9661

S$30HNOS3H NOILYINHO4NI DNYa 40 NOISIAIQ
ANIWIOVNVYW 40 301440
HOHVY3S3H ANV NOILYNTVAI ONHA 504 HILN3D
NOILVYHLSININGY 9NHA ANV 004
3JIAH3S HLTV3H 211dnd

S3JIAH3S NYIAINH ANV HLT1V3H 40 LN3N1HVYd3d "S'N

NOILLIAHA ;91

SNOLLVNIVAA ADNHATIVAINOA JILNAIVIAHL
HLIAM

SLIONAdOdd ONAdd
dHAOUdd YV

96, 1111-96 . NV
L INHINA'Idd S

HALLVINAND

RM

5

301.4

IARMACY LIBRARY
1996

10

4

ST. LOUIS cmér;‘(;[: OF PH
C

.A66
1996

Jul

Suppl



RM301.45 .A66 1996 Jul Suppl

Approved drug products with
therapeutic equivalence

C:355661 M:174736 0:12937927

.
1
1
1
1
1
1
1
1

DUDO WSO

SESENES




APPROVED DRUG PRODUCTS

with
THERAPEUTIC EQUIVALENCE EVALUATIONS £
a
L%
16TH EDITION (Y
¢
Cumulative Supplement 7 O\
JULY 1996 £
Oy
‘\*\ .
CONTENTS R\
PAGE
e INEROBDUGTION 1 L o bt ol e & @it o s oimiaisbr e st 0 x eon 58 s et = asai iii
1.1 How to Use the Cumulative Supplement . .. ..........0 .. .. ii
%2 Products Requiring Revised Labeling for Full Approval . . .. ... ........... iv
1.3 Change of a Therapeutic Equivalent Code for a Drug Entity . ............ v
1.4 Retersnce Listed BRogl wo e fesin diat it i1 e b el s e s Vi
1.5 Court Order Regarding Abbott U.S. Patent No. 4112097 (terazosin HE - e vii
1.6 Applicant Name Changes . .. ... eu v vt tvnnneeoneromesenmnean Vii
[ Availability of the Publication and Updating Procedures . ............... Viii
1| s Report of Counts for the Prescription Drug Product List . ............... X
200 DRUGPROBUCT UISTS « 0. v o dw e d a5 mamndx s el o s momm o Bk v scans
2 Prescription Ditig Product LIBE ...« » 56 65 50 05 e s s om s s 5 e ok e s o o e 1
2.2 OTC Drug Produet BIBY v cus ois 55 o5 5 5 2 % wims = miwnr o emirbe. 5 ol st et el 41
2.8 Drug Products with Approval under Section 505 of the Act
Administered by the Center for Biologics Evaluation and Research List . . . .. 44
2.4 Orphan Drug Product Designations . ... ... ........ovnn. . 45
2.5 Drug Products Which Must Demonstrate in vivo Bioavailability
Only if Product Fails to Achieve Adequate Dissolution . ... ............ 49
2.6 Biopharmaceutic Guidance Availability . ... ... .. ... .00 .. 50
2.7 ANDA. SUIabIlItY PotIHONS - . i v 6 606 v 55 5068 + 2 doom o xlein'n 5 =ce mie's s & 4o & 2o 51
PATENT AND EXCLUSIVITY INFORMATION ADDENDUM
AL EXCIUSIVIY TOFMIS - s 2 vv v s tiee v s wism b5 mias 65 s s m s v n s aie e ee s 54
B. Patent and Exclusivity Lists . ... .......... . 56

ST. LOUIS CCLLEGE OF Finmiency LIBRAR)

ibh.;u‘i'i.-.‘l..;.if iJ




APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
16TH EDITION

CUMULATIVE SUPPLEMENT 7
JULY 1996

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, 16th 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
i 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.
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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 >DLT> (DELETE) to the left of
the line containing shaded print. 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 for this edition. However, the
shaded 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 16th Edition List will then be added to the "Discontinued Drug Product
List" appearing in the 17th Edition.

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
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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 (57 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.

CHANGE OF A THERAPEUTIC EQUIVALENT CODE FOR A DRUG ENTITY

Propantheline Bromide

In Cumulative Supplement 1 of the Approved Drug Products with Therapeutic Equivalence
Evaluations, 16th Edition, (Orange Book), the Agency proposed to change the therapeutic
equivalence code for propantheline bromide oral tablets from a drug product not
presenting a bioequivalence problem (AA) to a drug product with a potential
bioequivalence problem (BP).




1.4

The Agency solicited comments from interested persons to be received no later than
60 days from the first day of the month following the publication of Cumulative
Supplement 1. The proposal did not elicit any comments from the readers. In addition,
the two firms who hold an active ANDA and are marketing the drug product were
contacted to inform them that the codes for their propantheline drug products were going
to be changed. Since there were no comments submitted by the readers or by the two
firms who hold an active ANDA, the therapeutic equivalence code for propantheline
bromide tablets will be changed to one reflecting a potential bioequivalence problem.
Therefore, all oral propantheline bromide tablets will be changed in this month's
Cumulative Supplement from (AA) to (BP) to reflect it has a potential for a bioequivalence
problem.

An acceptable in vivo bioequivalence study, among other information, will be required to
change the code from (BP) to (AB) for an already approved ANDA listed in the Orange
Book. Any ANDA submission must contain an acceptable /n vivo bioequivalence study
for filing purposes.

REFERENCE LISTED DRUG

A reference listed drug (21 CFR 314.94(a)(3) means the listed drug identified by FDA as
the drug product upon which an applicant relies in seeking approval of its ANDA.

FDA has identified in the Prescription Drug Product and OTC Drug Product Lists those
reference listed drugs to which the /in vivo bioequivalence and, in some instances, the in
vitro bioequivalence of the applicant's product is compared. By designating a single
reference listed drug as the standard to which all generic versions must be shown to be
bioequivalent, FDA hopes to avoid possible significant variations among generic drugs and
their brand name counterpart. Such variations could result if generic drugs were compared
to different reference listed drugs. However, in some instances when multiple NDAs are
approved for a single drug product, 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. A firm wishing to market a generic version of an NDA listed drug
that is not designated as the reference listed may petition the Agency through the Citizen
Petition procedure (see 21 CFR 10.25(a) and CFR 10.30). When the Citizen Petition is
approved, the second NDA will be designated as an additional reference listed drug and
the petitioner may submit an Abbreviated New Drug Application citing the designated
reference listed drug. Section 1.7, Therapeutic Equivalence Evaluations Codes of the
Introduction to the Approved Drug Products with Therapeutic Equivalence Evaluations
publication explains the coding system for multisource drug products listed under the
same heading with two reference listed drugs.

The concept of having only one reference listed drug was intended to apply to drug
products in which bioequivalence is demonstrated through /in vivo methodology. It was
not intended to apply to two NDA drug products in which the in vivo determination of
bioequivalence is self evident and a waiver of in vivo bioequivalence is granted by the
agency. These types of drug products are assigned therapeutic equivalence codes, e.g.,
of AN, AT, AA. Therefore, drug products that do not represent a bioequivalence problem
with two or more NDAs will have the reference listed drug designation assigned to each
NDA.

Vi
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The reference listed drug is identified by the symbol "+ " in the Prescription Drug Product
List. These identified reference listed drugs represent the best judgement of the Division
of Bioequivalence at this time. The prescription Drug Product List identifies reference
drugs for oral dosage forms, injectables, ophthalmics, otics, and topical products. It is
recommended that a firm planning to conduct an /in vivo bioequivalence study, or planning
to manufacture a batch of a drug product for which an in vivo waiver of bioequivalence
will be requested, contact the Division of Bioequivalence, OFFICE OF GENERIC DRUGS,
to confirm the appropriate reference listed drug.

COURT ORDER REGARDING ABBOTT U.S. PATENT NO. 4112097, (TERAZOSIN HCL)

On April 9, 1996, the United States District Court for the Northern District of lllinois
{(Eastern Division) issued an order in the case of Abbott Labs v. Geneva Pharmaceuticals,
Inc., directing Abbott to remove U.S. Patent No. 4112097 from the Orange Book. To
comply with that order, Abbott has requested that FDA remove patent 4112097 from the
Orange Book. The FDA complied with this request in the March 1996 cumulative
supplement. On April 9, 1996, Abbott appealed the district court's decision to the U.S.
Court of Appeals for the Federal Circuit.

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 hame
change entry in the Cumulative Supplement nor will the cumulation of these name

Vil



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 [New Abbreviated Name], the name
change will appear in this section and will be identified with an asterisk.

APPLICANT NAME CHANGES

FORMER APPLICANT NAME
FORMER ABBRE NAME

1ST TEXAS PHARMACEUTICALS INC
SUB SCHERER LABORATORIES
(1ST TX)

BOEHRINGER MANNHEIM PHARMACEUTICALS CORP

(BOEHRINGER MANNHEIM)

DAVID BULL LABORATORIES PARTY LTD
(BULL D)

HOECHST ROUSSEL PHARMACEUTICALS INC
(HOECHST ROUSSEL)

PHARMACIA INC
(PHARMACIA)

SCHWARZ PHARMA KREMERS
URBAN CO SUB SCHWARZ PHARMA AG
(SPKU)

UPJOHN CO
(UPJOHN)

NEW APPLICANT NAME
NEW ABBREVIATED NAME

SCHERER LABORATORIES, INC
(SCHERER)

BOEHRINGER MANNHEIM CORPORATION
THERAPEUTICS DIVISION
(BOEHRINGER MANNHEIM)

FH FAULDING AND CO LTD
(FAULDING)

THEN CHANGED TO
FAULDING PHARMACEUTICAL CO
(FAULDING)

HOECHST MARION ROUSSEL INC
(HOECHST MARION RSSL)

PHARMACIA AND UPJOHN CO
(PHARMACIA AND UPJOHN)

SCHWARZ PHARMA INC
(SCHWARZ PHARMA)

PHARMACIA AND UPJOHN CO
(PHARMACIA AND UPJOHN)

1.7 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 now
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.
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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; 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
replaces the Agency’s electronic bulletin board and offers more information, in a more
user-friendly form. To access the FDA Home Page, use this Uniform Resource Locator
(URL): http://www.fda.gov. 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 further
assistance, please call (301) 443-4908.

The Prescription Drug Products and OTC Drug Product files will be available on a monthly
basis in the near future.
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NAME
Generic/Chemical
TN=Trade Name

—»7

45

LIST OF ORPHAN PRODUCT DESIGNATIONS & APPROVALS

[January 1, 1996 thru July 31, 1996]

INDICATION DESIGNATED

SPONSOR & ADDRESS
DD=Date Designated
MA=Marketing Approval

Amphotericin B lipid complex
TN= Abelcet

Amphotericin B lLipid complex
TN= Abelcet

Amphotericin B Lipid complex
TN= Abelcet

Antihemophilic factor (human)
TN= Alphanate

Arcitumomab
TN= 99m Te-labeled CBA-Scan

Clostridial collagenase
TN=

collagenase (lyophilized) for
injection
TN= Plaquase

Dihydrotestosterone
TN=Androgel -DHT

Etiocholanedione
TN=

Gusperimus
TN=Spanidin

Indoxuridine
TN=

Treatment of invasive candidiasis.

Treatment of invasive zgomycosis.

Treatment of invasive coccidioidomycosis.

Treatment of von Willebrand's disease.

Diagnosis and localization of primary, residual ,

recurrent and metastatic medullary thyroid carcinoma.

Treatment of advanced (involutional or residual stage)
Dupuytren's disease.

Treatment of Peyronie's disease.

Treatment of weight loss in AIDS patients with HIV

associated wasting.

Therapeutic management of patients with lung disease

attributable to cystic fibrosis.

Treatment of Prader-Willi syndrome.

Treatment of acute renal graft rejection episodes.

Treatment of fnvpa’ehchymntouh sarcomas.

The Liposome Company, Inc.
One Research Way
Princeton, NJ 08540
DD=06/27/96 MA= / /

The Liposome Company, Inc.
One Research Way
Princeton, NJ (08540
DD=05/06/96 MA= / /

The Liposome Company, Inc.
One Research Way
Princeton, NJ 08540
DD=05/06/96 MA= / /

Alpha Therapeutic Corporation
5555 Valley Boulevard

Los Angeles, CA 90032
pD=01/05/96 MA= /[ /

Immunomedics, Inc.

300 American Road

Morris Plains, NJ 07950
pD=05/10/96 MA= / /

Hurst, L. M.D. &

Badalamente, M. Ph.D.

State University of

New York at Stony Brook

School of Medicine

Health Sciences Center T18-020
Stony Brook, NY 11794
pD=05/23/96 MA= [/ /

Advance Biofactures Corporation
35 Wilbur Street

Lynbrook, NY 11563

DD=03/12/96 MA= [/ /

Unimed Pharmaceuticals, Inc.

2150 East Lake Cook Road, Suite 210
Buffalo Grove, IL 60089
DD=02/05/96 MA= / /

Dupont Merck Pharmaceutical
Company

Dupont Merck Plaza, Maple Run 2110
Wilmington, DE 19805

DD=06/04/96 MA= / /

SuperGen, Inc.

3158 Des Plains Avenue
Suite 10

Des Plains, IL 60018
DD=05/07/96 MA= /[ /

Bristol-Myers Squibb Company
5 Research Parkway

P.0. Box 5100

Wallingford, CT 06492
DD=06/27/96 MA= / /

NeoPharm, Inc.
225 East Deerpath,

Lake Forest, IL 60045
DD=04/08/96 MA= [/ /




NAME
Generic/Chemical
TN=Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS 46

INDICATION DESIGNATED

SPONSOR & ADDRESS
DD=Date Designated
MA=Marketing Approval

Interferon beta-la
TN=Rebi f

KL4-Surfactant
TN=

L-2-oxothiazolidine 4-
carboxylic acid
TN=Procysteine

Lipid/DNA human cystic
fibrosis gene
TN=

Liposomal prostaglandin E1
injection
TN=

Methylnal trexone
TN=

Nitazoxanide
TN=

Rifapentine

TN=
R-VIII s@
TN= REFACTO

Somatropin for injection
TN=Serostim

Testosterone
TN=Androge|

Treatment of patients with secondary progressive
multiple sclerosis.

Treatment of meconium aspiration syndrome in newborn
infants.

Treatment of amyotrophic lateral sclerosis.

Treatment of cystic fibrosis.

Treatment of acute respiratory distress syndrome.

Treatment of chronic opioid-induced constipation
unresponsive to conventional therapy.

Treatment of cryptosporidiosis in HIV-positive and
AIDS patients.

Prophylactic treatment of Mycobacterium avium complex
in patients with acquired immunodeficiency syndrome and
a CD4+count less than or equal to 75/mm3.

For long-term and/or hospital treatment of hemophilia A
or for treatment of patients with hemophilia A in
connection wWith surgical procedures.

Treatment of children with AIDS-associated failure-to-
thrive including AIDS-associated wasting.

Treatment of ovarian cancer.

Treatment of weight loss in AIDS patients with HIV-
associated wasting.

Serono Laboratories, Inc.
100 Longwater Circle
Norwell, MA 02061
DD=03/11/96 MA= / /

Cochrane, Charles, M.D.

The Scripps Research Institute
10666 Torrey Pines Road
Ladolla, CA 92037
DD=07/30/96 MA= / /

Transcend Therapeutics, Inc.

640 Memorial Drive, 3rd Floor West
Cambridge, MA 02139

DD=07/30/96 MA= / /

Genzyme Corporation
One Kendall Square

Cambridge, MA 02139
DD=04/08/96 MA= / /

The Liposome Company, Inc.
One Research Way
Princeton, NJ 08540
DD=04/25/96 MA= / /

The University of Chicago
5841 South Maryland Avenue
MC 4028

Chicago, IL 60637
DD=06/17/96 MA= / /

Unimed Pharmaceuticals, Inc.

2150 East Lake Cook Road, Suite 210
Buffalo Grove, IL 60089
DD=01/05/96 MA= / /

Marion Merrell Dow Inc.
P.0. Box 9627 (Park A)
Kansas City, MO 64137
DD=03/12/96 MA= / /

Pharmacia & Upjohn
7000 Portage Road
Kalamazoo, MI 49001
DD=02/08/96 MA= / /

Serono Laboratories, Inc.
100 Longwater Circle
Norwell, MA 02061
DD=03/26/96 MA= / /

Sugen, Inc.

515 Galveston Drive
Redwood City, CA 94063
DD=03/12/96 MA= / /

Unimed Pharmaceuticals, Inc.

2150 East Lake Cook Road, Suite 210
Buffalo Grove, IL 60089
DD=02/05/96 MA= / /




NAME
Generic/Chemical
TN=Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS 47

INDICATION DESIGNATED

SPONSOR & ADDRESS
DD=Date Designated
MA=Marketing Approval

Thal idomide
TN=Synovir

Uridine 5'triphosphate
TN=VIL

Valine, isoleucine and leucine
TN=VIL

Treatment of HIV-associated wasting syndrome.

To facilitate the removal of lung secretions in

the treatment of patients with primary ciliary dyskinesia.

Treatment of hyperphenylalaninemia.

Celgene Corporation
P.0. Box 4914

7 Powder Horn Drive
Warren, NJ 07059
DD=03/11/96 MA= / /

Inspire Pharmaceuticals, Inc.
4222 Emperor Boulevard, Suite 470
Durham, NC 27703

DD=06/26/96 MA= / /

Leas Research Products
4 Brookview Lane

Troy, NY 12180
DD=01/05/96 MA= / /




NAME
Generic/Chemical
TN=Trade Name

CUMULATIVE LIST OF DESIGNATIONS & APPROVALS 48

INDICATION DESIGNATED

SPONSOR & ADDRESS
DD=Date Designated
MA=Marketing Approval

Albendazole

TN= Albenza
Albendazole
TN= Albenza

Bleomycin sulfate
TN=Blenoxane

Corticorelin ovine triflutate
TN=Acthrel

Daunorubicin citrate Liposome
injection
TN=DaunoXome

Ganciclovir intravitreal
implant
TN=Vitrasert Implant

Interferon beta-la
TN=Avonex

Of loxacin
TN=Ocuflox Ophthalmic
Solution

Respiratory syncytial virus
immune globulin (human)
TN=Respigam

Sodium phenylutyrate
TN=Bupheny!|

ORPHAN DRUG PRODUCT APPROVALS FOR 1996

Treatment of hydatid disease (cystic echinococcosis due
to E. granulosus larvae or alveolar echinococcosis due
to E. multilocularis larvae).

Treatment of neurocysticercosis due to Taenia solium as:
1) chemotherapy of parenchymal, subarachnoidal and
raccmose (cysts in spinal fluid) neurocysticercosis in
symptomatic cases and 2) prophylaxis of epilepsy and
other sequelae in asymptomatic neurocysticercosis.

Treatment of malignant pleural effusion.

For use in differentiating pituitary and ectopic
production of ACTH in patients with ACTH-dependent
Cushings syndrome.

Treatment of patients with advanced HIV-associated
Kaposi's sarcoma.

Treatment of cytomegalovirus retinitis.

Treatment of multiple sclerosis.

Treatment of bacterial corneal ulcers.

Prophylaxis of respiratory syncytial virus lower
respiratory tract infections in infants and young
children at high risk of RSV diesase.

Treatment of urea cycle disorders carbamylphosphate
synthetase deficiency, ornithine transcarbamylase
deficiency, and arginiosuccinic acid synthetase deficiency

SmithKline Beecham Pharmaceuticals
One Franklin Plaza

P.0. Box 7929

Philadelphia, PA 19101
DD=01/17/96 MA=06/11/96

SmithKline Beecham Pharmaceuticals
One Franklin Plaza

P.0. Box 7929

Philadelphia, PA 19101
DD=01/18/96 MA=06/11/96

Bristol -Myers Squibb
P.0. Box 4000

Princeton, NJ 08543
DD=09/17/93 MA=02/20/96

Ferring Laboratories, Inc.

400 Rella Boulevard, Suite 201
Suffern, NY 10901
DD=11/24/89 MA=05/23/96

NeXstar Pharmaceuticals, Inc.
650 Cliffside Drive

San Dimas, CA 91773
DD=05/14/93 MA=04/08/96

Chiron Vision

500 lolab Drive
Claremont, CA 91711
DD=06/07/95 MA=03/04/96

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=12/16/91 MA=05/17/96

Allergan, Inc.

2525 Dupont Drive

P.0. Box 19534

Irvine, CA 92713
DD=04/18/91 MA=05/22/96

MedImmune, Inc.

35 West Watkins Mill Road
Gaithersburg, MD 20878
DD=0%9/27/90 MA=01/18/96

Ucyclyd Pharma

10819 Gilroy Road, Suite 100
Hunt Valley, MD 21031
DD=11/22/93 MA=04/30/96

NO JULY 1996 ¢
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DRUG PRODUCTS WHICH MUST DEMONSTRATE /N VIVO BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO JULY 1996 ADDITIONS
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY
DRUG NAME (DOSAGE FORM) DATE REVISED DATE
THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIV0O BIOEQUIVALENCE STUDIES AND /N VITKO DISSOLUTION TESTING.
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION OF

BIOEQUIVALENCE (HFD-650, MPN-2 ROOM 279) 5600 FISHERS LANE, ROCKVILLE, MD 20857.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 16TH EDITION FOR A FULL LISTING
OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

CLOZAPINE IN ¥ AND IN VIVO (TABLET) NOV 15, 1995 APR 19, 1996




ANDA SUITABILITY PETITIONS
PETITIONS APPROVED

DRUG NAME STRENGTH REASON FOR

STATUS

DOSAGE FORM: ROUTE (CONTAINER SIZE) ___DOCKET NUMBER PETITIONER PETITION

THE AGENC
1S NOT Sul
IL THE ANC

THE FOLLOWING ARE TWO L
REFERENCE Bl
ANDA (PETITIONS DENIED).
REVIEWED BY THE AGENCY. I
F 5 OOM 1-23, PARK BUILDING

AS AN
AN ANDA WI
LISTED BY

LANE, ROCKVIL

EA

REFER BACK TO THE

SUITABILITY PETITIO

ONLY

5 p-0279/ MIKART NEW
poe? COMBINATION
NE\ E

c

NGTH

95 P-0279/ MIKART
MBINATION

DOSAGE

BITARTRAT

CAPSULE; ORAL NEW STR

ACETAMINOPHEN; 500MG 95 P- I KART NEW
BUTALBITAL; 50MG CP3 COMBINATION
CAFFE - 40MG NEW DO

HYDR BITARTRATE 10MG FORM

ORAL NEW STRENGTH

ACETAMINOPHEN; 5 79 MIKART NEW
BUTALBITAL; P

CAFFEINE;

HYDROCODONE BITART

CAPSULE; ORAL NEW STRENGTH
ACET . 325MG Q5 0279 MIKART NEW

BUTA CP1 COMBINATION
CAFFE NEW DOSAGE
HYDROCODONE BITARTRATE 10MG ORM

TABLET; ORAL NEW STRENGTH

35 [ Y70 MIKART NEW

CP2 COMBIANTION
NEW DC

FORM

BUTALBITAL;
1M .

CAFFEI

NEW STRENGTH

35 P-0279 MIKART NEW
cP3 COMBINATION

IN FDA'S DOC MANAGEMENT

JETERMINED THAT

BMISS

M1

IS SUB

LISTING OF

APP v

MAR 08, 1996

PROVED

MAR 08, 1996

APPROVED

MAR 08, 1996

AP

MAR 08, 1996

BRANCH,



ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

52

DRUG NAME STRENGTH REASON FOR

DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS

ACYCLOVIR SODIUM EQ 5MG BASE/ML 95 P-0268/ WILMER, CUTLER, & NEW APPROVED

INJECTABLE; INJECTION (100ML/CONTAINER) CP1 PICKERING DOSAGE FORM FEB 27, 1996
(200ML /CONTAINER) NEW STRENGTH

ASPIRIN; 650MG 96 P-0021/ SAVAGE NEW DOSAGE APPROVED

BUTALBITAL 50MG CP1 FORM APR 19, 1996

CAPSULE; ORAL

ATRACURIUM BESYLATE 0.5MG/ML 95 p-0372/ ABBOTT NEW STRENGTH APPROVED

INJECTABLE; INJECTION TMG/ML cP1 MAR 08, 1996
(100ML CONTAINER)

CARBIDOPA; 25MG/PACKET 95 P-0100/ ATHENA NEW APPROVED

LEVODOPA 100MG/PACKET (o DOSAGE FORM MAY 28, 1996

POWDER FOR

RECONSTITUTION; ORAL

CARBIDOPA; 25MG/PACKET 95 P-0100/ ATHENA NEW APPROVED

LEVODOPA 250MG/PACKET CP1 DOSAGE FORM MAY 28, 1996

POWDER FOR

RECONSTITUTION; ORAL

CHOLESTYRAMINE EQ 2GM RESIN 95 P-0277/ MAYRAND NEW APPROVED

TABLET, CHEWABLE; CP1 DOSAGE FORM FEB 27, 1996

ORAL NEW STRENGTH

CYTARABINE 100MG /ML 92 P-0183/ FAULDING NEW APPROVED

INJECTABLE; INJECTION C(IML/VIAL) CP1 DOSAGE FORM JUuL 26, 1996
(5ML/VIAL) NEW STRENGTH

CYTARABINE 100MG/ML 92 P-0184/ FAULDING NEW APPROVED

INJECTABLE; INJECTION (10ML/VIAL) CP1 DOSAGE FORM JUuL 26, 1996
(20ML/VIAL)

DILTIAZEM HYDROCHLORIDE SMG/ML 95 P-0196/ INTL MEDICATION NEW STRENGTH APPROVED

INJECTABLE, INJECTION (25ML/SYRINGE) CP1 FEB 27, 1996
(50ML/SYRINGE )

EPINEPHRINE 0.3MG/DELIVERY 95 P-0190/ SENETCK PLC NEW ROUTE OF APPROVED

INJECTABLE; SUBCUTANEOUS CP1 ADMINISTRATION FEB 15, 1996

HYDROCORTISONE BUTYRATE 0.1% 95 P-0223/ MCKENNA & CUNEOD NEW DOSAGE APPROVED

LOTION; TOPICAL CP1 FORM FEB 21, 1996

LACTULOSE 20GM/PACKET 95 P-0287/ BENNETT NEW DOSAGE APPROVED

CRYSTALS, FOR CP1 FORM APR 19, 1996

RECONSTITUTION; ORAL NEW STRENGTH

MEPERIDINE HYDROCHLORIDE 10MG/ML 95 P-0348/ MALL INCKRODT NEW STRENGTH APPROVED

INJECTABLE; INJECTION (60ML/SYRINGE) cP1 MAR 08, 1996

METRONIDAZOLE 0.75% 95 P-0328/ RNB PHARM NEW DOSAGE APPROVED

LOTION; TOPICAL CP1 FORM FEB 23, 1996



ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

53

DRUG NAME STRENGTH REASON FOR

DOSAGE _FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS
NIFEDIPINE 30MG 95-P-0326/ KV NEW DOSAGE APPROVED
CAPSULE, EXTENDED 60MG cP1 FORM FEB 23, 1996
RELEASE; ORAL Q0MG

PACLITAXEL 6MG/ML 95 P-0360/ ABBOTT NEW STRENGTH APPROVED
INJECTABLE; INJECTION (16.7TML/VIAL) cP1 APR 29, 1996

(33.3ML/VIAL)
(50ML/VIAL)
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EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THE

OVE| P T ITH E QUIVALEN EVALUATI » 16TH EDITION FOR A FULL LISTING OF EXCLUSIVITY TERMS
(ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT .

REFERENCES
NEW DOSING SCHEDULE

29 INCREASE OF CUMULATIVE DOSE TO 0.3MMOL/KG FOR MRI OF THE CNS IN ADULTS
-30 5000 IU DOSE FOR PHOPHYLAXIS AGAINST DEEP VEIN THROMBOSIS

-3

3

CHANGE IN RECOMMENDED TOTAL DAILY DOSE TO BOMG (40MG BID)
REMOVAL OF THE RESTRICTIONS LIMITING TREATMENT TO TWO CONSECUTIVE WEEKS AND TO SMALL AREAS

oo oo

NEW INDICATION
I-141 TREATMENT OF HEMODYNAMICALLY STABLE PATIENTS WITHIN 24 HOURS OF ACUTE MYOCARDIAL INFARCTION TO IMPROVE SURVIVAL
[-142 LOCALIZE MYOCARDIAL ISCHEMIA (REVERSIBLE DEFECT) AND INFARCTION (NON-REVERSIBLE DEFECTS) IN EVALUATING MYOCARDIAL
FUNCTION
[-143 EPISODIC TREATMENT OF RECURRENT GENITAL HERPES IN IMMUNOCOMPETENT ADULTS
1-144 ENHANCEMENT OF MRI OF THE ADULT BODY INTERNAL ORGANS
1-145 0.1MMOL/KG AS A SINGLE INTRAVENOUS BOLUS FOR MRI OF THE CNS IN CHILDREN
1-146 CONTRAST ENHANCEMENT AND FACILITATION OF VISUALIZATION OF EXTRACRANIAL HEAD AND NECK LESIONS
1-147 PREVENTION OF GALLSTONE FORMATION IN OBESE PATIENTS EXPERIENCING RAPID WEIGHT LOSS
1-148 TREATMENT OF ACUTE PNEUMOCYSTIC CARINII PNEUMONIA (PCP) IN HIV-INFECTED PATIENTS WHOSE ALVEOLAR-
ARTERIAL OXYGEN DIFFERENCE (AaD0,) iS LESS THAN OR EQUAL TO 55 TORR
1-149 TREATMENT OF PATIENTS WITH NON-SMALL CELL LUNG CANCER
I-150 TREATMENT OF OBSESSIVE COMPULSIVE DISORDER AND PANIC DISORDER
I-151 PREVENTION OF AND PREVENTION OF FURTHER POSTOPERATIVE NAUSEA AND VOMITING IN PEDIATRIC PATIENTS RECEIVING GENERAL
ANESTHESIA
1-152 SLOWING THE PROGRESSION OF CORONARY ATHEROSCLEROSIS AND REDUCING THE RISK OF ACUTE CORONARY EVENTS
[-153 MANAGEMENT OF SEVERE SPASTICITY [ENCOMPASSES SPINAL AND CEREBRAL ORIGIN]
[-154 PATIENT POPULATION ALTERED TO INCLUDE PEDIATRIC USE
I=155 TREATMENT OF ONCHOMYCOSIS DUE TO DERMATOPHYTES (TINEA UNGUIUM) OF THE TOENAIL WITH OR WITHOUT FINGERNAIL INVOLVEMENT
1-156 ADDITIONAL DATA REGARDING THE SAFE USE OF NORVASC IN PATIENTS WITH HEART FAILURE
I=15F TREATMENT OF ACUTE UNCOMPLICATED CYSTITIS IN FEMALES
1-158 TREATMENT OF OSTEOLYTIC BONE METASTASES OF BREAST CANCER
1-159 FOR HYPERCHOLESTEROLEMIC PATIENTS WITHOUT CLINICALLY EVIDENT HEART DISEASE REDUCE THE RISK OF MYOCARDIAL INFARCTION,

REVASCULARIZATION, AND DEATH DUE TO CARDIOVASCULAR CAUSES WITH NO INCREASE IN DEATH FROM NON-CARDIOVASCULAR CAUSES

PATENT USE CODE

u-121 METHOD OF TREATING CONDITIONS MEDIATED THROUGH HISTAMINE H2-RECEPTORS

u-122 A THERAPEUTIC METHOD FOR CONTROLLING THROMBOSIS

u-123 METHOD FOR CONTROLLING THROMBOSIS AND DECREASING BLOOD HYPERCOAGULATION AND HEMORRHAGING RISKS
U-124 TREATMENT OF ACNE

u-125 TREATING NEUROGENERATIVE DISEASES

U-126 TREATMENT OF GASTRITIS

u-127 METHOD OF PRODUCING NEUROMUSCULAR BLOCKADE

u-128 METHODS FOR TREATMENT OF TUMORS

u-129 METHOD TO DESTROY OR IMPAIR TARGET CELLS

U-130 MANAGEMENT OF PATIENTS WITH MASTOCYTOSIS

f

U=1351
u-132
u-133
U-134
u-135
u-136
u-137
u-138
u-139
U-140
u-141



U-131
u-132
u-133
U-134
u-135
U-136
U=137
u-138
u-139
U-140
U-141

EXCLUSIVITY TERMS

PATENT USE CODE

PHOTODAMAGED SKIN

INHIBITING HIV PROTEASE

MANAGEMENT OF OBESITY INCLUDING WEIGHT LOSS AND MAINTENANCE IN PATIENTS ON A REDUCED-CALORIE DIET
TREATMENT OF ACNE VULGARIS

ANTITUMOR AGENT

PROCESS FOR WASTE NITROGEN REMOVAL

METHOD OF TREATING BACTERIAL VAGINOSIS

TREATMENT OF ALLERGIC RHINITS

TREATMENT OF ALLERGIC REACTIONS

USE OF NORVIR TO INHIBIT HIV PROTEASE OR TO INHIBIT AN HIV INFECTION
TREATMENT OF ULCERATIVE COLITIS

55
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Order Processing Code
* 7809

New 16th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

16™ EDITION

Superintendent of Documents Subscription Order Form

e

EI Yes, enter my subscription as follows:

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP,
and the monthly Cumulative Supplements, for $72.00 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:

[J 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 Dep05it Rt | | l l ‘ I | l o LJ

Street address ] VISA or MasterCard

8185 0

Thank you for your order!

City, State, ZIP Code

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

(Authorizing Signature) (10/95)

Purchase Order No. (optional)

Mail To: Superintendent of Documents, Government Printing Office, P.O. Box 371954 Pittsburgh, PA 15250-7954
To FAX your charge order, call (202) 512-2250.
To charge your subscription call (202) 512-1800.
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