Generic Nume: Designated Indication:
5-aza-2'-deoxycytidine Treatment of acute leukemia.

Trade Name (if present):
Sponsor Contact Information
SuperGen, Inc

Date Designated 8/3/1987 4140 Dubhn Blvd

Date Approved Surte 200
Dublin CA 94568

**********************************************************************************************

Generic Name: Designated Indication:
Pentostatin for injection Treatment of hairv cell leukemia.

Trade Name (if present):

Nipent Sponsor Contact Information
SuperGen, Inc

Date Designated 9/10/1987 4140 Dublin Blvd

Date Approved 10/11/1991 Suite 200

Dublin CA 94568
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Generic Name: Designated Indication:
Nitisinone Treatment of alkaptonuria
Trade Name (if present):
Orfadin Sponsor Contact Information
Swedish Orphan AB
Date Designated 10/19/2001 Kungsgatan 37, 7th Floor
Date Approved SE-111 56
SWEDEN
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Generic Name: Designated Indication:
Nitisinone Treatment of tyrosinemia type 1.
Trade Name (if present):
Orfadmn Sponsor Contact Information
Swedish Orphan AB
Date Designated 5/16/1995 Drottninggatan 98
Date Approved 1/18/2002 SE-111 60 Stockholm
SWEDEN
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Generic Name: Designated Indication:
Secretory leukocyte protease inhibitor Treatment of bronchopulmonary dysplasia.

Trade Name (if present):

Sponsor Contact Information
Synergen, Inc.

Date Designated 6/30/1992 1885 33rd Street

Date Approved Boulder CO 80301
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Generic Nume:
Synsorb Pk

Trade Name (if present):

Date Designated 7/17/1995
Date Approved

Designated Indication:
Treatment of verocytotoxogenic E. coli infections

Sponsor Contact Information
Synsorb Biotech Inc

201, 1204 Kensington Road, N W
Calgary, Alberta
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Generic Name:
Nafarelin acetate

Trade Name (if present):
Synarel Nasal Solution

Date Designated 7/20/1988
Date Approved 2/26/1992

Designated Indication:
Treatment of central precocious puberty

Sponsor Contact Information
Svntex (USA), Inc

3401 Hillview Avenue

Palo Alto CA 94303

sk sk s ok e e ok 3k ok sk ok sk sk vk ok sk sk ke sk sk sk sk sk ok sk sk sk sk sk sk sk sk sk sk s sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk st sk sk Sk sk s sk e sk sk sk sk sk sk sk sk sk sk sk sk ke ke sk sk ok 3k ke sk sk sk sk sk ok ok ok ok ok ok ok ok ke ke ke

Generic Name:

Silver sulfadiazine and cerium nitrate

Trade Name (if present):
Flammacerium

Date Designated 11/17/1999
Date Approved

Designated Indication:
Prevention of mortality in severely burned patients.

Sponsor Contact Information
Svnthes (USA)

1690 Russell Road

PO Box 1766

Paoli PA 19301
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Generic Name:

Soluble recombinant human complement

receptor type 1

Trade Name (if present):

Date Designated 11/21/1994
Date Approved

Designated Indication:
Prevention or reduction of adult respiratory distress syndrome.

Sponsor Contact Information
T Cell Sciences, Inc

119 Fourth Avenue

Needham Heights MA 02194
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Generic Name:
Leuprolide acetate

Trade Name (if present):
Lupron Injection

Date Designated 7/25/1988
Date Approved 4/16/1993

Designated Indication:
Treatment of central precocious puberty.

Sponsor Contact Information
Tap Pharmaceuticals, Inc.

2355 Waukegan Road

Deerfield IL 60015
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Generic Name: Designated Indication:

Mecamylamine Treatment of Tourette's syndrome.

Trade Name (if present):

Inversine Sponsor Contact Information
Targacept, Inc

Date Designated 10/14/1998 200 East First St

Date Approved Suite 300

Winston-Salem NC 27101-4165
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Generic Name: Designated Indication:
RGGO853, E1A lipid complex Treatment of ovanan cancer

Trade Name (if present):
Sponsor Contact Information
Targeted Genetics Corporation
Date Designated 9/15/1995 1100 Ohve Way, Suite 100
Date Approved Seattle WA 98101

sk sk sk sfe 3k sk sk ok ok sk ok sk sk sk sk sk sk sk sk ok ok ok ok sk sk sk sk ok sk sk sk sk sk sk ok ok sk sl sk sk sk s sk sk sk sk sk sk sk sk ke sk sk sk st sk s s sk sk s sk sk sk sk sk sk sk sk sk ok sk sk ok sk ke sk ke ok sk sk ok sk sk sk sk skodk sk skok ok ke k

Generic Name: Designated Indication:
Adeno-associated viral-based vector cystic fibrosis Treatment of cystic fibrosis.
gene therapy

Trade Name (if present):
Sponsor Contact Information
Targeted Genetics Corporation
Date Designated 2/15/1995 1100 Ohve Way, Suite 100
Date Approved Seattle WA 9810t
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Generic Name: Designated Indication:

humanized monoclonal antibody against Shiga- To prevent the development of or to decrease the incidence and severity of

like toxin II hemolytic uremic syndrome and associated sequelae of Shiga-like toxin-producing
E. coli.

Trade Name (if present):

Sponsor Contact Information
Teijin America, Inc

Date Designated 9/12/2001 600 Alexander Park

Date Approved Suite 304
Princeton NJ 08540
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Generic Name: Designated Indication:
Lidocaine patch 5% For relief of allodvnia (painful hvpersensitivity), and chronijc pain in post-herpetic
neuralgia.

Trade Name (if present):

Lidoderm Patch Sponsor Contact Information
Teikoku Pharma USA, Inc.

Date Designated 10/24/1995 745-D Camden Ave.

Date Approved 3/19/1999 Campbell CA 95008-4146
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Generic Name: Designated Indication:
Reduced L-glutathione Treatment of AlDS-associated cachexia

Trade Name (if present):

Cachexon Sponsor Contact Information
Tellurtde Pharmaceutical Corporation

Date Designated 2/14/1994 146 Flanders Drive

Date Approved Hillsborough NJ 08876
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Generic Name: Designated Indication:
Secalciferol Treatment of fanmihial hvpophosphatemic rickets.
Trade Name (if present):
Osteo-D Sponsor Contact Information
Teva Pharmaceuticals USA
Date Designated 7/26/1993 650 Cathill Rd.
Date Approved Sellersville PA 18960
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Generic Name: Designated Indication:
Glatiramer acetate Treatment of multiple sclerosis.

Trade Name (if present):

Copaxone Sponsor Contact Information
Teva Pharmaceuticals USA

Date Designated 11/9/1987 1510 Delp Drive

Date Approved 12/20/1996 Kulpsville PA 19443
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Generic Name: Designated Indication:
Glatiramer acetate for injection Treatment of primary-progressive multiple sclerosis

Trade Name (if present):

Copaxone Sponsor Contact Information
TEVA Pharmaceuticals, USA

Date Designated 6/5/2001 1090 Horsham Road

Date Approved North Wales PA 19454
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Generic Name: Designated Indication:
Methoxsalen For use in conjunction with the UVAR photopheresis system to treat graft versus
host disease.

Trade Name (if present):

Uvadex Sponsor Contact Information
Therakos, Inc.

Date Designated 10/14/1998 437 Creamery Way

Date Approved Exton PA 19431
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Generic Name: Designated Indication:

8-methoxsalen For the prevention of acute rejection of cardiac allografts.
Trade Name (if present):
Uvadex Sponsor Contact Information
Therakos, Inc.
Date Designated 5/12/1994 Oaklands Corporate Center
Date Approved 437 Creamery Way

Exton PA 19341
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Generic Name: Designated Indication:
8-methoxsalen For use in conjunction with the UVAR photopheresis to treat diffuse systemic
sclerosis

Trade Name (if present):

Uvadex Sponsor Contact Information
Therakos, Inc.

Date Designated 6/22/1993 Oaklands Corporate Center

Date Approved 437 Creamery Way

Exton PA 19341
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Generic Name: Designated Indication:
Technetium Tc99m rh-Annexin V Diagnosis or assessment of rejection status in heart, heart-lung, single lung, or
bilateral lung transplants.

Trade Name (if present):

Apomate Sponsor Contact Information
Theseus Imaging Corporation

Date Designated 11/3/2000 124 Mount Auburn Street

Date Approved Suite 200 North

Cambridge MA 02138
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Generic Name: Designated Indication:
Cysteamine Treatment of nephropathic cystinosis
Trade Name (if present):

Sponsor Contact Information
Thoene, Jess G., M D.
Date Designated 5/1/1986 University of Michigan Medical School
Date Approved 300 NIB, 1192 SE
Ann Arbor MI 48109-0408
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Generic Name: Designated Indication:
Nitroprusside Treatment and prevention of cerebral vasospasm following subarachnoid
hemorrhage.

Trade Name (if present):

Sponsor Contact Information

Thomas, MD, Jeffrey Evan
Date Designated 2/21/2001 Thomas Jefferson University and Wills Neurosensory
Date Approved 834 Walnut Street, Suite 650

Philadelphia PA 19107-5102

e ok sk ok e s sk e sde sk e sk sk sk ok sk sk ok ok sk sk ok sk sk sk e ok sk 3k sk sk sk sk sk sk e sk sk st sk e ok ok s sk e o sk ok ok ok st sk sk sk sk ok ok e sl ok s ok sk sk sl sk ok ok sk sk sk sk sk ok sk ke sk ok ok sk 3 sk ok ok ok ok ok ok ok ok ok ok



Generic Nume: Designated Indication:
Allogeneic human retinal pigment epithelial cells Treatment of Hoehn and Yahr stage 3 and 4 Parkinson's discase.
on gelatin microcarriers

Trade Name (if present):

Spheranune Sponsor Contact Information
Titan Pharmaceuticals, Inc.

Date Designated 7/18/1997 Post Office Plaza

Date Approved 50 Division Street, Suite 503

Somerville NJ 08876
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Generic Name: Designated Indication:
Porcine Sertoli cells aseptically prepared for Treatment of Hoehn and Yahr stage four and five Parkinson's disease
intracerebral co-implantation with fetal neural
tissue
Trade Name (if present):
N-Graft Sponsor Contact Information
Titan Pharmaceuticals, Inc
Date Designated 6/24/1997 Post Office Plaza
Date Approved 50 Duvision Street, Suite 503

Somerville NJ 08876
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Generic Name: Designated Indication:

L-2-oxothiazolidine-4-carboxylic acid Treatment of amyotrophic lateral sclerosis.

Trade Name (if present):

Procysteme Sponsor Contact Information
Transcend Therapeutics, Inc.

Date Designated 7/30/1996 640 Memornal Drive, 3rd Floor West

Date Approved Cambridge MA 02139
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Generic Name: Designated Indication:
L-2-oxothiazolidine-4-carboxylic acid Treatment of adult respiratory distress syndrome
Trade Name (if present):
Procysteine Sponsor Contact Information

Transcend Therapeutics, Inc.
Date Designated 6/14/1994 640 Memorial Drive, 3rd Floor West
Date Approved Cambridge MA 02139
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Generic Name: Designated Indication:
iduronate-2-sulfatase Long term enzyme replacement therapy for patients with MPS 11 (Hunter
Syndrome)

Trade Name (if present):
Sponsor Contact Information
Transkaryotic Therapies Inc.
Date Designated 11/28/2001 195 Albany Street
Date Approved Cambridge MA 02139
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Generic Name: Designated Indication:
Alpha-galactosidase A Long-term enzvme replacement therapy for the treatment of Fabry disease

Trade Name (if present):

Replagal Sponsor Contact Information
Transkaryotic Therapies Inc

Date Designated 6/22/1998 195 Albany St.

Date Approved Cambridge MA 02139
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Generic Name: Designated Indication:
1(131)-TM-601 (chlorotoxin) treatment of malignant ghoma

Trade Name (if present):
Sponsor Contact Information
TransMolecular, Inc

Date Designated 2/14/2002 3800 Colonnade Parkway

Date Approved Suite 240
Birmingham AL 35243
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Generic Name: Designated Indication:
L-threonine Treatment of amyvotrophic lateral sclerosis.

Trade Name (if present):

Threostat Sponsor Contact Information
Tyson And Associates

Date Designated 2/6/1989 12832 Chadron Avenue

Date Approved Hawthorne CA 90250
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Generic Name: Designated Indication:
Piracetam Treatment of myoclonus

Trade Name (if present):

Nootropil Sponsor Contact Information
UCB Pharma, Inc.

Date Designated 10/2/1987 1950 Lake Park Drive

Date Approved Smyrna GA 30080
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Generic Name: Designated Indication:
Somatostatin Treatment of bleeding esophageal varices.

Trade Name (if present):

Sponsor Contact Information
UCB Pharmaceuticals, Inc.
Date Designated 12/22/1994 1950 Lake Park Drive

Date Approved Smyrna GA 30080
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Generic Name: Designated Indication:
Dextran sulfate sodium Treatment of aquired immunodeficiency syndrome

Trade Name (if present):
Sponsor Contact Information
Ueno Fine Chemicals Industry, Ltd

Date Designated 11/19/1987 2-31 Koraibashi, Higashi-ku
Date Approved Osaka 541
JAPAN
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Generic Name: Designated Indication:
Dihydrotestosterone Treatment of weight loss in AIDS patients with HIV-associated wasting.
Trade Name (if present):
Androgel -DHT Sponsor Contact Information
Unimed Pharmaceuticals, Inc.
Date Designated 2/5/1996 Four Parkway North
Date Approved Deerfield IL 60015-2544
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Generic Name: Designated Indication:
Testosterone Treatment of weight loss in AIDS patients with HIV-associated wasting.

Trade Name (if present):

Androgel Sponsor Contact Information
Unimed Pharmaceuticals, Inc

Date Designated 2/5/1996 Four Parkway North

Date Approved Deerfield IL 60015-2544
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Generic Name: Designated Indication:
Dronabinol For the stimulation of appetite and prevention of weight loss in patients with a
confirmed diagnosis of AIDS

Trade Name (if present):

Marmnel Sponsor Contact Information
Unimed Pharmaceuticals, Inc

Date Designated 1/15/1991 2150 East Lake Cook Road, Suite 210

Date Approved 12/22/1992 Buffalo Grove IL 60089-1862
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Generic Name: Designated Indication:
treprostinil Treatment of pulmonary arterial hypertension.

Trade Name (if present):

Remodulin Sponsor Contact Information
United Therapeutics Corp.

Date Designated 6/4/1997 68 T.W. Alexander Dr.

Date Approved 5/21/2002 P.O. Box 14186

Research Triangle Park NC 27709

e ok o ke e e ok ok ok sk sk sk ok ok ok ok sk ke sk ok 3l sk sk ke sk Sk e sk sk sk sk Sk ke ok ok e ok ok sk sk sk sk sk e sk sk Sk ok sk s sk ok B ok sk sk ok e sk ok sk sk ok Sk sk ok sk sk ok ok ke sk e ok sk ok Sk sk Sk sk sk ok sk sk ok sk 3k ok ok ok e ok ok ok



Generic Name:
Beraprost

Trade Name (if present):

Date Designated 4/29/1999
Date Approved

Designated Indication:
Treatment of pulmonary arterial hypertension associated with any New York
Heart Association classification (Class 1, 11, I11, or IV).

Sponsor Contact Information

United Therapeutics Corporation

68 T W Alexander Drive, PO Box 14186
Research Triangle Park NC 27709
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Generic Name:

Citric acid, glucono-delta-lactone and magnesium

carbonate

Trade Name (if present):
Renacidim Irmigation

Date Designated 8/28/1989
Date Approved 10/2/1990

Designated Indication:
Treatment of renal and bladder calculi of the apatite or struvite variety.

Sponsor Contact Information
United-Guardian, Inc

P O Box 2500

Smithtown NY 11787
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Generic Name:
Cyclosporine ophthalmic

Trade Name (if present):
Optimmune

Date Designated 11/9/1988
Date Approved

Designated Indication:
Treatment of severe keratoconjunctivitis sicca associated with Sjogren's syndrome

Sponsor Contact Information
University Of Georgia

College Of Veterinary Medicine
Department of Small Animal Medicine
Athens GA 30602
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Generic Name:
Potassium citrate

Trade Name (if present):
Urocit-K

Date Designated 9/16/1985
Date Approved 8/30/1985

Designated Indication:
Prevention of calcium renal stones in patients with hypocitraturia.

Sponsor Contact Information

Unuversity of Texas Health Science Center at Dallas
5323 Harry Hines Blvd

Dallas TX 75235

3 ok ok ok ks ok ok ok ok ok s sk ok ok sk ok sk sk ke e ok sk sk sk ok 3k dk e Sk sk e sk sk sk sk sk sk ok sk Sk ok ke Sk ok sk ok 3k sk ok sk sk Sk sk s Sk sk sk Sk sk Sk sk sk sk ok sk sk sk sk sk sk ok sk sk ok sk sk ok ok ok sk ok ok ok sk sk ok ok ok ok ok ok ok

Generic Name:
Potassium citrate

Trade Name (if present):
Urocit-K

Date Designated 9/12/1985
Date Approved 8/30/1985

Designated Indication:
For avoidance of the comphcation of calcium stone formation in patients with
uric lithiasis

Sponsor Contact Information

University of Texas Health Science Center at Dallas
5323 Harry Hines Blvd

Dallas TX 75235
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Generic Name: Designated Indication:
Potassium citrate Prevention of uric acid nephrolithiasis.

Trade Name (if present):

Urocit-K Sponsor Contact Information

University of Texas Health Science Center at Dallas
Date Designated 11/1/1984 5323 Harrv Hines Boulevard
Date Approved 8/30/1985 Dallas TX 75235
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Generic Name: Designated Indication:
Ribavirin Treatment of hemorrhagic fever with renal syndrome.

Trade Name (if present):

Virazole Sponsor Contact Information
Valeant Pharmaceuticals International

Date Designated 4/12/1991 3300 Hyland Avenue

Date Approved Costa Mesa CA 92626
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Generic Name: Designated Indication:
Growth hormone releasing factor For the long-term treatment of children who have growth failure due to a lack of
adequate endogenous growth hormone secretion.

Trade Name (if present):
Sponsor Contact Information
Valeant Pharmaceuticals International
Date Designated 8/7/1989 3300 Hyland Avenue
Date Approved Costa Mesa CA 92626
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Generic Name: Designated Indication:
pVGIL.1(VEGE2) Treatment of thromboangiitis obliterans.

Trade Name (if present):
Sponsor Contact Information
Vascular Genetics, Inc
Date Designated 11/9/1999 200 Westpark Corporate Center
Date Approved 4364 South Alston Ave.
Durham NC 27713-2280
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Generic Name: Designated Indication:
Liposomal cyclosporin A For aerosolized administration in the prevention and treatment of lung allograft
rejection

and pulmonary rejection events associated with bone marrow transplantation.
Trade Name (if present):

Cyclospire Sponsor Contact Information

Vernon Knight, M.D.
Date Designated 4/30/1998 Baylor College of Medicine, Dept of Molecular Phy
Date Approved One Baylor Plaza

Houston TX 77030
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Generic Name:

DNA-lipid complex (DMRIE/DOPE)/plasmid
vector (VCL-1102, Vical) expressing human
interleukin-2

Trade Name (if present):
Leuvectin

Date Designated 4/28/2000
Date Approved

Designated Indication:
Treatment of renal cell carcinoma

Sponsor Contact Information
Vical Incorporated

9373 Towne Center Dr.

Suite 100

San Diego CA 92121-3088
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Generic Name:

HLA-B7/Beta2M DNA Lipid (DMRIE/DOPE)

Complex

Trade Name (if present):
Allovectin-7

Date Designated 9/30/1999
Date Approved

Designated Indication:
Treatment of invasive and metastatic melanoma (Stages 11, 111, and 1V).

Sponsor Contact Information
Vical Incorporated

9373 Towne Centre Dr, Swuite 100
San Diego CA 92121
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Generic Name:
Recombinant T-cell receptor ligand

Trade Name (if present):

Date Designated 5/2/2003
Date Approved

Designated Indication:
Treatment of multiple sclerosis patients who are both HLA-DR2 positive and
autoreactive to mvelin oligodendrocyte glvcoprotein residues 35-55

Sponsor Contact Information
Virogenomics, Inc.

9020 SW Washington Square Road
Suite 380

Tigard, OR 97223-4332
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Generic Name:
Coenzyme Q10

Trade Name (if present):

Date Designated 3/5/2001
Date Approved

Designated Indication:
For the treatrment of Huntington's disease

Sponsor Contact Information
Vitaline Corporation

385 Williamson Way

Ashland OR 97520

3k ok ok o 3 sk ok sk 3k ok sk sk sk ok Sk sk sk sk ok sk sk sk sk Sk sk sk sk sk sk ok ok 3k sk sk sk sk skl sk e e sk sk ke sk e ke sk sk ok ok sk sk sk sk ok ok sk sk ok ok ok sk sk sk ok sk sk sk sk e sk ok ok sk sk Sk ok ok sk sk sk ke ke 3k ok ok ske sk sk ok ok ok ok

Generic Name:
Encapsulated porcine islet preparation

Trade Name (if present):
BetaRx

Date Designated 7/5/1995
Date Approved

Designated Indication:
Treatment of type I diabetic patients who are already on immunosuppression.

Sponsor Contact Information
VivoRx

2825 Santa Monica Blvd.

2nd Floor

Santa Monica CA 90404-2429
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Generic Name: Designated Indication:
Monoclonal antibody for immunization against Treatment of lupus nephntis
lupus nephritis

Trade Name (if present):
Sponsor Contact Information
VivoRx Autoimmune, Inc
Date Designated 1/7/19973 2825 Santa Monica Blvd , Suite 200
Date Approved Santa Monica CA 90404
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Generic Name: Designaied Indication:
lactic acid bacteria (Lactobacilli, Bifidobacteria, Prevention of disease relapse in patients with chromc pouchitis
and Streptococcus species)

Trade Name (if present):
Sponsor Contact Information
VSL Pharmaceuticals, Inc

Date Designated 1/15/2002 800 S Frederick Ave.

Date Approved Gaithersburg MD 20877
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Generic Name: Designated Indication:
lactic acid bacteria (Lactobacilli, Bifidobacteria, Treatment of active chronic pouchitis
and Steptococci)

Trade Name (if present):
Sponsor Contact Information
VSL Pharmaceuticals, Inc

Date Designated 1/15/2002 800 S Frederick Avenue

Date Approved Gaithersburg MD 20877
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Generic Name: Designated Indication:

Felbamate Treatment of Lennox-Gastaut syndrome

Trade Name (if present):

Felbatol Sponsor Contact Information
Wallace Laboratories

Date Designated 1/24/1989 301B College Road East

Date Approved 7/29/1993 Princeton NJ 08540
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Generic Name: Designated Indication:
Suramin Treatment of hormone-refractory prostate cancer.

Trade Name (if present):

Metaret Sponsor Contact Information
Warner-Lambert Company

Date Designated 5/6/1997 Parke-Davis Pharmaceutical Research Division

Date Approved 2800 Plymouth Road

Ann Arbor Ml 48105-2430
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Generic Name: Designated Indication:
Enadoline hydrochloride Treatment of severe head injury

Trade Name (if present):
Sponsor Contact Information
Warner-Lambert Companv
Date Designated 1/28/1997 Parke-Davis Pharmaceutical Research Division
Date Approved 2800 Plymouth Road
Ann Arbor M1 48105
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Generic Name: Designated Indication:
Gabapentin Treatment of amvotrophic lateral sclerosis

Trade Name (if present):

Neurontin Sponsor Contact Information
Warner-Lambert Companv

Date Designated 7/5/1995 Parke-Davis Pharmaceutical Research Division

Date Approved 2800 Plymouth Road

Ann Arbor MI 48105
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Generic Name: Designated Indication:
Fosphenytoin For the acute treatment of patients with status epilepticus of the grand mal type.

Trade Name (if present):

Cerebyx Sponsor Contact Information
Warner-Lambert Company

Date Designated 6/4/1991 2800 Plymouth Road

Date Approved 8/5/1996 Ann Arbor M1 48106
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Generic Name: Designated Indication:
Testosterone For use as physiologic testosterone replacement in androgen deficient HIV +
patients with an associated weight loss

Trade Name (if present):

TheraDerm Testosterone Transdermal Sponsor Contact Information
Watson Laboratories

Date Designated 9/22/1997 Research Park

Date Approved 417 Wakara Way

Salt Lake City UT 84108
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Generic Name: Designated Indication:
Guanfacine Treatment of fragile X svndrome.

Trade Name (if present):

Tenex Sponsor Contact Information
Watson Laboratories, Inc

Date Designated 8/5/1999 311 Bonnie Circle

Date Approved PO Box 1900

Corona CA 91718-1900
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Generic Name: Designated Indication:
L-5-hydroxytryptophan Treatment of tetrahvdrobiopterin deficiency

Trade Name (if present):
Sponsor Contact Information
Watson Laboratornies, Inc.

Date Designated 1/20/1999 311 Bonmie Circle

Date Approved P O Box 1900
Corona CA 91718-1900
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Generic Name: Designated Indication:
Progesterone Establishment and maintenance of pregnancy in women undergoing m vitro
fertihzation or embrvo transfer procedures.

Trade Name (if present):

Sponsor Contact Information
Watson Laboratortes, Inc

Date Designated 12/22/1994 311 Bonme Circle
Date Approved Corona CA 91720
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Generic Name: Designated Indication:
NDROGE Treatment of postanoxic intention mvoclonus
Trade Name (if present):

Sponsor Contact Information
WATSON Laboratores, Inc
Date Designated 11/1/1984 33 Ralph Avenue
Date Approved P.O Box 30
Copiaque NY 11726-0030
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Generic Name: Designated Indication:
Unconjugated Chimeric (human-murine) G250 Treatment of renal cell carcinoma
IgG monoclonal antibody

Trade Name (if present):
Sponsor Contact Information
Wilex Biotechnology GmbH
Date Designated 3/22/2001 Grillparzerstrasse 10B
Date Approved 81675 Munich
GERMANY
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Generic Name: Designated Indication:
Chimeric (human-murine) G250 IgG monoclonal Treatment of renal cell carcinoma.
antibody

Trade Name (if present):

Sponsor Contact Information
Wilex Biotechnology GmbH

Date Designated 7/24/2000 Grillparzerstrasse 10B
Date Approved 81675 Munich
GERMANY
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Generic Name: Designated Indication:
N-acetylcysteine Treatment of acute hver failure

Trade Name (if present):

Sponsor Contact Information

William M. Lee, MD, FACP
Date Designated 9/9/2002 University of Texas Southwestern Medical Center at
Date Approved 5323 Harrv Hines Blvd

Dallas TX 75390-9151
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Generic Name: Designated Indication:

Leflunomide Prevention of acute and chromc re atients who have received sohd or

LEOUnoCmiaGe orevenuor acute ar ¢

transplants

ection in

Trade Name (if present):

Sponsor Contact Information
Wilhams, MD, James W

Date Designated 10/18/1996 Rush-Presbytenian-St Luke's Medical Ctr, Dept o
Date Approved 1653 West Congress Parkway
Chicago IL 60612-3833

sk ok ok 3k o s ok ok sk ok ok ok ok vk Ak vk o ok sk sk ok sk sk ol 3k e ok sk s sk sk sk sk sk sk sk ok ok sk sk sk sk 3k sk ok sk ok sk sk ok sk ok sk ok >k s sk sk sk sk ok sk ok sk sk sk sk ok sk sk ok sk ok ok sk ok ol sk ok sk sk ok ok ok ok ok ok sk ok ok ke ke ok %k

Generic Name: Designated Indication:
civamide Treatment of postherpetic neuralgia of the trigeminal nerve

Trade Name (if present):

Zucapsaicin Sponsor Contact Information
Winston Laboratories, Inc.

Date Designated 12/9/2002 100 Fairway Drive, Suite 134

Date Approved Vernon Hills IL 60061

sk s ok o ke e o s ok e st o sk e st ok e st ok sk e sk e s s s sk ok sk ok sk st sk e s st s ke sk ok s ok st ok s st e sk s s e e sk e s ot ok ke st sk s ok ok st o o st ke ok st ok e sk st sk ok sk ke e ok ok ke sk ok ok s sk ok sk ok sk ok ok

Generic Name: Designated Indication:
Artesunate Treatment of malana.
Trade Name (if present):

Sponsor Contact Information

World Health Organisation
Date Designated 7/19/1999 Special Programme for Research and Trajnung in Tro
Date Approved Via Appia , Geneva 27

3k 2k 2k oke fe sk sk ok ode ke sk e sk sk sk sk sk sk ke sk sk sk sk sk sk sk ok ok sk sk sk sk sk sk sk ke ke sk sk sk sk sk sk ok sk sk ok sk s sk sk sk sk ke sk sk Sk ok ok sk Sk sk sk ke sk sk sk sk sk s e sk ke sk sk ok sk sk sk sk e sk e sk ok sk sk sk sk ok ok skosk ok

Generic Name: Designated Indication:
Gemtuzumab zogamicin Treatment of CD33-positive acute myeloid leukemia.

Trade Name (if present):

Mpylotarg Sponsor Contact Information
Wyeth-Averst Laboratories

Date Designated 11/24/1999 PO Box 8299

Date Approved 5/17/2000 Philadelphia PA 19101-8299
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Generic Name: Designated Indication:
Amiodarone HC1 For the acute treatment and prophylaxis of Iife-threatening ventricular tachvcardia
or ventricular fibrillation.

Trade Name (if present):

Cordarone Sponsor Contact Information
Wyeth-Ayerst Laboratories

Date Designated 3/16/1994 P O. Box 8299

Date Approved 8/3/1995 Philadelphia PA 19101
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Generic Name: Designated Indication:
APL 400-020 V-Beta DNA vaccine Treatment of cutaneous T cell lymphoma

Trade Name (if present):
Sponsor Contact Information
Wyeth-Lederle Vaccines and Pediatrics
Date Designated 3/8/1995 211 Bailey Rd.
Date Approved West Henrtetta NY 14586-9728
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Generic Name: Designated Indication:
Diazepam viscous solution for rectal For the management of selected, refractory, patients with epilepsy, on stable
administration regimens of antiepileptic drugs (AEDs), who require intermittent use of diazepam

to control bouts of increased seizure activity
Trade Name (if present):

Sponsor Contact Information

Xcel Pharmaceuticals, Inc.
Date Designated 2/25/1992 6363 Greenwich Drive
Date Approved 7/29/1997 Suite 100

San Diego CA 92122
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Generic Name: Designated Indication:
niprisan Treatment of sickle cell disease

Trade Name (if present):

Hentoxmn Sponsor Contact Information
Xechem International, Inc.

Date Designated 8/15/2003 New Brunswick Technology Center

Date Approved 100 Jersey Avenue, Building B, Suite 310

New Brunswick NJ 08901
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Generic Name: Designated Indication:

Recombinant vaccinia (human papillomavirus) Treatment of cervical cancer

Trade Name (if present):

TA-HPV Sponsor Contact Information
Xenova Research Limited

Date Designated 8/24/1994 310 Cambridge Science Park

Date Approved Cambridge CB4 OWG
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Generic Name: Designated Indication:
Recombinant bactericidal/permeability-increasing Treatment of severe mentngococcal disease
protein

Trade Name (if present):

Neuprex Sponsor Contact Information
Xoma (US) LLC

Date Designated 6/22/1998 2910 Seventh Street

Date Approved Berkeley CA 94710
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Generic Name: Designated Indication:
HepeX-B For the prevention of hepatitis B virus (HBV) reinfection in patients who have
received a liver transplantation

Trade Name (if present):
Sponsor Contact Information
XTL Biopharmaceuticals, Ltd.
Date Designated 7/15/2003 Kiryat Weizmann
Date Approved Science Park Bldg 3
Rehovot 76100
ISRAEL
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Generic Name: Designated Indication:
nolatrexed Treatment of hepatocellular carcinoma

Trade Name (if present):

THYMITAQ Sponsor Contact Information
Zarix, Inc

Date Designated 10/18/2001 1055 Westlakes Drive

Date Approved Suite 200

Berwyn PA 19312
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Generic Name: Designated Indication:
Meropenem Management of acute pulmonary exacerbations, in cystic fibrosis patients, due to
respiratory tract infection with susceptible organisms

Trade Name (if present):

Merrem IV Sponsor Contact Information
Zeneca Pharmaceuticals

Date Designated 4/27/2000 1800 Concord Pike

Date Approved PO Box 15437

Wilmington DE 19850-5437
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Generic Name: Designated Indication:
Gammalinolenic acid Treatment of juvenile theumatoid arthritis.
Trade Name (if present):

Sponsor Contact Information

Zurier, Robert B. M.D.
Date Designated 7/27/1994 University of Massachusetts Medical Center
Date Approved 55 Lake Avenue

Worcester MA 01655
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Generic Name: Designated Indication:
Factor XIII [A2] homodimer, recombinant DNA Treatment of congenital FXIII defictency
origin

Trade Name (if present):
Sponsor Contact Information
ZymoGenetics, Inc

Date Designated 5/21/2003 1201 Eastlake Avenue East

Date Approved Seattle WA 98102
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Generic Name: Designated Indication:
Factor XIII [A2} homodimer, recombinant DNA For the prophylaxis of bleeding associated with congential FXIII deficiency
origin

Trade Name (if present):
Sponsor Contact Information
ZymoGenetics, Inc.

Date Designated 11/6/2003 1201 Eastlake Avenue East

Date Approved Seattle WA 98102
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