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I.I INTRODUCTION 

i. I HOW TO USE THE CUMULATIVE SVPPLEMENT 

This Cumulative Supplement is ooe of a series of monthly updates to the Approved Drug Products with 
Therapeutic Eguivaiepg: Evafoatioos. 11th 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have had their approvals withdrawn for other than safety or efficacy reasons.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 oo 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 wm 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. AH patents with their expiration dates are displayed for each application number. 
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent 
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date 
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section 
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations. 
Information regarding drug patents and exclusivity for an approved product will appear in this 
addendum as it is received and may oot correspond with the month the drug product is approved and 
published in the Rx/OTC sections of the Cumulative Supplement. 
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Because an 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 c--ase the deletion of 
the therapeutic equivalence code is followed immediately by the addition of the revised one.) 

New additions to the Prescription Drug Product List. OTC Drug Product List. and the Patent and 
Exclusivity Data are indicated by the symbol >ADD> to the left of the line on which new information 
exists. The >ADD> symbol is then dropped in subsequent Cumulative Supplements for that item. 

New deletions to the Prescription Drug Product List. OTC Drug Product List. and the Patent and 
Exclusivity Data are indicated by the symbol >DLT> (DELETE) to the left of the line. The >DLT> 
symbol is dropped in subsequent Cumulative Supplements for that item. The shaded print remains in 
the Prescription Drug Product List and OTC Drug Product Lists in all Cumulative Supplements (hard 
copy only) for this edition. However. the overstruck data in the Patent and Exclusivity Data is dropped 
in subsequent Cumulative Supplements (hard copy). 

Products that have never been marketed. have been discontinued from marketing or that have had their 
approvals withdrawn for other than safety or efficacy reasons. will be flagged in this Cumulative 
Supplement with the "@" symbol to designate their non-marketed status. All products having a "@" 
symbol in the 12th Cumulative Suppiement of the I 8th Edition List will then be added to the 
"Discontinued Drug Product List" ~ng in the 19th Edition. 

1.2 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 win appear as an applicant name change entry in the 
Cumulative Supplement. 

iv 



h is also oot practical to identify each and every product involved when an applicant name is changed 
to meet internal publication standards (e.g .• MSD or Zenith [former Abbreviated Names] are 
changed. respectively. to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When 
this occurs. each product involved (either currently in the Cumulative Supplement or in the following 
year's edition) will automatically reflect the new abbreviated name. Consequently. it will not appear as 
an applicant name change entry in the Cumulative Supplement nor will the cumulation of these name 
changes appear in this section. However. when the applicant name change is one which may not be 
easily recognized or located in the listing (e.g .• White Towne Paulsen [Former Abbreviated Name] is 
changed to Whiteworth Towne PLSN [New Abbreviated Name]. the name change will appear in this 
section and will be identifie<l with an asterisk. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
(FORMER ABBREVIATED NAME) 

ASTRA MERCK INC 
(ASTRA MERCK) 

ASTRA USA INC 
(ASTRA) 

DUPONT RADIOPHARMACEUTICALS DIV 
(DUPONT) 

FUJISAWA USA INC 
(FUJISAWA) 

JONES MEDICAL INDUSTRIES INC 
(JONES MEOCL INDS) 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

ASTRA PHARMACEUTICALS LP 
(ASTRA ?HARMS) 

ASTRA PHARMACEUTICALS LP 
{ASTRA ?HARMS) 

DUPONT PHARMACEUTICALS COMPANY 
(DUPONT ?HARMS) 

AMERICAN PHARMACEUTICAL PARTNERS INC 
(AM ?HARM PARTNERS) 

JONES PHARMA INC 
(JONES PHARMA) 

1.3 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG 

Novopharm 's single source acyclovir tablets have been declared to be a reference listed drug for the 200 mg 
tablet in addition to the acylcovir (Zoviru) 800 mg tablet of the innovator. A generic finn wishing to sut-mit 
an ANDA for a duplicate of the 200 mg acyclovir tablet will be eligible for a waiver of the in vivo 
determination of bioequivaience (I) if their product is proportionally similar in its active and inactive 
ingredients to their own 800 mg acyclovir tablet and (2) by doing an acceptable comparative dissolution test 
(dissolution profile) against Novopharm's 200 mg acyclovir reference listed drug. 

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

For further information on the study designs. you should contact the Division of Bioequivalence. Office of 
Generic Drugs. 
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1.4 DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1% 

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS). (I) Ciba·s NDA 
20-037 for Voltaren and (2) Akon's NDA 20-809 for DSOS. Akoo was required to do a study comparing 
their DSCS to Volmren and to a placebo control in post cataract surgical intlammation. This study was 
necessary to demonstrate that the different formulation of the Alcon drug product did not affect the safety 
and/or effectiveness of the proposed drug product for this indication. Prior to the approval of Alcon· s DSOS 
Ciba did clinical studies and was approved for two additional indications for the temporary relief of pain and 
pbocophobia in patients undergoing corneal refractive surgery. Three years of Waxman-Hatch marketing 
exclusivity was granted to Ciba for these two new uses. 

Smee the treatme.1t of pain has a different site of action than the anti-inflammatory or photophobia 
indications the A~~y did not ;,ave information to support a recommendation that the Alcon and Ciba DSOS 
are therapeutically equivalent for ~ treatment of pain. The designation of therapeutic equivalence at this 
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation will apply to 
the photophobia indication upon expiration ofCiba"s marketing exclusivity. 

1.5 FOLLITROPIN ALF A AND BET A 

Based on available data derived from physico-chemical tests and bioassay. follitropin alfa and follitropin beta 
are indistinguishable. 

1.6 AVAILABILJTY Of THE PUBUCA TION AND UPDATING PROCEDURES 

The Approved Drug ProdllCts wilh Therapeutic Equivalence EvalWlions files are available on Internet. 
There is more than one media users may select to access these files. 

Preface and ASCII Text files: 
The Preface may be accessed using this URL: http://www.fda.gov/cder/oomge/adp.htm. Users who wish to 
download the Prescription Drug Product List; OTC Drug Products and Discontinued Drug Products lists may 
access the ASCII text files using this URL: hmp:/lwww.fda.gov/cder/orange/obreadme.htm. The drug 
product lists and the zipobtxt.exe files are updaled concurrently with the publication of the annual edition or 
monthly cumulative supplements. Appendix A and Bare updated twice a year. 

Preface and Searchable Query Dalabese· 
The Preface may be accessed using this URL: http://www.fda.gov/cder/obldocs/preface/ectablec 18.htm. 
Users who wish to query on a specific drug product may access the database using this URL: 
http://www.fda.gov/cder/ob. The Query enables searching of the database by active ingredient. proprietary 
name. applicant holder or applicant number. The data is updated concurrently with the publication of the 
annual edition or monthly cumulative supplements. 
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1. 7 REPORT Of COUNTS FOR IHE eRESCRIPTION DRUG PRODUCT LISI 

DESCRIPTION OF REe9RI 

This report provides summary counts derived from the product information in the Prescription Drug Product List and the current 
Cumulative Supplement. Products included in the counts arc domestically marketed drug products approved fot· both safety and 
effectiveness under sectwn 505 of the Federal Food, Drug. and Cosmetic Act. Excluded are approved drug products marketed by 
distributors; those marketed solely abroad; and those now regarded as medical devices. biologics or foods, 

The baseline column (Dec 1997) refers to the products in the Prescription Drug Product List For each three-month period, a column 
of quarterly data is added which incorporates counts of product activity from the previous quarter(s) with those in the baseline count. 

DEFINITIONS 

Prus Pmdtct 

For this report, a drug product is the representatwn in the Prescription Drug Product List of an active moiety ( molecular entity and its 
salts. esters and derivatives) either as a singk ingredient or as a combinatwn product provided in a specific dosage form and strength 
for a given route of administratwn with approval for marketing by a firm under a particular generi~ or trade name. 

New Molecuw Entity 

A new molecular entity is considered an active moiety that has not previously been approved (either as the parent compound or as a 
salt. ester or derivative of the parent compound) in the United States for use in a drug product either as a single ingredient or as part 
of a combinatwn. 
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SODIUM c:m.oftIDE o.n MID POTASSIUM CHLORIDE 0.0751 IN 
PLASTIC CONTAIND 

• 111 Im.AUN ... 7SMG/lOOML;900MG/lOOML Nl8722 001 
NOV 09, 1982 

li~'lt::l~~ti!Rtl~ .... fti~1· ')'"il'l -.. . -: , ·. . . •. . . ,. . .. . . ~lfift:11.ft 
SODIUM CHLORIDE o.n MID POTASSIUM CHLORIDE O.lSI IN 

PLASTIC CONTAIND 
II B Im.AUN 1SOMG/lOOML;900MG/lOOML Nl8722 002 

NOV 09, 1982 
i -. ~~·c~ 1B.m1•1 . . . . .. l. . M~ti:fi~l~ 
SODIUM CHLORIDE O. 91 MID POTASSIUM CHLORIDE O. 221 IN 

PLASTIC CONTAINER 
GIB Im.AUK 220MG/100ML;900MG/lOOML Nl8722 003 

NOV 09, 1982 
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This data is provided to the Division of Data Management and Services from 
the Office of Orphan Products Development and it is not edited prior to 
publication. 

Orphan Product Designations and Approvals List 
January 1998 through September 1998 

1,5-(Butylimino) Treatment of Fabry's disease. 
-1,5 
dideoxy,D-glucit 
ol 
TN• 

1,5-(Butylimino) Treatment of Gaucher disease. 
-1,5 
dideoxy,D-glucit 
ol 
TN= 

3-(3,5-dimethyl- Treatment of Kaposi's sarcoma. 
1H-2ylmethylene) 
-l.,3-dihydro-ind 
ol-2-one 
TN• 

Aldesleukin 
TN• Proleukin 

Aldesleukin 
TN= Proleukin 

Aliperetinate 
TN• Panretin 

Treatment of metastatic 
melanoma. 

Treatment of acute myelogenous 
leukemia. 

For the topical treatment of 
cutaneous lesions in patients 
with AIDS-related Kaposi's 
sarcoma. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK 
DD=0S/12/1998 

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK, 
DD=0S/29/1998 

Sugen, Inc. 
230 East Grand Ave. 
South San Francisco, 
CA 94080 
DD-09/11/1998 

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 
DDa09/l.0/l.996 
MA=0l./09/1998 

Chiron Corporation 
4560 Horton St. 
Emeryville, CA 94608 
DD•07/31/l.998 

Ligand Pharmaceuticals 
Inc. 
10275 Science Center 
Drive 
San Diego, CA 92121 
DDa0J/24/1998 



Orphan Product Designations and Approvals List 
January 1998 through September 1998 

Name 
Generic Name 
1N=Trade Name 

Alpha-galactosid Long-term enzyme replacement 
ase A therapy for the treatment of 
TH= Fabry disease. 

Amifostine 
TH= Ethyol 

Reduction of the incidence and 
severity of radiation-induced 
xerostomia. 

Arsenic trioxide Treatment of acute promyelocytic 
TH• leukemia. 

Basiliximab 
TH• Simulect 

Beclomethasone 
di propionate 
TH= 

Benzydamine 
hydrochloride 
TH= Tantum 

Prophylaxis of solid organ 
rejection. 

For oral administration in the 
treatment of intestinal 
graft-versus-host disease. 

Prophylactic treatment of oral 
mucositis resulting from 
radiation therapy for head and 
neck cancer. 

Spomor & Address 
DD= Date Designated 
MA=Marketing Approval 

Transkaryotic 
Therapies Inc. 
195 Albany St. 
Cambridge, MA 02139 
DD=06/22/1998 

U.S. Bioscience, Inc. 
One Tower Bridge 
100 Front Street, 
Suite 400 
Conshohocken, PA 
19428 

DD=05/12/1998 
PolaRx, Inc. 
787 7th Ave., 48th 
Floor 
New York, NY 10019 
DD=03/03/1998 

Novartis 
Pharmaceuticals 
Corpor.ation 
59 Route 10 
East Hanover, NJ 
07936 
DD•l2/12/1997 
MA:05/12/1998 

George B. McDonald: 
M.D. 
Fred Hutchinson Cancer 
Research Center 
1100 Fairview Avenue 
North (SC-113); PO Box 
19024 
Seattle, WA 98109 
DD::03/27/1998 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
DDz:05/18/1998 
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Orpban Product Designations and Approvals List 
January 1998 throup September 1998 

Bindarit 
TN= 

Botulinum toxin 
type A 

TN== Dysport 

Treatment of lup~s nephritis. 

Treatment of spasmodic 
torticollis (cervical dystonia). 

Carbamylglutamic Treatment of N-acetylglutamate 
acid synthetase deficiency. 
TN .. 

Corticotropin-re Treatment of perit'I.UI'Jral brain 
leasing factor, edema. 
human 
TN• Xerecept 

Dexamethasone 
TN::: 

For use in posterior segment 
drug delivery system in the 
treatment of idiopathic 
intermediate uveitis. 

Dimethylsulfoxid Treatment of palmar-plantar 
e erythrodysethesia syndrome. 
TN= 

Filgrastim 
TN= Ne.ipogen 

Reduction in the duration of 
neutropenia, fever, antibiotic 
use, and hospitalization, 
following induction and 
consolidation treatment for 
acute myeloid leukemia. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
DI:.=02/03/1998 

Ipsen Limited 
1 Bath Road 
Maidenhead, Berkshire 
U.K. SL6 4UH 
DD=08/12/1998 

Orphan Europe 
Immeuble "Le 
Guillaumet" 
60 avenue du President 
Wilson 
92046 Paris 
France, 
DD::01/20/1998 

Neurobiological 
Technologies, Inc. 
1387 Marina Way South 
Richmond, CA 94804 
DO=04/06/1998 

Oculex Pharmaceuticals 
639 N. Pastoria Avenue 
Sunnyvale, CA 94086 
DD=09/ll/1998 

Cancer Technologies, 
Inc. 
7301 East 22nd Street 
Suite l0E 
Tucson, AZ 85710 
DD=04;CS/1998 

~-!-::ge:n, Inc . 
1840 DeHavilland Drive 
Thousand Oaks, CA 
91320 
DD=ll/07/1996 
MA=04/02/1998 
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January 1998 throup September 1998 

Name 
Geaeric Name 
TN=TradeName 

Fructose-1,6-dip Treatment of painful 
hosphate vaso-occlusive episodes 
TN• associated with sickle cell 

disease. 

Humanized 
anti-human CD2 
MAb 
TN= MEDI-507 

Hydroxyurea 
TN= Droxia 

Infliximab 
TN .. Remicade 

L-baclofen 
TN= 

For the induction of 
donor-specific immunologic 
unresponsiveness resulting in 
prophylaxis of organ rejection 
without the need for chronic 
immunosuppressive therapy, in 
patients receiving allogeneic 
renal transplants. 

Treatment of patients with 
sickle cell anemia as shown by 
the presence of hemoglobins. 

Treatment of moderately to 
severely active Crohn's disease 
for the reduction of the signs 
and symptoms, in patients who 
have an inadequate response to 
conventional therapy; and 
treatment of patients with 
fistulizing Crohn's disease for 
the reduction in the number of 
draining enterocutaneous 
fistula(s). 

Treatment of trigeminal 
neuralgia. 

Sponsor & Address 
DD= Date Desipated 
MA= Marketing Approval 

Cypros Pharmaceutical 
Corporation 
2714 Loker Avenue West 
Carlsbad, CA 92008 
DD=0S/29/1998 

Biotransplant, Inc. 
Building 75, 3rd. Ave. 
Charlestown Navy Yard 
Charlestown, MA 02129 
DD:09/17/1998 

Bristol-Myers Squibb 
Pharmaceutical 
Research Institute 
P.O. Box 4000 
Princeton, NJ 08543 
DDzl0/01/1990 
MA:02/25/1998 

Centocor, Inc. 
200 Great Valley 
Parkway 
Malvern, PA 19355 
DDal.1/14/1995 
MA•0S/24/1998 

Pharmascience, Inc. 
8400 Darnley Road 
Montreal, Quebec 
Canada H4T 1M4 
DD•0l/06/1998 
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Orphan Product Designations and Approvals List 
January 1998 tltroup September 1998 

Lamotrigine 
TN= Lami.ctal 

Lepirudin 
TN= Refluden 

Liposomal 
Cyclosporin A 
TN• Cyclospire 

Treatment of Lennox-Gastaut 
syndrome. 

Treatment of heparin-associated 
thrombocytopenia type II. 

For aerosolized administration 
in the prevention and treatment 
of lung allograft rejection 
and pulmonary rejection events 
associated with bone marrow 
transplantation. 

Liposomal Treatment of osteosarcoma. 
N-Acetylglucosmi 
nyl-N-Acetylmura 
mly-L-Ala-D-isoG 
ln-L-Ala 
-gylcerolidpalmi 
toyl 
TH• ImmTher 

Liposomal Treatment of Ewing's sarcoma. 
N-Acetylglucosmi 
nyl-N-Acetylmura 
mly-L-Ala-D-isoG 
ln-L-Ala 
-gylcerolidpalmi 
toyl 
TN• ImmTher 

~&Address 
DD= Date Desipated 
MA= Marketing Approval 

Glaxo Wellcome 
Research and 
Development 
s Moore Drive 
P.O. Box 13398 
Research Triangle 
Park, NC 27709 
DD=0B/23/1995 
MA=0S/24/1998 

Hoechst Marion Roussel 
Frankfurt am Main 
Germany 
DD•02/l3/l997 
MA=03/06/l998 

Vernon Knight, M.D. 
Baylor College of 
Medicine, Dept. of 
Molecular Physiology 
One Baylor Plaza 
Houston, TX 77030 
DD•04/30/1998 

Endorex Corp. 
900 North Shore 
Lake Bluff, IL 
DD•06/l.0/l998 

Endorex Corp . 
900 North Shore 
Lake Bluff, IL 
DD=06/10/1998 

Drive 
60044 

Drive 
60044 
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January 1998 through September 1998 

Mlfl4 monoclonal For the treatment of small cell 
antibody to lung cancer. 
carcinoembryonic 
antigen 
·.w .. CEA-CIDE 

Mafenide acetate For use as an adjunctive topical 
solution antimicrobial agent to control 
TNz Sulfamylon bacterial infection when used 
solution under moist dressings over 

meshed autografts on excised 
burn wounds. 

Octreotide Treatment of acromegaly. 
TN= Sandostatin 
LAR 

Octreotide Treatment of severe diarrhea and 
TN= sandostatin flushing associated with 
LAR malignant carcinoid tumors. 

Octreotide Treatment of diarrhea associated 
TN• Sandostatin with vasoactive intestinal 
LAR peptide tumors (VIPoma). 

Sponsor & Address 
DD= Date Designated 
MA= Marketing Approval 

Immunomedics, Inc. 
300 American Rd. 
Morris Plains, NJ 
07950 
DD=09/18/1998 

Mylan Laboratories, 
Inc. 
781 Chestnut Ridge 
Road 
P.O. Box 4310 
Morgantown, WV 26504 
DD=07/18/1990 
MA=06/05/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD•0S/24/1998 
MA=l.1/25/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD:08/24/1998 
MA=l.1/25/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD=0S/24/1998 
MA=H/25/1998 
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January 1998 through September 1998 

PBGASYS 
TN= 

Pentostatin 
TN= 

Phenylacetate 
TN= 

Pilocarpine HCl 
TN• Salagen 

Treatment of renal cell 
carcinoma. 

Treatment of cutaneous T-cell 
lymphoma. 

For use as an adjunct to 
surgery, radiation therapy and 
chemotherapy for the treatment 
of patients with primary or 
recurrent malignant glioma. 

Treatment of xerostomia and 
keratoconjunctivitis sicca in 
Sjogren•s syndrome patients. 

Prostaglandin El Treatment of Fontaine Stage IV 
enol ester chronic critical limb ischemia. 
(AS-013) 

TN• 

Radiolabeled 
monoclonal 
antibody to CD22 
antigen on 
B-cells 
TN= LymphoCIDE 

Treatment of non-Hodgkin's 
lymphoma. 

Recombinant Treatment of severe 
bactericidal/per meningococcal disease. 
meability-increa 
sing protein 
TNx Neuprex 

Spomoc & Address 
DD= Date Designated 
MA=Marketing Approval 

Hoffman-La Roche Inc. 
340 Kingsland St. 
Nutley, NJ 07110 
DD:07/13/1998 

SuperGen, Inc. 
Two Annbel Lane, Suite 
220 
San Ramon, CA 94583 
DD:03/27/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
DD=03/06/1998 

MGI Pharma, Inc. 
9900 Bren Road East 
Suite 300E 
Minneapolis, MN 55343 
DD=02/28/1992 
MA=02/ll/1998 

Alpha Therapeutic 
Corp. 
5555 Valley Blvd. 
Los Angeles, CA 90032 
DD::06/12/1998 

Immunomedics, Inc. 
300 American Rd. 
Morris Plains, NJ 
07950 
DD:07/13/1998 

Xoma Corporation 
2910 Seventh Street 
Berkeley, CA 94710 
DD=06/22/1998 
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January 1998 through September 1998 

Recombinant 
human Clara Cell 
l.OkDa protein 
TN= 

Recombinant 
humanized 
monclonal 
anti:t.:>dy ScB 
TN= 

Recombinant 
humanized 
monoclonal 
antibody sea 
TN= 

Rifapentine 
TN• Priftin 

Rifaximin 
TN= Normix 

Prevention of neonatal 
bronchopulmonary dysplasia in 
premature neonates with 
respiratory distress syndrome. 

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of pulmonary 
tuberculosis. 

Treatment of hepatic 
encephalopathy. 

s-adenosylmethio Treatment of AIDS-myelopathy. 
nine 
TN= 

Sponsor & Address 
00= Date Desipated 
MA= Marketing Approval 

Claragen, Inc. 
335 Paint Branch Drive 
College Park, MD 
20742 
DDa:07/13/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DD==02/03/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DD•02/18/1998 

Hoechst Marion Roussel 
P.O. Box 9627 
Mail Station; 
H3-M2516 
:Kansas City, MO 64134 
DD•06/09/1995 
MA=06/22/1998 

Salix Pharmaceuticals, 
Inc. 
3600 w. Bayshore Road 
Palo Alto, CA 94303 
DD::02/10/1998 

Di Rocco, Alessandro 
M.D. 
Beth Israel Medical 
Center, Phillips 
Ambulatory care Center 
Philips Building, 
Suite 2Q; 10 Union 
Square East 
New York, NY 10003 
DD=04/30/1998 

• 



Sacrosidase 
TH== Sucraid 

Sodium 
phenylbutyrate 
TH= 

TAK-603 
TH== 

Tacrolimus 
THs :?rograf 

Tetrabenazine 
THs 

Thalidomide 
THs Thalomid 

Thalidomide 
TH• 

Orphan Product Designations and Approvals List 
January 1998 through September 1998 

Treatment of congenital 
sucrase-isomaltase deficiency. 

For use as an adjuct to surgery, 
radiation therapy and 
chemotherapy for the treatment 
of patients with primary or 
recurrent malignant glioma. 

Treatment of crohn's disease. 

Prophylaxis of 
graft-versus-host-disease. 

Treatment of moderate/severe 
tardive dyskinesia. 

Treatment of erythema nodosum 
leprosum. 

Treatment of primary brain 
malignancies. 

Sponsor & Address 
DD= Date Designated 
MA= Marketing Approval 

Orphan Medical, Inc. 
13911 Ridgedale Drive 
Suite 475 
Minnetonka, MN 55305 
DD=l2/10/1993 
MA=04/09/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
DD=04/24/1998 

TAP Holdings Inc. 
2355 Waukegan Road 
Deerfield, IL 60015 
DD=0S/13/1998 

Fujisawa USA, Inc. 
3 Parkway North Center 
Deerfield, IL 60015 
DD=04/06/1998 

Lifehealth Limited 
Richmond House, Old 
Brewery Court, 
Sandyford Road 
Newcastle upon Tyne 
NE2 lXG England 
DD=05/12/1998 

Celgene Corporation 
P.O. Box 4914 
7 Powder Horn Drive 
Warren, NJ 07059 
DD=07/26/1995 
MA=07/16/1998 

EntreMed, Inc. 
9610 Medical Center 
Drive, Suite 200 
Rockville, MD 20850 
DD=02/27/1998 

17 
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January 1998 through September 1998 

Thalidomide 
TNs 

Thymalfasin 
TN= Zadaxin 

Tiapride 
TN= 

Treatment of Kaposi's sarcoma. 

Treatment of DiGeorge anomaly 
with immune defects. 

Treatment of Tourette's 
syndrome. 

Transgenic human Treatment of cystic fibrosis. 
alpha 1 
antitrypsin 
TN= 

Valrubicin 
TNs Valstar 

Treatment of carcinoma in situ 
of the urinary bladder. 

Spomor&Address 
DD= Date Desipated 
MA-Marketin& Approval 

EntreMed, Inc. 
9610 Medical Center 
Dr. , Suite 200 
Rockville, MD 20850 
DD:07/29/1998 

SciClone 
Pharmaceuticals, Inc. 
901 Mariner's Island 
Blvd. 
San Mateo, CA 94404 
DD:01/08/1998 

Synthelabo Research, 
Inc. 
400 Plaza Drive 
Secaucus, NJ 07094 
DD:04/21/1998 

PPL Therapeutics 
(Scotland) Limited 
Roslin, Edinburgh 
EH25 9PP Scotland 
U.K., 
DD==03/06/1998 

Anthra 
Pharmaceuticals, Inc. 
103 Carnegie center, 
Suite 102 
Princeton, NJ 08540 
DD=OS/23/1994 
MA=09/25/1998 



DROO PRODUCTS WHICH MUST DEMONSTRATE IN "1YO BIOAVAILABILITV ONLY 
IP PRODVCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

79 



80 

PATENT AND EXCLUSIVITY TERMS PATENT AND EXCLUSMTY TERMS 

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

PEDIATRIC EXCLUSIVITY 

REFERENCES 
NEW DOSING SCHEDULE 

D-31 CONTINUOUS INFUSION AS AN ALTERNATE METHOD OF ADMINISTRATION 
D-39 CHANGE IN TIME TO TAKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 

SYMPTOMS FROM" ••• 1/2-1 HOUR BEFORE EATING ••• " TO ..... RIGHT BEFORE EA TING OR UP TO 
61 MIN BEFORE CONSUMING ••• " 

0-40 ONCE-A-DAV DOSINu REGIMEN 
IMI DRUG MAY BE DOSED RIGHT BEFORE A MEAL OR ANY TIME UP TO 31 MIN BEFORE EATING OR 

DRINKING FOOD AND BEVERAGES THAT WOULD BE EXPECTED TO CAUSE SYMPTOMS 
IM2 TEN DAV DOSING REGIMEN FOR TRIPU: THERAPY. l"REVACID IN COMBINATION WITH 

CLARITHROMVCIN AND AMOXICCLIN. FOR THE ERADICATION OF H. PYLORI IN PATIENTS WITH 
DUODENAL ULCER DISEASE 

IM3 INITIATION OF TREATMENT WITH MMC/DAY BY DELETION OF THE REQUIREMENT TO TITRATE 
TO 9NMGIDAY OVER A 3-DAY PERIOD 

D-44 IN A CLINICAL TRIAL. FEWER DISCONTINUATIONS DUE TO ADVERSE EVENTS. ESPECIALLY 
DIZZINESS AND VERTIGO. WERE OBSERVED WHEN TITRATING THE DOSE IN INCREMENTS OF 
SOMG/DAY EVERY THREE DA VS UNTIL AN EFFECTIVE DOSE (NOT EXCEEDING 4NMG/DA Y) WAS 
REACHED 

IMS ONCE DAILY DOSING FOR MAINTENANCE ONLY 
D-46 NEW DOSING REGIMEN OF NMG DAILY 
IM7 TAKE DRUG .. 15 MINUTES TO I HOUR" PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 
D-41 ADMINISTRATION OF CISATRICURHJM. A NEUROMUSCULAR BLOCKING AGENT AT DOSES OF 3 AND 

4X THE EOOS OF CISA TRICUNIUM FOLLOWING INDUCTION WITH THIOPENTAL 
IM9 PEDIATRIC DOSING GUIDELINES 

NEW INDJC4TION 

1-212 TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH SJOGREN•S SYNDROME 
i-213 TEMPORARY RELIEF OF PAIN AND fflOTOl"HOBIA IN PATIENTS UNDERGOING CORNEAL 

REFRACTIVE SURGERY 
1-214 TREATMENT OF OSTEOPOROSIS 
1-215 PRE-PROCEDURAL APPLICATION TO ADULT MAU: GENITAL SKIN PRIOR TO SITE-SPECIFIC 

SUBCUTANEOUS INFILTRATION WITH UDOCAINE FOR THE REMOVAL OF GENITAL WARTS 
1-216 FOR THE LONG-TERM TWICE-DAILY (MORNING AND EVENING) ADMINISTRATION IN THE 

MAINTENANCE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH com. INCLUDING 
CHRONIC BRONCHITIS AND EMPHYSEMA 

1-217 PREVENTION (DURING AND FOLLOWING HOSPITALIZATION) OF DEEi" VEIN THROMBOSIS. WHICH 
MAY LEAD TO PULMONARY EMBOLISM,, IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY 

1-211 USE OF UPITOR AS AN ADJUNCTIVE THERAPY TO DIET FOR THE TREATMENT OF PATIENTS WITH 
ELEVATED SERUM TRIGLYCERIDE LEVELS (FREDERICKSON TYPE IV) 



• 
1.219 

a.m 
• 1-lll 

s.m 

a.m 

1.224 

1-225 

1.226 

a.m 
a.m 

a.m 

a.m 

1.231 

a.m 

a.m 

1-234 

a.m 
1-236 
B-U'7 

a.m 
1.239 

.. 

PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

UH OF UNTOR BY PATIENTS WITH PRIMARY DYSBETALlffll'ROTEINEMIA (FREDERICKSON 
TYPE HI) WHO DO NOT llt:Sl'OND ADEQUATELY TO DIET 

TREATMENT OF D'ISODIC HEARTBURN. ACID INDIGESTION AND SOUR STOMACH 
TREATMENT OF BENIGN PROST A TIC HYPEIU'LASIA (Bl"H} IN MEN WITH AN ENL.\RGED PROSTATE 
TO IMPROVE SYMPTOMS. REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDllCE THE 
RISK OF THE NEED OF SURGERY 

PREVENTION OF ISCHEMIC COMPUCATIONS OF UNSTABLE ANGINA AND NON-Q-WAVE 
MYOCARDIAL INFARCTION. WHEN CONCURRENTLY ADMINISTERED WITH ASPIRIN 

llH IN THIE SYMPTOMATIC RELIEF OF UINORRHEA ASSOICATED WITH ALLERGIC AND 
NONALLERGIC PERENNIAL RHINITIS IN CHILDllEN AGE i-11 YEARS 

FOR THE USE IN PEDIATRIC PATIENTS 4 TO U \"EARS OF AGE FOR THE MANAGEMENT OF THE 
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

81 

USE IN PATIENTS WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS. TO REDUCE RISK Of 
REQIRRENT Ml. MYOCARDIAL REVASCllL.\IUZATION. AND CEREBROVAS<'.UL.\R DISEASE EVENTS 

FIRST-LINE ntERAPV FOR THE TREATMENT OF ADVANCED CARCINOMA OF THIE OVARY IN 
COMBINATION WITH CISPUTIN 

SHORT-TERM TREATMENT OF SYMPTOMATIC GASTROESOPHAGEAL REFLUX DISEASE (GERO) 
PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF 75MG TAKEN JI.a MIN PRIOR TO A 

MEAL 
PRII..Ost:C (OMEPRAZOU:). AMOXICILLIN AND CLARITHROMY('.IN FOR THE ERADICA l"ION Of 

ff. PYLORI IN PATIENTS WITH DIJODENAL ULCER DISEAH 
IN COMBINATION WITH CISPLATIN. FOR THE nRST-UNIE TREATMENT OF NON-SMALL CELL LI.ING 

CANCER IN PATIENTS WHO ARE NOT CANDIDATES FOR POTENTIALLY CURATIVE SURGERY 
AND/OR RADIATION 

TREATMENT OF PATIENTS WITH LOCALL V ADVANCED OR METASTATIC BREMl'T ('.ANCEil AFTER 
FAILURE OF PRIOR CHEMOTHERAPY 

TREATMENT OF RECURRENT MUCOCUTANEOUS HERPES SIMPLEX INFECTIONS IN HIV-AFFECTED 
PATIENTS AT A DOSE OF SIIMG TWICE DAILY 

PROPIIYLA(TIC UH TO UDIICE PERIOPERATIVE 111.00D LOSS AND THE NEED FOR BLOOD 
TRANSn!SION IN PATIENTS llNDERGOING CARDIOPULMONARY SYPASS IN THE COURSE OF 
CORONARY ARTERY BYPASS GRAfTSURGERV 

FOR USE IN COMIIINATION WITH CISPLATIN FOR THE FIRST-UNI£ TREATMENT OF PATIENTS WITH 
INOPERABLELOCALLVADVANCED(STAGEHIAORHIB)ORMETASTATIC(STAGEIV)NON-SMALL 
CELL LUNG CANCER 

PREVENTION OF EXERCISE-INDllCED llllONCHOSPASM IN PATIENTS 12 YEARS OF AGE AND OLDER 
PREVENTION OF EXERCR-INDllCl:D llllONCHOSPASM IN PATIENTS 4 YEARS OF AGE AND OLDER 
MAINTENANCE TREATMENT OF ASTHMA AND PREVENTION OF BRONCHOSl'ASM IN PATIENTS 4 

YEARS OF AGE AND OLDER 
ADJUNCTIVE TREATMENT OF LENNOX-GASTAUT SYNDROME IN PEDIATRIC AND ADllLT PATIENTS 
TREATMENT OF PATIENTS WITH HOMOZYGOUS FAMILIAL HVPIERCHOLESTEROLEMIA 



1-241 

PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

MANAGEMENT OF SECONDARY HYnffl'ARATHYROmlSM AND RESULTANT METABOLIC BONE 
DISEASE IN PATIENTS WrrH MODERATE TO SEVDtE CRONIC RENAL FAILURE (Ccr 15 TO 55ML 
MIN) NOT YET ON DIAL\'SIS 

1-241 TREATMENT OF MODERATE TO SEVERE VASOMOTOR SYMPTOMS ASSOCIATED WITH THE 
MENOPAUSE AND IN THE TREATMENTOFVULVARAND VAGINAL ATROPHY IN WOMEN WITH AN 
INTACT UTERUS 

1-243 l•SE IN THE SYMPTOMATIC RELIEF OF RHINOUHEA ASSOCIATED wrru THE COMMON COLD IN 
CHILDREN AGE 5 TO II YEARS 

1-244 REDUCE THE INCIDENCE OF BREAST CANCER IN WOMEN AT HIGH RISK FOR BREAST CANCER 
1-245 TREATMENT OF ACUTE SINUSITIS 

PATENT USE CODE 

U-215 TREATMENT OF EPILEPSY 1WICE DAILY. TREATING A PATIENT BY ADMINISTERING 
CARBAMAZEPINE IN A DOSAGE FORM CAPAIILE OF MAINTAINING BLOOD CONCENTRATION 
FROM 4-llMCG/ML OVER 12 HOURS 

82 

U-216 TREATMENT OF AHNOCARCINOMA. INCLUDING STAGE m.c. BY ADMINISTERING AN AGONISf OF 
LR-RH AND FLUTAMIDE 

U-217 METHOD OF PRODUCING ANESTIIESIA 
U-218 METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUG PRODUCT 
U-219 TREATMENT OF PAUISON'S DISEASE 
U-lll METHOD OF DIAGNOSIS 
U-lll SELECTIVE V ASODILATION av CONl1NUOUS,. l.i£NOSINE INFUSION 
u-m METHOD OF TREATING PA.GETS DISEASE ~NG ACTONEL 
u-m TREATMENT OF BACTERIAL CON.RJNCTIVITISCAUSED BY SUSCEPTIBLE srRAINSOF 

MICROORGANISMS 
U-224 CONTROLLING INTRAOCULAR PRESSURE 
u-ns METHOD FOR DEUVDY 
U-226 METHOD OF ENHANCING THE DmOI.VTION PROFILE OF A PHARMACEllTICAL FROM A SOUD 

DOSAGE FORM CONTAINING THE PHARMACEUTICAL AND SBMETHK:ONE 
u-m NASAL ADMINISTRATION 
u-m AsrHMA 
u-m CARDIAC INSB!FFICIENCY (CONG!EsrlVE HEART FAILURE) 
U-238 PREVENTION OF ACUTE CARDIAC BSCHEMIC EVENTS 
U-231 USE IN PARKINSON'S DISEASE 
u-m METHODOFTREATINGMIGRAINE 
U-233 DECREASING MORTALITY CAUSED BY CONG!EsrlVE HEART FAILURE 
U-234 METHOD OF USING RIBAVIRINTOTREATVIRAL INFECTIONS IN MAMMALS 
U-235 METHOD OF MODULATING TIH AND TIil RDfONSE IN ACTIVATED T CELLS OF A HUMAN 

COMPRISING ADMINISfERING RIM VIRIN TO THE T CELLS IN A DOSAGE WHICH PROMOTES THE 
TIU RESPONSE AND SUPPRESSES THE Tin RESPONSE 

U-236 TREATING MALE PATrERN BALDNESS WrrH 1.15 T03 MG/DAY 
U-237 METHOD OF PERFORMING NMR IMAGING wrru A PATIENT COMPRISING ADMINISTERING TO THE 

PATIENT AN D'FECTIVE AMOUNT OF CONTRAsr AGENT DISCLOSED IN THE CLAIMS 
U-231 IMAGING A BODY TISSUE AND SVUECTING TONMR TOMOGRAPHY, ADMINISTERING AN AMOUNT 

OF PHARMACEllTICAL AGENT FORM'RCTING THE RELAXATION TIMES OF ATOMS IN BODY 
TISSUES UNDEKGOING NMR DIAGNOSIS. WHEREBY THE IMAGE CONTRA.sr IN ENHANCED .... 

lJ-239 TREATING ORCONTIIOU.JNG OCULAR INFLAMMATION WHICH COMPRISES TOPICALLY 
ADMINISTERING TO THE AFRCTED EYE A COMPOSITION COMPRISING A NSAID. A POLYMERIC 
QUATERNARY AMMONR.IM COMPOUND AND BORIC ACID 

U-241 TREATMENT OF AClrn: MIGRAINE ATTACKS 

, 
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ll-241 
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U-241 
U-243 
U-244 
U-145 
(l.246 

1r.247 
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PATENT AND EXCLUSIVITY TERMS 

PATENT US£ COD£ 

FOR SHORT-TERM TREATMENT ACTIVE DUODENAL lfLCER. l\l.\lNTENANCE THERAP\' FOR 
DUODENAL lfLCER PATIENTS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE ULCER. SHORT­
TERM TREATMENT ACTIVE BENIGN G.M,TIUC ULCER & GERO. PATHOLOGICAL 
HYPERSECRETORl" CONDITIONS 

USE OF fOLUTROPIN ALPHA ALONE IN IN-VITRO FERTILIZATION 
TOPICAL ADMINISTRATION 
PUTELET AGGREGATION INHIBITORS 
TREATMENT Of SEBORRHEA DERMATITIS IN HUl\lANS 
fflOSPHA TE IIINDING 
TREATMENT Of RHElf!\IA TOID ARTHRITIS 
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PREICIUPTJOII MD OTC DltUG PRODUCT 
PATENT AIIO ECCLUSIVITY DATA 

-s>ED and PED represent Pediatric Exclusivity 

Affl./PIOD INGHDIENT MME; TMDE NME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS 
IIMER NUMBER EXPIRES CODE CODE EXPIRES 

020667 004 PRMIPEXOLE DI HYDROall.Olll!>E;MIRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U-231 

020667 005 PRMIPEXOLE DJNYDROCNLORIDE;MIRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U-231 

019191 002 PRAVASTATJN SODIUM;PRAYACMOI. 1-225 MAR 27, 2001 
019191 003 PRAVASTATJN SODJUM;PRAYACMOI. 1-225 MAR 27, 2001 
019191 004 PRAVASTATJN SODIUM;PRAYACMOI. 1-225 MAR 27, 2001 
019711 001 PROGESTERONE; PROMETRI UM NP MAY 14, 2001 
019627 002 PROPOFOL;DIPRIYAN 5731355 MAR 22, 2015 U-217 

5731356 MAR 2z,~2015 U-218 
020815 001 RALc»IIFENE IIYDROCNLORIDE;EYISTA 4418068 APR 03, 2001 

5393763 JUL 28, 2012 U-114 
5457117 JUL 28, 2012 U-114 
5478847 MAR fJ2, 2014 U-114 

020520 001 RAHITIDINE NYDROCNLORIDE;ZANTAC 75 1-228 JUN 08, 2001 
021024 001 RIFAPENTINE;PRJFTIN NCE JUN 22, 2003 

ODE JUN 22, 2005 
020835 001 RISEORONATE SODJUM;ACTONEL 5583122 DEC 10, 2013 U-222 NCE MAR 27, 2003 
020272 005 RJSPERIOONE;RISPERDAL 5158952 OCT 27, 2009 0·37 OCT 17, 2000 
020864 001 RIZATRIPTAN IENZOATE;MAXALT 5298520 JAN 28, 2012 U-240 NCE JUN 29, 2003 

5602162 MAY 10, 2015 U-240 
020864 002 RIZATRIPTAN IENZOATE;MAXALT 5298520 JAN 28, 2012 U-240 NCE JUN 29, 2003 

5602162 MAY 10, 2015 U-240 
020865 001 RIZATRIPTAN IENZOATE;MAXALT·MLT 4305502 DEC 15, 1998 NCE JUN 29, 2003 

5298520 JAN 28, 2012 U-240 
4758't98 DEC 15, 1998 
4371516 FEB 01, 2000 
5602162 MAY 10, 2015 U-240 

020865 002 RIZATRIPTAN IENZOATE;MAXALT·MLT 4305502 DEC 15, 1998 NCE JUN 29, 2003 
5298520 JAN 28, 2012 U-240 
4758598 DEC 15, 1998 
4371516 FEB 01, 2000 
5602162 MAY 10, 2015 U·240 

020533 001 IIOP I VACA I NE IIYDROCMLOR I DE l40IIOIIYDRA TE; NAIIOP IN 4870086 JUL 28, 2010 
020533 003 IIOPIVACAINE HYDROall.ORIDE MONOIIYDRATE;NAIIOPIN 4870086 JUL 28, 2010 
020533 004 IIOPIYACAINE IIYDROCMLORIDE MONOIIYDRATE;NAROPIN 4870086 JUL 28, 2010 
020533 005 IIOPIVACAINE IIYDRO':MLORIDE MONOIIYDRATE;NAIIOPIN 4870086 JUL 28, 2010 
020772 001 SAC!WSIDASE ;SUCRA ID ODE APR 09, 2005 

NCE APR 09, 2003 
020236 001 SAUETEROL XINAFOATE;SEREVENT 5126375 FEI 12, 200I 1·216 FH 05, 2001 
020692 001 SAUETEROL XINAFOATE;SEREVENT 5225445 FEB 12, 2008 u-211 1-237 SEP 25, 2001 

5380922 JAN 10, 2012 1-236 SEP 25, 2001 
5590645 MAR 01, 2011 
5126375 FEB 12, 200I 
0342994 JAN 04, 2008 

020828 001 SAQUINAVIR;FORlOVASE 5196438 NOV 19, 2012 
020443 001 SEimORELIN ACETATE;GEREF 4517181 MAY 14, 2002 

4703035 DEC 28, 2004 
020443 002 SEIINORELIN ACETATE;GEREF 4517181 MAY 14, 2002 

4703035 DEC 28, 2004 
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PRHCRIPTICllf MD OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

~ and HD repreeent Pediatric Exclusivity 

APPL/PD JIIGREDJENT !WE; TRADE !WE PATEIIT PATENT/PED IEXCL USE EXCLUS EXCLUS .... MIER EXPIRES CODIE CODIE EXPIRES 

- 020926 001 IEVELMH ltYDROCffl.OIIIDE;ltENAGEL 5496545 AUG 11, 2013 U·246 lfCE OCT 30, 2003 
5667775 SEP 16, 2014 U-246 

020895 001 SJLDEMFIL CJTUTE;VJAGRA 5250534 M 18, 2011 lfCE MR 27, 2003 
020895 002 SILDEIIAFIL CITUTE;VJAGRA 5250534 M 18, 2011 lfCE MR 27, 2003 
020995 003 SILDEIIAFIL CJTUTE;VJAGRA 5250534 M 18, 2011 NCE MR 27, 2003 

?MR? 020773 001 SINETNICCllfE·CELLULDSE;SOlfOR)( NP OCT 29, 2001 
019766 001 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 U-59 0·46 JUL 10, 2001 

1·239 JUL 10, 2001 
019766 002 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 0·46 JUL 10, 2001 

1·239 JUL 10, 2001 
019766 003 SJMVASTATIN;ZOCOR 4444784 DEC 23, 2005 U·59 0·46 JUL 10, 2001 

1·239 JUL 10, 2001 
019766 004 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 0·46 JUL 10, 2001 

1·239 JUL 10, 2001 
019766 005 SIMVASTATJN;ZOCOR 4444784 DEC 23, 2005 NS JUL 10, 2001 

1·239 JUL 10, 2001 
0·46 JUL 10, 2001 

019676 001 SCMATRDPJN, BJOSYNTHETIC;NUTRDPIN ODE OCT 29, 2004 
019676 002 SOMATROPIN, BJOSYNTHETIC~TRDPIN ODE OCT 29, 2004 
020181 001 SOYBEAN OIL;LIPOSYN Ill NP JAN 13, 2001 
020626 001 SUMATRJPTAN;IMITREX 5037845 AUG 06, 2008 

5307953 DEC 02, 2012 
5554639 SEP 10, 2013 U·232 
5705520 DEC 10, 2011 U·232 

020626 002 SUMATRIPTAN;IMITREX 5037845 AUG 06, 2008 
5307953 DEC 02, 2012 
5554639 SEP 10, 2013 U·232 
5705520 DEC 10, 2011 U-232 

020626 003 SUMATRJPTAN;IMITREX 5037845 AUG 06, 2008 
5307953 DEC 02, 2012 
5554639 SEP 10, 2013 U-232 
5705520 DEC 10, 2011 u-232 

>ADO? 017970 001 TAMOXIFEN CJTUTE;NOLVM>EX 1·244 OCT 29, 2001 
? 017970 002 TAMOXIFEN CITUTE;NOLVM>EX 1·244 OCT 29, 2001 
> 020887 001 TECHIIETIUM TC-9911 APCITIDE;ACUTECT 5508020 APR 16, 2013 NCE SEP 14, 2003 

5645815 JUL 08, 2014 
5443815 AUG 22, 2012 

? 020850 001 TEU41WTAN;NICARDJS lfCE NOV 10, 2003 
> 020850 002 TELNIWTAN;NICARDJS lfCE NOV 10, 2003 

020791 001 TESTOITEIWNE;TESTOOERM 4379454 FEIi 17, 2001 
020785 001 TIIALIDOMIDE;TIIALDNID lfCE JUL 16, 2003 

ODE JUL 16, 2005 
020912 001 TIIWFIIAII IIYDROCltLORIDE;AGGUSTAT 5292756 MR 08, 2011 U·230 lfCE MY 14, 2003 

5651929 MR 08, 2011 
!15733919 OCT 23, 2016 

020913 001 TIIWFIIAII NYDROCNLORIDE;AGGUSTAT 5292756 MR OS, 2011 U-230 NCE MY 14, 2003 
5651929 MR 08, 2011 
5733919 OCT 23, 2016 

020697 001 TOI.CAPM;TASMR 5236952 M 17, 2010 lfCE JAN 29, 2003 
5476875 DEC 19, 2012 U·219 

• ... 
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> 

APPL/PIOD .... 
020697 002 

020771 001 
020771 002 
020844 001 
020844 002 
020844 003 
020671 001 
020137 002 
020281 001 
020281 002 
020528 001 
020528 002 
020528 003 
020719 001 
020719 002 
020719 003 
020720 001 
020720 002 
020720 003 
020586 001 
020675 001 
020892 001 

020699 001 
020699 002 
020699 003 
020699 004 
020388 001 
020547 001 
020471 001 
020471 003 

• 

NHCIIPTION MD OTC DRUG NODUCT 
PATENT AIID EXCLUSIVITY DATA 

-,0 and PED represent Pedf1111trfc Exclusivity 

INGREDIENT IIME; TRADE IIME 

TOLCAPOIIE;TASMR 

TOLTERODIIIE TMTRATE;DETROL 
TOLTERODIIIE TMTRATE;DETROL 
TOPIRNIATE;TOPAMAX SPRINKLE 
TOPIRNIATE;TOPAMAX SPRINKLE 
TOPJRNIATE;TOPAMAX SPRINKLE 
TOPOTECAII HYDROCHLOf!IDE;HYCAMTIII 
TOHEMIDE;DEIW>EX 
TRAIW>OL HYDROCHLOf!IDE;ULTRAM 
TRMMOL HYDROCHLOf!IDE;ULTRAM 
TIIAIIDOI.ANIL;MAVIK 
TRAIIDOLANIL;MAVIK 
TIIAIIDOI.APRIL;MAVIK 
TROGLITAZOIIE;PRELAY 
TROGLITAZOIIE;NELAY 
TROGLITAZOIIE;NELAY 
TROGLITAZOIIE;REZULIII 
TROGLITAZOIIE;REZULIII 
TROGLITAZOIIE;REZULtN 
UREA, C·13;MERETEK lllT KIT (W/ PRAMACTIN) 
URSODIOL;URSO 
VALRUIIClll;VALSTM PRESERVATIVE FREE 

VEIILAFAXIIIE HYDltOCHLOf!IDE;EFFEl«:llt XR 
VEIILAFAXIIIE HYDROCHLOf!IDE;EFFEl«:llt XR 
VEIILAFAXIIIE HYDROCHLOf!IDE;EFFEl«:llt XR 
VEIILAFAXIIIE HYDROCHLOf!IDE;EFFEl«:llt XR 
VIIIOf!ELIIIIE TMTRATE;IIAVELBIIIE 
ZAFIRLUKAST;ACCOLATE 
ZILEUTON;ZYFLO 
21LEUTON;ZYFLO 

PATENT 
NUIER 

5236952 
5476875 
5382600 
5382600 

5004758 

5744496 
5744496 
5744496 
4572912 
4572912 
4572912 
4572912 
4572912 
4572912 
4830010 
4859660 

4535186 
4535186 
4535186 
4535186 
4307100 
4159692 
4873259 
4873259 

93 

PATENT/PED EXCL USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

AUG 17, 2010 
DEC 19, 2012 
JAN 17, 2012 
JAN 17, 2012 

MAY 28, 2010 

AN 28, 2015 
AN 28, 2015 
APR 28, 2015 
NOV 09, 2008 
NOV 09, 2008 
NOV 09, 2008 
NOV 09, 2008 
NOV 09, 2008 
NOV 09, 2008 
OCT 27, 2009 
AUG 22, 2006 

DEC 13, 2007 
DEC 13, 2007 
DEC 13, 2007 
DEC 13, 2007 
JUL 08, 2002 
SEP 27, 2010 
DEC 10, 2010 
DEC 10, 2010 

U-219 

U·229 
u-229 
u-229 

U-147 

U·168 
U·168 

NCE 

NCE 
NCE 
IICE 
NCE 
NCE 

0·38 
D·44 
D·44 

NCE 
ODE 

JAN 29, 2003 

MAIi 25, 2003 
MAIi 25, 2003 
DEC 24, 2001 
DEC 24, 2001 
DEC 24, 2001 

FEB 13, 2001 
AUG 21, 2001 
AUG 21, 2001 

SEP 25, 2003 
SEP 25, 2005 

·u.s. Government Prinling Office: ,. - 454-723/00003 



New 19th E ition 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEUTIC EQUIVALENCE EVALUATIONS 

Superintendent of Documents Subscription Order Form 

Orde:r Processing Code 
* 8240 

□ yes, enter my subscription as follows: 

Charge your order. 
It's easy! 

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP, 
and the monthly Cumulative Supplements, for $78.00 per year. 

The total cost of my order is S ____ . Price includes regular shipping and handlini and is subject to change. 
International customers please add 25 % . 

C'omp1111y or p@fllotllll IIIIIIIC 

Addl1lonal iddrnsln!Wntion line 

Street addre1111 

Ci!)'. Stall. ZIP C:ode 

Da)'t!m• phone ineluclinll aren eodc 

Purclwe Order So. (optionul) 

For privacy ~' da:k ilMl box bdow: 

D Do not make my name available to other mailers. 

~ ~ mdhod of paymmt: 

□ 
□ 

Check payable to Superimemlem of Documents 

GPO Deposit Account I · I I I I - D 
D VISA or MasterCard 

I I I I I _ _,__I _._I _._I _,_!._._! __ ____._I ~' _.._I ~ ........ 
Thank you for your order! 

(<.'recllt cord u111m1!011 dote) 

<Aulhoriztng Stcoorurc) (10198) 

Mail To: Superintemlem of Documents, Government Priming Office, P.O. Box 371954 Pittsburgh. PA 15250-7954 
To FAX your charge imler, call C!02) 512-2250. 
To ch,u,:e your subscription call 1:!02) 512-1800. 
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