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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
13TH EDITION
CUMULATIVE SUPPLEMENT 11
NOVEMBER 1993

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, 13th 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discontinued from marketing or that have had their approvals withdrawn for other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. Exclusivity information for a specific drug is
indicated by an abbreviation followed by the date upon which the exclusivity
expires. Refer to the Exclusivity Terms section in the Patent and Exclusivity
Information Addendum for an explanation of all codes and abbreviations.




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.)

Additions new 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.

Deletions new to the Prescription Drug Product List, OTC Drug Product List, and the
Patent and Exclusivity Data are indicated by the symbol >bpLT> (DELETE) to the left
of the line containing overstruck print. The >DLT> symbol is dropped in subsequent
Cumulative Supplements for that item. The overstruck print remains in the
Prescription Drug Product List and OTC Drug Product Lists in all Cumulative
Supplements for this edition. However, the overstruck print in the Patent and
Exclusivity Data is dropped in subsequent Cumulative Supplements.

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 13th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 14th Edition.
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1.2

PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

Drug products in this category (1) initially received approval only on the basis of safety
before effectiveness studies were required, or (2) were conditionally approved under the
temporary exemption that allowed these products to be marketed while effectiveness
studies were being conducted. Listed below are those drugs which are now required
to revise their labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is granted by the
Agency for a specific product, based on additional information submitted by the
applicant, the product will be included in the appropriate Drug Product List.

Products Federal Register Reference

Nitroglycerin (capsule, controlled release;oral) SEP 07, 1984 (49 FR 35428)
Nitroglycerin (film, extended release; transdermal*) JUL 15, 1993 (58 FR 38129)
Nitroglycerin (tablet, controlled release;oral) SEP 07, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release:buccal) JUL 05, 1985 (50 FR 27688)

*The Federal Register of July 15, 1993 (58 FR 38129) announced that the FDA was
revoking the temporary exemption for nitroglycerin in a transdermal delivery system.
Marketing of a drug product that is the subject of a conditionally approved ANDA may
continue by meeting the requirements listed in the Federal Register. Firms wishing to
submit a new ANDA before a drug product is approved (NDA or ANDA) and appears in
the List should submit a 505(b)(2) application following the directions contained in the
Federal Register. Nitro-Dur has been selected as the reference listed drug. The
preamble to the final rule (67 FR 17958) states if there are multiple NDA's, the reference
listed drug generally will be the market leader. This is the basis upon which Nitro-Dur
was selected. In addition, the preamble states that, in multiple NDA situations, a product
not designated as the reference listed drug and not shown to be bioequivalent to the
reference listed drug may be shielded from generic competition. This is the case with
Summit’s Transderm-Nitro. The Office of Generic Drugs (OGD) has been requested to
have a second listed drug as provided for in the Final Rule. OGD has granted this
request. Therefore, at the time that Schering’s and Summit’s supplements are fully
approved and their products are entered into the List, we will have two reference listed
drugs for the nitroglycerin transdermal systems. Firms may, therefore, elect to conduct
bioequivalence studies against either of these products. It is conceivable that a non-
referenced listed drug may be fully approved and appear in the List; in this case, the
Agency’s referenced listed drug will not change and a 505(b)(2) application will be

appropriate until the reference listed drugs are fully approved. Once they are fully
approved, a 505(j) application will be the appropriate mechanism for an ANDA
submission.




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; or when an applicant name
is changed to meet internal publication standards. Therefore, the cumulation of these
transfers and name changes will be identified in this section only. Where only partial
approved product lines are transferred between applicants, each approved product
involved will appear as an applicant name change in the Cumulative Supplement.

APPLICANT NAME CHANGES

FORMER APPLICANT NAME
(FORMER ABBREVIATED NAME)

AH ROBINS CO
(ROBINS)

ALLERGAN HERBERT SKIN CARE
DIV ALLERGAN INC
(ALLERGAN HERBERT)

ASTRA PHARMACEUTICAL PRODUCTS INC
(ASTRA)

BAKER CUMMINS PHARMACEUTICALS INC
(BAKER CUMMINS)

BENEDICT NUCLEAR PHARMACEUTICALS INC
(BENEDICT)

BOLAR PHARMACEUTICAL CO INC
(BOLAR)

CIS US INC
(CIS)

CUTTER BIOLOGICAL DIV
MILES LABORATORIES INC
(CUTTER)

DANBURY PHARMACAL INC
(DANBURY)

NEW APPLICANT NAME
(NEW_ABBREVIATED NAME)

AH ROBINS CO
(ROBINS AH)

ALLERGAN HERBERT
DIV ALLERGAN INC
(ALLERGAN INC)

ASTRA USA INC
(ASTRA)

BAKER NORTON PHARMACEUTICALS INC
(BAKER NORTON)

NORTH AMERICAN CHEMICAL CORPORATION
(NORTH AM CHEM)

CIRCA PHARMACEUTICALS INC
(CIRCA)

CIS US INC
(CIS)
formerly
(CIS US)

MILES LABORATORIES INC
(MILES LABS)

DANBURY PHARMACAL INC
(DANBURY PHARMA)




APPLICANT NAME CHANGES

FORMER APPLICANT NAME
(FORMER ABBREVIATED NAME)

FUJISAWA PHARMACEUTICAL CO
{(FUJISAWA)

GENSIA PHARMACEUTICAL INC
(GENSIA)

HERBERT LABORATORIES DIV
SMITH KLINE AND FRENCH CO
{HERBERT)

ICI PHARMACEUTICALS GROUP
DIV ICI AMERICAS
{Ic)

LEMMON CO
{LEMMON)

LYPHOMED DIV FUJISAWA USA INC
{LYPHOMED)

OWEN GALDERMA LABORATORIES INC
{OWEN GALDERMA)

PIONEER PHARMACEUTICALS INC
(PIONEER PHARMS)

ROXANE LABORATORIES INC
{(ROXANE)

RW JOHNSON PHARMACEUTICAL RESEARCH
INSTITUTE DIV MCNEILAB
(JOHNSON RW)

SCHIAPPARELLI SEARLE
{SCHIAPPARELLI SEARLE)

SCHWARZ PHARMA KERMERS URBAN
ISCHWARZ PHARMA)

NEW APPLICANT NAME
(NEW ABBREVIATED NAME)

FUJISAWA USA INC
(FUJISAWA)

GENSIA INC
(GENSIA)

ALLERGAN HERBERT
DIV ALLERGAN INC
(ALLERGAN HERBERT)

ZENECA PHARMACEUTICALS GROUP
DIV ZENECA INC

(ZENECA)

formerly

ZENECA PHARMACEUTICALS GROUP

LEMMON CO SUB TEVA PHARMACEUTICALS
(LEMMON)

FUJISAWA USA INC
(FUJISAWA)

GALDERMA LABORATORIES INC
(GALDERMA)

PIONEER PHARMACEUTICALS CO INC
(PIONEER PHARMS)

ROXANE LABORATORIES INC
(ROXANE)

formerly
(ROXANE LABS)

RW JOHNSON PHARMACEUTICAL RESEARCH
INSTITUTE DIV ORTHO PHARMACEUTICAL
CORP

(JOHNSON RW)

SCS PHARMACEUTICALS
(SCS PHARMS)

SCHWARZ PHARMA DIV KREMERS URBAN CO
(SCHWARZ PHARMA)




APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME

(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)
SOMERSET PHARMACEUTICALS INC SOMERSET PHARMACEUTICALS INC
(SOMERSET) (SOMERSET PHARMS)

STERLING DRUG INC STERLING WINTHROP INC
(STERLING) (STERLING WINTHROP)

1.4 USP MONOGRAPH TITLE ADDITIONS OR CHANGES

The U.S. Pharmacopeia (USP) periodically makes additions to or changes in monograph
titles. Some of these additions or changes may affect dosage form terms listed in
Approved Drug Products with Therapeutic Equivalence Evaluations (ADP). Instead of
making the change in each affected product, the Cumulative Supplement (CS) will list
applicable monograph title and dosage form additions or changes in this section. These
will appear as soon as the modified USP monograph title is official. It is possible for
these additions or changes to be listed in this section before all applicant holders have
made labeling modifications.

The monograph title additions or changes shown below will remain in this section in
each succeeding supplement of this edition. Once the next edition of the ADP is
published, the products affected by the title additions or changes will be displayed with
the new dosage form in the appropriate drug list. As notification to the reader, these
monograph title additions or changes will also be listed in a special section of the ADP.

USP MONOGRAPH TITLE ADDITIONS OR CHANGES

FORMER USP MONOGRAPH TITLE NEW USP MONOGRAPH TITLE
(FORMER ADP DOSAGE FORM; ROUTE) (NEW ADP DOSAGE FORM; ROUTE)

THERE WERE NO USP MONOGRAPH TITLE ADDITIONS OR CHANGES DURING THE MONTH OF
NOVEMBER 1993.
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Chemical
e Name

LIST OF ORPHAN PRODUCT DESIGNATIONS & APPROVALS
[Januvary thru November 1993]

INDICATION DESIGNATED

85

SPONSOR & ADDRESS
D0 =0Date Designated
MA = Marketing Approval

LFATED HEPARIN
PIN

JIDYLMETHYL] -9~
ININE

(MCYLATE SODIUM

INE
JROM1 C1NA

INE
ROMICINA

AQUEOUS

OCYTE SERUM
IVILLE RABBIT
OCYTE SERUM

#INE HCL INJECTION

C ANTIBODY 520C9x22

TREATMENT OF CYSTIC FIBROSIS.

FOR USE IN CONJUNCTION WITH THE UVAR PHOTOPHERESIS TO
TREAT DIFFUSE SYSTEMIC SCLEROSIS.

TREATMENT OF CUTANEOUS T-CELL LYMPHOMA.

TREATMENT OF CROHN'S DISEASE.

TREATMENT OF TUBERCULOSIS.

TREATMENT OF MYCOBACTERIUM AVIUM COMPLEX.

TREATMENT OF INCESSANT VENTRICULAR TACHYCARDIA.

TREATMENT OF ALLOGRAFT REJECTION, INCLUDING SOLID ORGAN
(KIDNEY, LIVER, HEART, LUNG, AND PANCREAS) AND BONE
MARROW TRANSPLANTATION.

TREATMENT OF THE ON-OFF FLUCTUATIONS ASSOCIATED WITH
LATE-STAGE PARKINSON'S DISEASE.

FOR PROPHYLACTIC USE TO REDUCE PERIOPERATIVE BLOOD LOSS
AND THE HOMOLOGOUS BLOOD TRANSFUSION REQUIREMENT IN
PATIENTS UNDERGOING REPEAT CARDIOPULMOMARY BYPASS
SURGERY IN THE COURSE OF REPEAT CORONARY ARTERY BYPASS
GRAFT SURGERY, AND IN SELECTED CASES OF PRIMARY
CORONARY ARTERY BYPASS GRAFT SURGERY WHERE THE RISK

OF BLEEDING IS ESPECIALLY HIGH OR WHERE TRANSFUSION

IS UNAVAILABLE OR UNACCEPTABLE.

TREATMENT AND SUPPRESSION OF TOXOPLASMA GONDII
ENCEPHALITIS.

PRIMARY PROPHYLAXIS OF HIV-INFECTED PERSONS AT HIGH
RISK FOR DEVELOPING TOXOPLASMA GONDII ENCEPHALITIS.

IN VIVO SEROTHERAPY OF PATIENTS WITH OVARIAN CANCER.

KENNEDY & HOIDAL, MDs.
7702 PARHAM ROAD
RICHMOND VA 23294

DD 09/17/93 MA [/ /

THERAKOS, INCORPORATED
201 BRANDYWINE PARKWAY
WEST CHESTER PA 19380
DD 06/22/93 MA [/ [/

BIOCRYST PHARMACEUTICALS,
INCORPORATED

2190 PARKWAY LAKE DRIVE
BIRMINGHAM AL 35244

DD 10/05/93 MA G

SYNCOM PHARMACEUTICALS, INC.
155 PASSAIC AVENUE

FAIRFIELD NJ 07004

DD 04/06/93 MA / /

KANYOK, THOMAS P. PHARM.D.
UNIVERSITY OF RHODE ISLAND
PROVIDENCE RI 02908-4735
DD 05/14/93 MA / /

KANYOK, THOMAS P. PHARM.D.
UNIVERSITY OF RHODE ISLAND
PROVIDENCE RI 02908-4735
DD 11/15/93 MA /1 /

ACADEMIC PHARMACEUTICALS, INC.
25720 SAUNDERS ROAD NORTH

LAKE FOREST IL 60045

DD 08/17/93 MA [/ /

APPLIED MEDICAL RESEARCH
1600 HAYES STREET
NASHVILLE TN 37203

DD 06/02/93 MA FEREY

BRITANNIA PHARMACEUTICALS LTD
FORUM HOUSE, BRIGHTON ROAD
REDHILL, SURREY UK

DD 04/22/93 MA [ /

MILES, INC.

400 MORGAN LANE

WEST HAVEN CT 06516

DD 11/17/93 MA !

BURROUGHS WELLCOME COMPANY
3030 CORNWALLIS ROAD

RESEARCH TRIANGLE PK NC 27709
DD 03/16/93 MA s

BURROUGHS WELLCOME COMPANY I
3030 CORNWALLIS ROAD

RESEARCH TRIANGLE PK NC 27709

DD 03/16/93 MA FA |

MEDAREX

12 COMMERCE AVENUE
WEST LEBANON NH 03784
DD 10/05/93 MA /[ /




NAME
Generic/Chemical
TN=Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS

INDICATION DESIGNATED

SPONSOR & ADDRESS
D0 =Date Designated
MA = Marketing Approval

BLEOMYCIN SULFATE
TN= BLENOXANE

BOVINE WHEY PROTEIN CONCENTRATE
TN= IMMUNO-C

CLADRIBINE
TN= LEUSTATIN INJECTION

COLFOSCERIL PALMITATE, CETYL
ALCOHOL, TYLOXAPOL
TN= EXOSURF

CYSTIC FIBROSIS TRANSMEMBRANE
CONDUCTANCE REGULATOR GENE
TN=

DEPOFOAM ENCAPSULATED CYTARABINE
TN=

DISODIUM CLODRONATE
TN=

FACTOR X111, RECOMBINANT
TN=

HUMANIZED ANTI-TAC
TN=

HUMANIZED ANTI-TAC
TN=

IMMUNE GLOBULIN INTRAVENDUS
(HUMAN )
TN= GAMIMUNE N

IMMUNE GLOBULIN INTRAVENOUS
(HUMAN)

TN= [MMUNE GLOBULIN INTRAVENOUS
(HUMAN) IMMUNO, IVEEGAM

INTERFERON BETA (RECOMBINANT
HUMAN )
TN=

TREATMENT OF MALIGNANT PLEURAL EFFUSION.

TREATMENT OF CRYPTOSPORIDIOSIS CAUSED BY THE PRESENCE
OF CRYPTOSPORIDIUM PARVUM IN THE GASTROINTESTINAL TRACT
OF PATIENTS WHO ARE IMMUNODEFICIENT/IMMUNOCOMPROMISED
OR IMMUNOCOMPETENT.

TREATMENT OF NON-HODGKIN’S LYMPHOMA.

TREATMENT OF ADULT RESPIRATORY DISTRESS SYNDROME.

TREATMENT OF CYSTIC FIBROSIS.

TREATMENT OF NEOPLASTIC MENINGITIS.

TREATMENT OF HYPERCALCEMIA OF MALIGNANCY.

TREATMENT OF CONGENITAL FACTOR XIII DEFICIENCY.

PREVENTION OF ACUTE RENAL ALLOGRAFT REJECTION.

PREVENTION OF ACUTE GRAFT-VS-HOST DISEASE FOLLOWING
BONE MARROW TRANSPLANTATION.

INFECTION PROPHYLAXIS IN PEDIATRIC PATIENTS AFFECTED
WITH THE HUMAN IMMUNODEFICIENCY VIRUS.

TREATMENT OF PATIENTS WITH ACUTE MYOCARDITIS.

TREATMENT OF PRIMARY BRAIN TUMORS.

BRISTOL-MYERS SQUIBB
PO BOX 4000

PRINCETON NJ 08543-4000
DD 09/17/93 MA / /

BIOMUNE SYSTEMS, INCORPORATED
40 EAST SOUTH TEMPLE SUITE 31
SALT LAKE CITY UT 84111
DD 09/30/93 MA / /

R.W.JOHNSON RESEARCH INSTITUTH
ROUTE 202 SOUTH, P.0. BOX 300
RARITAN NJ 08869-0602
DD 04/19/93 MA [/ /

BURROUGHS WELLCOME COMPANY
3030 CORNWALLIS ROAD
RESEARCH TRIANGLE PK NC 27709
DD 01/11/93 MA / /

GENETIC THERAPY, INC.
19 FIRSTFIELD ROAD

GAITHERSBURG MD 20878
DD 01/08/93 MA  / /

DEPOTECH CORPORATION

11025 NORTH TORREY PINES ROAD
SUITE 100

LA JOLLA CA 92037

DD 06/02/93 MA [/ /

DISCOVERY EXPERIMENTAL &
DEVELOPMENT, INC

29949 S.R. 54 WEST
WESLEY CHAPEL FL 33543
DD 06/16/93 MA [/ /

ZYMOGENETICS, INC.
4225 ROOSEVELT WAY
SEATTLE WA 98105

DD 04/22/93 MA / /

HOFFMANN-LA ROCHE, INC.
340 KINGSLAND STREET
NUTLEY NJ 07110

DD 03/05/93 MA / /

HOFFMANN-LA ROCHE, INC.
340 KINGSLAND STREET
NUTLEY NJ 07110

DD 03/05/93 MA / /

MILES, INC.
4TH & PARKER STREETS
BERKELEY CA 94710

DD 02/18/93 MA /[ /

IMMUNO CLINICAL RESEARCH
CORPORATION

750 LEXINGTON AVENUE
NEW YORK NY 10022

DD 11/22/93 MA / /

BIOGEN, INC.

14 CAMBRIDGE CENTER
CAMBRIDGE MA 02142

DD 01/13/93 MA / /




CUMULATIVE LIST OF DESIGNATIONS & APPROVALS

INDICATION DESIGNATED

87

SPONSOR & ADDRESS
00=Date Designated
MA=Marketing Approval

T —— T

[N-3, HUMAN,

L DAUNRUBICIN
XU

M

XATE
MATREX

AL ANTIBODY FOR
TION AGAINST LUPUS

DRIN

N-C
K1DE

MINE PHOSPHATE

|

AND 1N E1
®¥CLODEXTRIN
OPROST

C CONCENTRATE
[EIN C CONCENTRATE
VAPOR HEATED, IMMUNO

FOR SEQUENTIAL ADMINISTRATION WITH SARGRAMOSTIM TO
ACCELERATE NEUTROPHIL AND PLATELET RECOVERY IN PATIENTS
UNDERGOING AUTOLOGOUS BONE MARROW TRANSPLANTATION FOR
THE TREATMENT OF HODGKIN’S DISEASE OR NON-HODGKIN'S
LYMPHOMA.

TREATMENT OF PEDIATRIC CARDIOMYOPATHY.

TREATMENT OF PATIENTS WITH ADVANCED HIV-ASSOCIATED
KAPOS1'S SARCOMA.

TREATMENT OF CIRCADIAN RHYTHM SLEEP DISORDERS IN BLIND
PEOPLE WITH NO LIGHT PERCEPTION.

TREATMENT OF JUVENILE RHEUMATOID ARTHRITIS.

TREATMENT OF EXCESSIVE DAYTIME SLEEPINESS IN
NARCOLEPSY.

TREATMENT OF LUPUS NEPHRITIS.

TREATMENT OF CONGENITAL PRIMARY ICHTHYOSIS.

TREATMENT OF REFRACTORY GLAUCOMA AS AN ADJUNCT TO AB
EXTERNO GLAUCOMA SURGERY.

TREATMENT OF PERSISTENT PULMONARY HYPERTENSION IN THE
NEWBORN.

FOR USE IN COMBINATION WITH CLINDAMYCIN HYDROCHLORIDE
IN THE TREATMENT OF PNEUMOCYSTIS CARINII PNEUMONIA
ASSOCIATED WITH ACQUIRED IMMUNODEFICIENCY SYNDROME .

TREATMENT OF SEVERE PERIPHERAL ARTERIAL OCCLUSIVE
DISEASE (CRITICAL LIMB ISCHEMIA) IN PATIENTS WHERE
OTHER PROCEDURES, GRAFTS OR ANGIOPLASTY, ARE NOT
INDICATED.

FOR USE IN THE PREVENTION AND TREATMENT OF PURPURA
FULMINANS IN MENINGOCOCCEMIA.

SANDOZ PHARMACEUTICALS CORP.
59 ROUTE 10

EAST HANOVER NJ 07936-1080
Db 09/30/93 MA /[

SIGMA-TAU PHARMACEUTICALS, INC.
200 ORCHARD RIDGE DRIVE, SUITE
300

GAITHERSBURG MD 20878

DD 11/22/93 MA [/ /

VESTAR, INC.

450 CLIFFSIDE DRIVE
SAN DIMAS CA 91773

DD 05/14/93 MA /[ /

SACK, ROBERT, M.D.

3181 S.W. SAM JACKSON PARK ROAD
PORTLAND OR 97201-3098

oD 11/15/93 MA [/ /

LEDERLE LABORATORIES

401 N. MIDDLETOWN ROAD
PEARL RIVER NY 10965-1299
DD 08/23/93 MA /[ [/

CEPHALON, INC.

145 BRANDYWINE PARKWAY
WEST CHESTER PA 19380-4245
DD 03/15/93 MA  / /

MEDCLONE, INC.

2435 MILITARY AVENUE
LOS ANGELES CA 90064
pp 01/07/93 MA [/ /

CELLEGY PHARMACEUTICALS, INC.
371 BEL MARIN KEYS, SUITE 210
NOVATO CA 94949

DD 04/29/93 MA [/ /

10P INCORPORATED

3100 AIRWAY AVENUE
COSTA MESA CA 92626
DD 08/20/93 MA / /

ANAQUEST, INCORPORATED
110 ALLEN ROAD

LIBERTY CORNER NJ 07938
DD 06/22/93 MA [/ [/

STERLING WINTHROP INC.
90 PARK AVENUE

NEW YORK NY 10016

DD 07/23/93 MA [/ [/

SCHWARZ PHARMA

5600 WEST COUNTY LINE ROAD
MEQUON W1 53092

DD 10/20/93 MA /[ /

IMMUNO CLINICAL RESEARCH CORP.
750 LEXINGTON AVENUE, 19TH FLOOR
NEW YORK NY 10022

DD 04/22/93 MA / /



NAME
Generic/Chemical
TN = Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS

INDICATION DESIGNATED

SPONSOR & ADDRESS
D0=Date Designated
MA =Marketing Approval

PROTIRELIN
TN=

PULMONARY SURFACTANT REPLACEMENT,
PORCINE
TN= CUROSURF

RECOMBINANT RETROVIRAL VECTOR -
GLUCOCEREBROSIDASE
TN=

RHo(D) IMMUNE GLOBULIN (HUMAN)
TN= WINRHO SD

RI1 RETINAMIDE
TN=

RILUZOLE
TN=

ROQUINIMEX
TN= LINOMIDE

SECALCIFEROL
TN= OSTEO-D

SODIUM BENZOATE/SODIUM
PHENYLACETATE
TN=

SODIUM PHENYLBUTYRATE
TN=

SOMATROPIN
TN= BIOTROPIN

SUCRALFATE
TN=

THAL IDOMIDE
TN=

PREVENTION OF INFANT RESPIRATORY DISTRESS SYNDROME
ASSOCIATED WITH PREMATURITY.

FOR THE TREATMENT AND PREVENTION OF RESPIRATORY
DISTRESS SYNDROME IN PREMATURE INFANTS.

FOR USE AS ENZYME REPLACEMENT THERAPY FOR PATIENTS WITH

TYPES I, II, OR 111 GAUCHER DISEASE.

TREATMENT OF IMMUNE THROMBOCYTOPENIC PURPURA.

TREATMENT OF MYELODYSPLASTIC SYNDROMES.

TREATMENT OF AMYOTROPHIC LATERAL SCLERODSIS.

TO PROLONG TIME TO RELAPSE IN LEUKEMIA PATIENTS WHO

HAVE UNDERGONE AUTOLOGOUS BONE MARROW TRANSPLANTATION.

TREATMENT OF FAMILIAL HYPOPHOSPHATEMIC RICKETS.

TREATMENT OF UREA CYCLE DISORDERS: CARBAMYLPHOSPHATE
SYNTHETASE DEFICIENCY, ORNITHINE TRANSCARBAMYLASE
DEFICIENCY, AND ARGININOSUCCINIC ACID SYNTHETASE
DEFICIENCY.

TREATMENT OF UREA CYCLE DISORDERS: CARBAMYLPHOSPHATE
SYNTHETASE DEFICIENCY, ORNITHINE TRANSCARBAMYLASE
DEFICIENCY, AND ARGINIOSUCCINIC ACID SYNTHETASE
DEFICIENCY.

TREATMENT OF CACHEXIA ASSOCIATED WITH AIDS.

TREATMENT OF ORAL MUCOSITIS AND STOMATITIS FOLLOWING
RADIATION THERAPY FOR HEAD AND NECK CANCER.

TREATMENT OF THE CLINICAL MANIFESTATIONS OF
MYCOBACTERIAL INFECTION CAUSED BY MYCOBACTERIUM
TUBERCULOSIS AND NON-TUBERCULOUS MYCOBACTERIA.

UCB PHARMACEUTICALS, INC.
5505-A ROBIN HOOD ROAD
NORFOLK VA 23513

DD 08/24/93 MA / /

CHIESI PHARMACEUTICALS, INC.
150 DANBURY ROAD
RIDGEFIELD CT 06877

DD 08/02/93 MA / /

GENETIC THERAPY, INC.
19 FIRSTFIELD ROAD

GAITHERSBURG MD 20878
DD 11/15/93 MA [ /

RH PHARMACEUTICALS, INC.
104 CHANCELLOR MATHESON ROAD
WINNIPEG, MANITOBA

DD 11/09/93 MA / /

SPARTA PHARMACEUTICALS,
INCORPORATED

PO BOX 13288

RESEARCH TRIANGLE PK NC 2770
DD 05/06/93 MA [/ /

RHONE -POULENC RORER PHARM.
500 ARCOLA ROAD, PO BOX 1200
COLLEGEVILLE PA 19426-0107
DD 03/16/93 MA [ /

KABI PHARMACIA, INC.
800 CENTENNIAL AVENUE
PISCATAWAY NJ 08855-1327
DD 07/01/93 MA / /

LEMMON COMPANY

650 CATHILL ROAD
SELLERSVILLE PA 18960
DD 07/26/93 MA [/ /

BRUSILOW, SAUL W. M.D.
JOHNS HOPKINS MEDICAL
INSTITUTIONS
BALTIMORE MD 21205

DD 11/22/93 MA / /

BRUSILOW, SAUL W. M.D.
JOHNS HOPKINS MEDICAL
INSTITUTIONS
BALTIMORE MD 21205

DD 11/22/93 mMA [/ /

BIO-TECHNOLOGY GENERAL
CORPORATION

1250 BROADWAY, 20th FLOOR
NEW YORK NY 10001

DD 02/12/93 MA / /

FUISZ TECHNOLOGIES, LTD.
3810 CONCORDE PARKWAY, SUITE
CHANTILLY VA 22021

DD 07/15/93 MA / /

CELGENE CORPORATION

7 POWDER HORN DRIVE
WARREN NJ 07059

DD 01/12/93 MA [/ [




CUMULATIVE LIST OF DESIGNATIONS & APPROVALS

INDICATION DESIGNATED

SPONSOR & ADDRESS
D0=Date Designated
MA =Marketing Approval

IIVE INTESTINAL
709 JEHIDE

TREATMENT OF DESMOID TUMORS.

TREATMENT OF ACUTE AND CHRONIC LEUKEMIA.

TREATMENT OF SYMPTOMATIC PATIENTS WITH ACQUIRED
IMMUNODEFICIENCY SYNDROME INCLUDING ALL PATIENTS WITH
CD4 COUNTS LESS THAN 200 CELLS PER MM3.

TREATMENT OF SYMPTOMATIC PATIENTS WITH THE ACQUIRED
IMMUNODEFICIENCY SYNDROME INCLUDING ALL PATIENTS WITH
CD4 T-CELL COUNTS LESS THAN 200 CELLS PER MM3.

TREATMENT OF ACUTE ESOPHAGEAL FOOD IMPACTION.

ADRIA LABORATORIES
P.0. BOX 16529
COLUMBUS OH 43216-6529
DD 08/17/93 MA [/ /

ARGUS PHARMACEUTICALS, INC.
3400 RESEARCH FOREST DRIVE
THE WOODLANDS TX 77381
DD 01/14/93 MA [/ /

SERONO LABORATORIES, INC.
100 LONGWATER CIRCLE
NORWELL MA 02061

DD 01/06/93 MA / /

SERONO LABORATORIES, INC.
100 LONGWATER CIRCLE
NORWELL MA 02061

DD 01/06/93 MA [/ /

RESEARCH TRIANGLE
PHARMACEUTICALS

200 WESTPARK CORPORATE CENTER
DURHAM NC 27713

DD 06/23/93 MA / /




NAME
Generic/Chemical
TN=Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS

INDICATION DESIGNATED

SPONSOR & ADDRESS
DD =Date Designated
MA=Marketing Approval

ANTIHEMOPHILIC FACTOR
(RECOMBINANT)
TN= KOGENATE

CLADRIBINE
TN= LEUSTATIN INJECTION

FELBAMATE
TN= FELBATOL

INTERFERON BETA, RECOMBINANT
HUMAN
TN=BETASERON

LEUPROLIDE ACETATE
TN= LUPRON INJECTION

LEVOMETHADYL ACETATE
HYDROCHLORIDE
TN=ORLAAM

LODOXAMIDE TROMETHAMINE
TN= ALOMIDE OPHTHALMIC SOLUTION

MEGESTROL ACETATE
TN= MEGACE

Orphan Drug Approvals

PROPHYLAXIS AND TREATMENT OF BLEEDING IN INDIVIDUALS
WITH HEMOPHILIA A OR FOR PROPHYLAXIS WHEN SURGERY IS
REQUIRED IN INDIVIDUALS WITH HEMOPHILIA A.

TREATMENT OF HAIRY CELL LEUKEMIA.

TREATMENT OF LENNOX-GASTAUT SYNDROME.

TREATMENT OF MULTIPLE SCLEROSIS.

TREATMENT OF CENTRAL PRECOCIOUS PUBERTY.

TREATMENT OF HEROIN ADDICTS SUITABLE FOR MAINTENANCE ON
OPIATE AGONISTS.

TREATMENT OF VERNAL KERATOCONJUNCTIVITIS.

TREATMENT OF PATIENTS WITH ANOREXIA, CACHEXIA, OR
SIGNIFICANT WEIGHT LOSS (=/>10% OF BASELINE BODY
WEIGHT) AND CONFIRMED DIAGNOSIS OF ACQUIRED
IMMUNCDEFICIENCY SYNDROME (AIDS).

MILES, INC.

4TH & PARKER STREETS
BERKELEY CA 94701

DD 09/25/89 MA 02/25/93

R.W.JOHNSON RESEARCH INSTITUTE
ROUTE 202, PO BOX 300
RARITAN NJ 08869-0602

DD 11/15/90 MA 02/26/93

WALLACE LABORATORIES i
301B COLLEGE ROAD EAST

PRINCETON NJ 08540

DD 01/24/89 MA 07/29/93

CHIRON CORPORATION

4560 HORTON STREET
EMERYVILLE CA 94608

DD 11/17/88 MA 07/23/93

TAP PHARMACEUTICALS, INC.
2355 WAUKEGAN ROAD
DEERFIELD IL 40015
DD 07/25/88 MA 04/16/93

BIODEVELOPMENT CORPORATION
1300 NORTH 17TH STREET, SUITE
300

ARLINGTON VA 22209-2306

DD 01/24/84 MA 07/09/93

ALCON LABORATORIES, INC.
6201 SOUTH FREEWAY

FORT WORTH TX 76134

DD 10/16/91 MA 09/23/93

BRISTOL-MYERS SQUIBB

2400 WEST LLOYD EXPRESSWAY )
EVANSVILLE IN 47721-0001

DD 04/13/88 MA 09/10/93

BER 1993 ADDI



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

{BER 1993 ADDITIONS




DRUG NAME (DOSAGE FORM)

BIOPHARMACEUTIC GUIDANCE AVAILABILITY

DATE

REVISED

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR [N VIV0 BIOEQUIVALENCE STUDIES AND [N VITRO DISSOLUTION Tgs
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIvis
BIOEQUIVALENCE (HFD-650, MPN-2 ROOM 279) 5600 FISHERS LANE, ROCKVILLE, MD 20857.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 13TH EDITION FOR A FULL ||

OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA.

BUMETANIDE (TABLET)

BUSIPRONE HYDROCHLORIDE (TABLET)
CEFACLOR (CAPSULE AND SUSPENSION)
CAPTOPRIL (TABLET)
CHOLESTRYRAMINE (POWDER)
GLIPIZIDE (TABLET)

GLYBURIDE (TABLET)

GUANABENZ ACETATE (TABLET)
INDAPAMIDE (TABLET)

KETOPROFEN (CAPSULE)

ORAL EXTENDED (CONTROLLED RELEASE)
PINDOLOL (TABLET)

RANITIDINE HYDROCHLORIDE (TABLET)
TRIAZOLAM (TABLET)

ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT,

AFR
AUG
APR
MAY
JUL
APR
APR
APR
APR
APR
SEP
APR
APR
DEC

2%
13,
23,
13,
15,
23,
23,
23,
23
23,
09,
23,
23,
24,

1993
1993
1993
1993
1993
1993
1993
1993
1993
1993
1993
1993
1993
1992




93

I ANDA SUITABILITY PETITIONS
PETITIONS APPROVED

REVISED ol STRENGTH REASON FOR
3 (CONTAINER SIZE)  DOCKET NUMBER _ PETITIONER PETITION STATUS

'RO DISSOLUTION Tggy
T TO THE DIVJHu'. ING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED THAT THE
: PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) 1S NOT SUITABLE FOR SUBMISSION AS AN
ITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE ANDA ITSELF IS SUBMITTED AND
BY THE AGENCY. A COPY OF EACH PETITION 1S LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY IN FDA’S DOCKETS MANAGEMENT BRANCH,
ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

[TION FOR A FULL L5y
TIVE SUPPLEMENT,

70 THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 13TH EDITION FOR A FULL LISTING OF ANDA
1TY PETITIONS DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

150MG 92 pP-0282/ MIKART NEW APPROVED
180MG cP3 COMBINATION NOV 10, 1993
2.5MG
150MG 92 p-0282/ MIKART NEW APPROVED
180MG cP1 COMBINATION NOV 10, 1993
5MG
150MG 92 pP-0282/ MIKART NEW APPROVED
180MG cp2 COMBINATION NOV 10, 1993
7.5MG NEW STRENGTH
150MG 92 p-0282/ MIKART NEW APPROVED
180MG CP4 COMBINATION Nov 10, 1993
10MG
150MG 92 P-0282/ MIKART NEW APPROVED
180MG cP3 COMBINATION NOV 10, 1993
2.5MG NEW DOSAGE
FORM
150MG 92 p-0282/ MIKART NEW APPROVED
180MG cP1 COMBINATION NOV 10, 1993
5MG NEW DOSAGE
FORM
150MG 92 p-0282/ MIKART NEW APPROVED
: 180MG cp2 COMBINATION NOV 10, 1993
CODONE BITARTRATE 7.5MG NEW DOSAGE
ET; ORAL FORM
I' NEW STRENGTH
FIAMINOP HEN ; 150MG 92 p-0282/ MIKART NEW APPROVED
[IRIN; 180MG CP4 COMBINATION NOV 10, 1993
0CODONE BITARTRATE 10MG NEW DOSAGE
I T; ORAL FORM
HAMINOPHEN ; SO00MG 93 P-0314/ MIKART NEW DOSAGE APPROVED
INE PHOSPHATE 45MG cP1 FORM NOV 10, 1993
' E; ORAL NEW STRENGTH
FTAMINOPHEN ; 500MG 93 pP-0314/ MIKART NEW STRENGTH APPROVED
SINE PHOSPHATE 45MG cP1 NOV 10, 1993
l ; ORAL
LovVIR sopIuM EQ SOMG BASE/ML 92 P-0468/ BULL NEW DOSAGE APPROVED
SCTABLE:; INJECTION (10ML/VIAL) cP1 FORM SEP 01, 1993

(20ML/VIAL)




ANDA SUITABILITY PETITIONS

PETITIONS APPROVED 1

DRUG NAME STRENGTH REASON FOR [
DOSAGE FORM: ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS *+ FOR
AMINOSALICYLIC ACID 4LGM/PACKET 92 P-0356/ JACOBUS NEW DOSAGE APPROVED j-.
GRANULES, ENTERIC-COATED; cP1 FORM MAR 03, 1993 PICAL
ORAL NEW STRENGTH
CARBOPLATIN 10MG/ML 92 P-0467/ BULL NEW DOSAGE APPROVED
INJECTABLE; INJECTION (SML/VIAL) cP1 FORM MAY 20, 1953

(15ML/VIAL)

(45ML/VIAL)
CHLORPROMAZINE HYDROCHLORIDE 25MG/SML 92 P-0284/ uoL NEW STRENGTH APPROVED
SOLUTION; ORAL cP1 JAN 07, 1993
DOBUTAMINE HYDROCHLORIDE EQ 12.5MG BASE/ML 92 P-0365/ LYPHOMED NEW STRENGTH APPROVEE
INJECTABLE; INJECTION (4OML/VIAL) cP1 FEB 11, 1993
CISPLATIN TMG/ML 93 P-0084/ FUJISAWA NEW STRENGTH APPROVED
INJECTABLE; INJECTION (200ML/VIAL) cP1 NOV 10, 1993
DOBUTAMINE HYDROCHLORIDE EQ 12.5MG BASE/ML 92 P-0045/ MARSAM NEW STRENGTH APPROVED
INJECTABLE; INJECTION (100ML/CONTAINER) CP1 SEP 01, 1993
ETOPOSIDE 20MG/ML 92 P-0355/ LEDERLE NEW STRENGTH APPROVED
INJECTABLE; INJECTION (12.5MG/VIAL) cP1 JAN 07, 1993
ETOPOSIDE 20MG/ML 91 P-0460/ ABBOTT NEW STRENGTH APPROVED
INJECTABLE; INJECTION (50ML/CONTAINER)  CP1 FEB 11, 1993
LACTULOSE 10GM/PACKET 92 P-0370/ BENNETT AND COMPANY  NEW DOSAGE APPROVED
CRYSTAL; ORAL cP1 FORM JAN 07, 1993
METHYLPHENIDATE 10MG 92 P-0400/ MD PHARM NEW STRENGTH APPROVED
HYDROCHLORIDE ; cP1 MAR 22, 1¢
TABLET, EXTENDED RELEASE;
DRAL
PREDN1SOLONE 10MG/SML 92 P-0439/ WE PHARMS NEW STRENGTH APPROVED
SYRUP; ORAL cP1 MAY 20, 1993
PREDNISONE 5MG 92 P-0336/ WE PHARMS NEW DOSAGE APPROVED
TABLET, CHEWABLE; ORAL 10MG cP1 FORM NOV 10, 1993
PROPRANOLOL HYDROCHLORIDE 10MG 93 P-0049/ FLEMINGTON PHARM NEW DOSAGE APPROVED
TABLET, EFFERVESCENT; ORAL 20MG cP1 FORM SEP 01, 1993

60MG NEW STRENGTH

80MG

90MG
TRIMETHOPRIM 25MG/5SML 92 P-0500/ ASCENT PHARMS NEW DOSAGE APPROVED
SOLUTION; ORAL cP1 FORM MAY 20, 1993




APPROVE
NOV 10

APPROVED
SEP 01,

STRENGTH
(CONTAINER SIZE)

ANDA SUITABILITY PETITIONS

DOCKET NUMBER

NAME
P; FORM; ROUTE

faro
PICAL

10%

Q2 P-0249/

HAMER

REASON FOR
PETITION

NEW DOSAGE
FORM

1993




EXCLUSIVITY TERMS

THE EXCLUSIVITY COLUMN BBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. PL
THERAPEUTIC ) 13TH EDITION FOR A FULL LISTI EXC
JULE, NEW CODES). ONLY NEW CDDES WILL BE ADDED TO

REFERENCES
NEW DOSING SCHEDULE

REFERENCES

NEW INDIC

RENAL IMAGING A

ZATION O
95
96 IA
97 OF THE GASTROINTESTINAL TRACT
1-98 IATED WITH CHRONIC R INSUFFICIE
REFERENCES
PATENT USE CODE

SEASONAL ALLERGIC
GNETIC RESONANCE

78
u-79 10 GERD
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Order Processing Code
* 7229

New I14th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

14™ EDITION

Superintendent of Documents Subscription Order Form

Charge your order.
It’s easy! c—

D YeS, please send me the following indicated subscriptions:

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP,
and the monthly Cumulative Supplements, for $55.00 per year.

The total cost of my order is § . Prices include regular domestic postage and handling and are subject to change.

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

(i Do not make my name available to other mailers.

Please choose method of payment:

{Company or personal name)
L] Check payable to Superintendent of Documents

(Additional address/attention line) ™ GPO Dl:rK'!Sil Account

(Street address) = ] VISA or MasterCard

(City, State, ZIP Code)
Thank you for your order!

( )

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

( Authorizing Signature) (D4/93)

(Purchase Order No.)

Mail To: Superintendent of Documents, Government Printing Office, P.O. Box 371954 Pittsburgh, PA 15250-7954
To FAX your charge order, call (202) 512-2233.
To charge your subscription call (202) 783-3238.
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