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I.I INTRODUCTION 

1.1 HOW TO USE THE CUMULAIJYE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with 
Therapeutic Equivalence Evaiuatjons. I l!h 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have had their approvals withdrawn for other than safety or eff'tcaey reasons. 

The Cumulative Supplement provides. among other thin~ information on newiy 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 1914" for the Prescription. OTC. and 
Drug Products with Approval under Section SOS 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. ooly 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 specif"lc 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 tor 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 not 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 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 infonnation is ptovided 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.] 

1ne presence of any therapeutic equivalence code indicates that the drug product is multisource; the 
deletion of a therapeutic equivalence code indicates that the drug product has become single source. (An 
infrequent exception exists when a therapeutic equivalence code is revised. In that case the deletion of 
the therapeutic equivalence code is followed immediately by the addition of the revised one.) 

New additions to the Prescription Drug Product List. OTC Drug Product List. and the Patent and 
Exclusivity Datta are indicated by the symbol >ADD> to the left of the line 011 which new information 
exists. 1ne >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 
E."clusivity Data are :aldicated 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 tlagged 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 I 8th Edition List will then be added to the 
"Discontinued Drug Product List" appearing 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 tmnsterred between 
applicants. each approved product involved wm appear as an applicant name change entry in the 
Cumulative Supplement. 
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It is also not practical to identify each and every product involved when an applicant name is changed 
to meet internal publation 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) wm automatically reflect the new abbreviated name. Consequently. it will not appear as 
an applicant name change entry in the Cumulative Supplement nor wm 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 wm appear in this 
section and will be identified with an asterisk. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
tfQRMER ABBREVIATED NAME) 

ASTRA MERCK INC 
(ASTRA MERCK) 

ASTRA USA INC 
(ASTRA) 

DUPONT RADIOPHARMACEUTICALS DIV 
(DUPONT) 

FUJISAWA USA INC 
(FUJISAWA) 

GENSIAINC 
(GENSIA) 

GENSIA LABORATORIES LTD 
(GENSIA) 

JONES MEDICAL. INDUSTRIES INC 
(JONES MEOCL. INDS) 

MERCK RESEARCH LABORATORIES DIV 
MERCK AND CO INC 

(MERCK) 

MERCK SHARP AND DOHME DIV 
MERCK AND CO INC 

(MERCK) 

V 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

ASTRA PHARMACEUTICALS LP 
(ASTRA PHARMS) 

ASTRA PHARMACEUTICALS LP 
(ASTRA ?HARMS) 

DUPONT PHARMACEUTICALS COMPANY 
{DUPONT PHARMS) 

AMERICAN PHARMACEUTICAL PARTNERS INC 
{AM PHARM PARTNERS) 

GENSIA SICOR PHARMACEUTICALS INC 
(GENSIA SICOR PHARMS) 

GENSIA SICOR PHARMACEUTICALS !NC 
{GENSIA SICOR PHARMS) 

JONES PHARMA INC 
(JONES PHARMA} 

MERCK AND CO INC 
(MERCK) 

MERCK AND CO INC 
(MERCK) 



1.3 ACYCLOVIR 2QOMO TABLET-REFEREJS;E LISTED DRUG 

Novopharm 's single source acyclovir tablets have been declared to be a reference listed dmg for the 200 mg 
tablet in addition to the acylcovir (Zovirax) 800 mg tablet of the innovator. A generic firm wishing to submit 
an ANDA for a duplicate of the 200 mg acyclovir tablet will be eligible for a waiver of the i11 ,,;"'" •. 
determination of bioequivalence (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) againstNovopharm's 200 mg acyclovir reference listed drug. 

Before a waiver of the in viw, determination of bioequivalence can be granted for the :?00 mg acyclovir 
tablet, the generic firm must have completed an acceptable fasting and ted 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. 

1.4 DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0. I% 

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS). (I) Ciba"s NOA 
20-037 for Voltaren and (2) Alcoo•s NDA 20-809 for DSOS. Alcon was required to do u study comparing 
their DSOS to Voltaren and to a placebo c\lntrol in post cataract surgical intlammation. This study was 
necessary to demonstrate ~t the different formulation of the Alcon drug product did not aftect the satety 
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 
photophobia in patients undergoing corneal refractive sura.e.ry. Three years of Waxman-Hatch marketing 
exclusivity was granted to Ciba for these two new uses. 

Since the treatment of pain has a different site of action than the anti-inflammatory or photophobia 
indications the Agency did not have information to support a recommendation that the Alcon and Ciba DSOS 
are therapeutically equivalent tor the 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 RIBAVIRIN 

Indicated for use and comarketed with interferon alfa-2b. recombinant (lntron A). as Rebetron Combination 
Therapy. . 

1.6 FOLUTROPIN ALFA AND BETA 

Based on available data derived from physico-chemical tests and bioassay. follitropin alfa and follitropin beta 
are indistinguishable. 
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1.7 AYAILABJYIY OF THE PUBLICATION AND UPDATING PROCEDURES 

Tile Approved Drug Pr,xhu:ls with Therapeutic Equimlen<."f! Evaluations files are available 011 Internet. 
There is more than one media users may select to access these tiles. 

Preface and ASCH Text files: 
Tile Preface may be accessed using this URL: http://www.fda.gov/cder/orange/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: htttp://www.fda.gov/cder/orange/obreadme.htm. Tile drug 
product lists and the zipobtxt.exe files are updated concurrently with the publation of the annual edition or 
monthly cumulative supplements. Appendix A and B are updated twice a year. 

Preface and Searchable Query Database: 
Tile Preface may be accessed using this URL: http://www.t&.gov/cder/oo/docs/preface/ectablec 18.htm. 
Users who wish to query on a specifmc drug product may access the database using this URL: 
http://www.fda.gov/cder/ob. Tile Query enables searching of the database by active ingredient. proprietary 
name. applicant holder or applicant number. Tile data is updated concurrently with the publication of the 
annual edition or monthly cumulative supplements. 
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1.1 REPORT OE COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LISI 

DESCRIPTION OE REPORT 

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 are domestically marketed drug products t,pproved for both safety and 
effecti\'eness under section SOS of the Federal Food. Drug, and Cosmetic Act. Excluded are approved drug prouucts 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 acti\'ity from the previous quarter(s) with those in the baseline count. 

DEFINITIONS 

Drug Product 

For this report. a drug product is the representation in the Prescription Drug Product List of am acti\'e moiety (molecular entity and its 
salts. esters and deri\'atives) either as a single ingredient or as a combination product provided in a specific dosage form and strength 
for a given route of administration with approval for marketing by a finn under a particular generic or trade name. 

New Molecular Emit,· 

A new molecular entity is considered an acti\'e 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 combination. 
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llffllI OF guns HI IM WRIPJUI QRIJG PN>UCI usy 

cmns CIJIU.ATIVE IX WIER 

WJAH! myp tiGlttZ w1m JUN 199§ SEP 199§ 

DMIG PltCDICTS LISTED 9624 9711 9161 9198 
SIRE SOUltCE 2462 (25.()X) 2484 (25.6,C) 2494 (25.6X) 2419 (25.3X) 
IIUL Tl SOUltCE 1052 (73.31) 7117 (73.37') 7164 (73.3X) 7208 (13.6X) 

TIIERAMUTICM.LY EQUIVALENT 6673 (69.B) 6746 (69.SX> 6790 (69.SX> 6829 (69.7") 
NOT TIIE~TICALLY EQUIVALENT 319 ( 4.0l) 371 < 3.SX) 374 < 3,SX) 379 < 3.9") 

EXCEPTIONS 110 ( 1. 1'0 110 < ,. ,x> 110 (1.1X) 111 (1.1X) 

NE\I NOLECULM ENTITIES APNOVED .. 8 9 4 
UIIIIER Of AflPI.ICAIIITS 551 529 538 551 

1.\mm.• 111.ilki~ pnldllct~ ,,I'\-~ int ~'llffl!ll~ilkll'I (see lmnldl.l..'til'l1. ~~ ss ol'llk: l.ist), 
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Tlais 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 
publieation. 

Orphan Product Designations and Approvals List 
January 1998 through October 1998 

Name 
Generic Name 
TN=Trade Name Indication Desig11ated 

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

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) 
-1,3-dihydro-ind 
ol-2-one 
TN= 

Aldesleukin 
TN= Proleukin 

Aldesleukin 
TN= Proleukin 

Treatment of metastatic 
melanoma. 

Treatment of acute myelogenous 
leukemia. 

Sponsor & Address 
DD== Date Designated 
MA=Marketing Approval 

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK, 
DD=05/12/1998 

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK, 
DD=05/29/1998 

Sugen, Inc. 
230 East Grand Ave. 
South San Francisco, 
CA 94080 
DO=09/ll/1998 

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 
DD=09/10/1996 
MAz0l/09/1998 

Chiron Corporation 
4560 Horton St. 
Emeryville, CA 94608 
DD=0?/31/1998 



• 

Orpllan Prodaet Desicnations and Approvals List 
January 1998 tllronp October 1998 

Aliperetinate 
TN• Panretin 

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

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

Amifostine 
TN• Bthyol 

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

Arsenic trioxide Treatment of acute promyelocytic 
TN= leukemia. 

Basiliximab 
TN= Simulect 

Prophylaxis of solid organ 
rejection. 

Sponsor & Address 
DO- Date Designated 
MA•Marketing Approval 

Ligand Pharmaceuticals 
Inc. 
10275 Science Center 
Drive 
San Diego, CA 92121 
DD-03/24/1998 

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 
DDa03/03/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD==12/l.2/l.997 
MA=05/12/1998 

15 
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Orplla■ Product J>esic■atio■s a■d Approvals List 
Ja■■ary 1998 tllro■1II October 1998 

Name 
GeaericName 
TN-Trade Name 

Beclomethasone 
di propionate 
TN• 

Benzydamine 
hydrochloride 
TN• Tantum 

Bindarit 
TN= 

Botulinum toxin 
type A 
TN== Dysport 

Indication Desipated 

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. 

Treatment of lupus nephritis. 

Treatment of spasmodic 
torticollis (cervical dystonia). 

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

Corticotropin-re Treatment of peritumoral brain 
leasing factor, edema. 
human 
TN• Xerecept 

Sponsor & Address 
DD= Date Designated 
MA•Marketing Approval 

George B. McDonald, 
M.D. 
Fred Hutchinson Cancer 
Research Center 
l.100 Fairview Avenue 
North (SC-113); PO Box 
19024 
Seattle, WA 98109 
DDa0J/27/1998 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
DD=0S/18/1998 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
DD-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=0l/20/1998 

Neurobiological 
Technologies, Inc. 
1387 Marina Way South 
Richmond, CA 94804 
DDa04/06/l.998 

• 
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Orp•an Product Designations and Approvals List 
January 1998 ~roug• October 1998 

Name 
Generic Name 
TN-Trade Name 

Dexamethasone 
TN= 

Indication Desipated 

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= Neupogen 

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

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

disease. 

Humanized 
anti-human CD2 
MAb 
TN= MEDI-507 

Hydroxyurea 
TN= Droxia 

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. 

Sponsor & Address 
DD= Date Designated 
MA==Marketing Approval 

Oculex Pharmaceuticals 
639 N. Pastoria Avenue 
Sunnyvale, CA 94086 
DD .. 09/11/1998 

Cancer Technologies, 
Inc. 
7301 East 22nd Street 
Suite l0E 
Tucson, AZ 85710 
DD=04/06/1998 

Amgen, Inc. 
1840 DeHavilland Drive 
Thousand Oaks, CA 
91320 
DD:11/07/1996 
MA=04/02/1998 

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 
DD=l0/01/1990 
MA=02/25/1998 



Infliximab 
TN• Remicade 

Interferon 
Beta-la 
TN• Avonex 

L-bac:lofen 
TN== 

Lamotrigine 
TN• Lami.ctal 

Lepirudin 
TN• Refluden 
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Orpllaa Prodact J>esicaatioas aad Approvals List 
Jaauary 1998 throqla October 1998 

Spomer & Address 
DO- Date Desipated 

llldiatioa Desipated MA•Marketiag Approval 

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 enteroc:utaneous 
fistula(s). 

Treatment of juvenile rheumatoid 
arthritis. 

Treatment of trigeminal 
neuralgia. 

T~eatment of Lennox-Gastaut 
syndrome. 

Treatment of heparin-associated 
thrombocytopenia type II. 

Centoc:or, Inc. 
200 Great Valley 
Parkway 
Malvern, PA 19355 
DDsl.1/l.4/l.995 
MA==0S/24/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DDal0/14/1998 

Pharmascience, Inc:. 
8400 Darnley Road 
Montreal, Quebec 
Canada H4T 1M4, 
DD=0l/06/1998 

Glaxo Wellcome 
Research and 
Development 
5 Moore Drive 
P.O. Box l.3398 
Research Triangle 
Park, NC 27709 
DD•0S/23/1995 
MA=0S/24/l.998 

Hoechst. Marion Roussel 
Frankfurt am Main 
Germany 
DD=02/l.3/1997 
MA=03/06/l.998 

• 
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Orplta■ Prodaet Desi&■atio■s and Approvals List 
January 1998 tltro■glt October 1998 

Name 
Generic Name 
TN-Tracie Name 

Liposomal 
Cyclosporin A 
TN• Cyclospire 

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 
TN= ImmTher 

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

MNl.4 monoclonal 
antibody to 
carcinoembryonic 
antigen 
TN= CEA-CIDE 

For the treatment of small cell 
lung cancer. 

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

meshed autografts on excised 
burn wounds. 

Sponsor & Addres..1 
DO- Date ~•ated 
MA•Marketi111e Approval 

Vernon Knight, M.D. 
Baylor College of 
Medicine, Dept. of 
MOlecular Physiology 
One Baylor Plaza 
Houston, TX 77030 
DDs04/3CJ/l998 

Endorex corp. 
900 North Shore 
Lake Bluff, IL 
DD:06/10/1998 

Endorex Corp. 
900 North Shore 
Lake Bluff, IL 
DD•06/l0/l9ga 

Drive 
60044 

Drive 
60044 

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

Mylan Laboratories, 
Inc. 
781 Chestnu~ Ridge 
Road 
P.O. Box 4310 
Morganto~n, WV 26504 
DD=07/l8/l990 
MA•06/0S/l998 
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Orphan Product Designations and Approvals List 
Jaauaryl998through October1998 

Name 
Generic Name 
TN-Trade Name 

Mecamylamine 
TN= Inversine 

Methoxsalen 
TN• Uvadex 

Octreotide 
TN• Sandostatin 
LAR 

Indication Desipated 

Treatment of Tourette's 
syndrome. 

For use in conjunction with the 
UVAR photopheresis system to 
treat graft versus host disease. 

Treatment of acromegaly. 

Octreotide Treatment of severe diarrhea and 
TN• Sandostatin flushing associated with 
LAR malignant carcinoid tumors. 

Octreotide 
TN• Sandostatin 
LAR 

Treatment of diarrhea associated 
with vasoactive intestinal 
peptide tumors (VIPoma). 

Pl, Treatment of cystic fibrosis. 
P4-Di(uridine 
5'-tetraphosphat 
e), tetrasodium 
salt 
TN== 

Sponsor & Address 
DD-= Date Designated 
MA==Marketing Approval 

Layton Bioscience, 
Inc. 
105 Reservoir Rd. 
Atherton, CA 94027 
DD=l0/14/1998 

Therakos, Inc. 
437 Creamery Way 
Exton, PA 19431 
DD=10/14/l.998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD=0S/24/1998 

Novartis 
Pharmaceutica:.s 
Corporation 
59 Route 10 
East H?nover, NJ 
07936 
DD=0S/24/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route l.0 
East Hanover, NJ 
07936 
DD=0S/24/1998 

Inspire 
Pharmaceuticals, Inc. 
4222 Emperor Blvd., 
Suite 470 
Durham, NC 27703 
DD=l.0/27/1998 
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Orpllaa Product Desigaatioas aad Approvals List 
Jaaaary 1998 tllrougll October 1998 

Naae 
Generic Name 
TN-Trade Name 

PBGASYS 
TN• 

Pentostatin 
TN• 

Phenylacetate 
TN• 

Pilocarpine HCl 
TN• Salagen 

Indication Desipated 

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 
bactericid3l/per meningococcal disease. 
meability-increa 
sing protein 
TN== Neuprex 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

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

MGI Pharma, Inc. 
9900 Bren Road East 
Suite 300E 
Minneapolis, MN 55343 
DO=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 
DO=07/13/1998 

Xoma Corporation 
2910 Seventh Street 
Berkeley, CA 94710 
DD=06/22/1998 
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Orplaaa Product Designatioas aad Approvals List 
Ja■uaryl998th~ough Octobert998 

Name 
<;cneric Name 
TN=Trade Name 

Recombinant 
human Clara Cell 
l0kDa protein 
TN= 

Recombinant 
human tumor 
necrosis factor 
receptor fusion 
protein 
TN= Enbrel 

Recombinant 
humanized MAb 

sea 
TN= 

Recombinant 
humanized 
monclonal 
antibody ScS 
TN= 

Recombinant 
humanized 
monoclonal 
antibody ScS 
TN= 

Rifapentine 
TN= Priftin 

Rifaximin 
TN= Normix 

Indication Desiguted 

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

Treatment of juvenile rheumatoid 
arthritis. 

Prevention and treatment of 
Factor VIII/Factor IX inhibitors 
in patients with hemophilia A or 
B. 

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of pulmonary 
tuberculosis. 

Treatment of hepatic 
encephalopathy. 

Sponsor & Address 
DO- Date Designated 
MA==Marketing Approval 

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

Immunex Corporation 
51 University St. 
Seattle, WA 98101 
DD=l0/27/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 

DD=l0/14/1998 

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

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DO=02/18/1998 

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

Salix Pharmaceuticals, 
Inc. 
3600 W. Bayshore Road 
Palo Alto, CA 94303 
DO=02/10/1998 
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Orphan Product Desisnations and Approvals List 
Janaary 1998 through October 1998 

s-adenoaylmethio Treatment of AIDS-myelopathy. 
nine 
TH• 

Sacrosidase 
TH• Sucraid 

Sodium 
phenylbutyrate 
TH• 

TAIC-603 
TH• 

Tacrolimus 
TH= Prograf 

Temozolomide 
TH• Temodal 

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 recurrent malignant 
glioma. 

Sponsor & Address 
DD- Date Designated 
MA==Marketin1 Approval 

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/l998 

Orphan Medical, Inc. 
13911 Ridgedale Drive 
Suite 475 
Minnetonka, MN 55305 
DD•l2/l0/l993 
MA•04/09/l998 

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

TAP Holdings Inc. 
2355 Waukegan Road 
Deerfield, IL 60015 
DDz05/13/1998 

Fujisawa USA, Inc. 
3 Parkway North Center 
Deerfield, IL 60015 
DDs04/06/1998 

Shering-Plough 
Research Institute 
2000 Galloping Hill 
Rd. 
Kenilworth, NJ 07033 
DDzl0/05/1998 



Name 
Generic Name 
TN•Trade Name 

Temozolomide 
TNs Temodal 

Tetrabenazine 
TN= 

Thalidomide 
TN= Thalomid 

Thalidomide 
TN= 

Thalidomide 
TN= 

Thalidomide 
TN= Thalomid 

Orphan Product Desi&nations and Approvals List 
January 1998 through October 1998 

Indication Desieaated 

Treatment of advanced metastatic 
melanoma. 

Treatment for moderate/severe 
tardive dyskinesia. 

Treatment of erythema nodosum 
leprosum. 

Treatment of primary brain 
malignancies. 

Treatment of Kaposi's sarcoma. 

Treatment of multiple myeloma. 

Sponsor & Address 
DO- Date Desi&nated 
MA=Marketing Approval 

Schering-Plough 
Research Institute 
2000 Galloping Hill 
Rd. 
Kenilworth, NJ 07033 
DD=.10/14/1998 

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

Celgene Corporation 
P.O. Box 4914 
7 Powder Horn Drive 
Warren, NJ 07059 
DDz07/26/1995 
MA:07/16/1998 

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

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

Celgene Corporation 
7 Powder Horn Dr. 
Warren, NJ 07059 
DD:10/14/1998 

84 
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Orphan Product Designations and Approvals List 
January 1998 through October 1998 

Name 
Generic Name 
TN•Trade Name 

Thymalfasin 
TN: Zadaxin 

Tiapride 
TN: 

Indication Designated 

Treatment of DiGeorge anomaly 
with immur~e defects. 

Treatment of Tourette•s 
syndrome. 

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

Valrubicin 
TN: Valstar 

Treatment of carcinoma in situ 
of the urinary bladder. 

Sponsor & Address 
DD= Date Designated 
MA•Marketing Approval 

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=OJ/06/1998 

Anthra 
Pharmaceuticals, Inc. 
103 Carnegie Center, 
Suite 102 
Princeton, NJ 08540 
DD=OS/23/1994 
MA=09/25/1998 
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PATENT AND EXCLUSMTY TERMS PA TENT 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 pRUO PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS. 
18TH 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 CllMIJLAnVE SUPPLEMENT. 

ABBREVIATIONS 

PED PEDIATRIC EXCUISIVITY 

REFERENCES 
.VEWDOSING SCHEDULE 

D-31 CONTINUOUS INFUSION AS AN ALTERNATE METHOD OF ADMINISTRATION 
D-l'J CHANGE IN TIME TO TAKE THE DRllG PRIOR TO A MEAL TO PREVENT MEAL-INDllC:ED HEARTBl lRN 

SYMPTOMS FROM" ••• 1/2-1 HOUR BEFORE EATING ••• " TO ..... RIGHT BEFORE EATING OR lll' TO 
68 MIN BEFORE CONSUMING ..... 

IMO ONCE-A-DAY DOSING REGIMEN 
D-41 DRUG MAY BE DOSED RIGHT BEFORE A MEAL OR AN\. TIME tip TO JO MIN BEFORE EATING OR 

DRINKING FOOD AND BEVERAGES THAT WOULD BE EXPECTED TO C\llSE SYMPTOMS 
D-42 TEN DAV DOSING REGIMEN FOR TRIPLE THERAPY. PREVACID IN COMBINATION WITH 

CL.\RITHROMY<:IN AND AMOXICCLIN. FOR THE ERADICATION OF H. PYLORI IN PATIENTS WITH 
DllODENAL ULCER DISEASE 

D-43 INITIATION OF TREATMENT WITH 911MGJDAV BY DELETION OF THIE REQUIREMENT TO TITRA n: 
TO 911MG/DA \' OVER A J-DAV PERIOD 

D-44 IN A C:UNICAL TRIAL. FEWER DISCONTINllATIONS DllE TO ADVERSE EVENTS. IESPIE('.IALL \. 
DIZZINESS AND VERTIGO. WERE OBSERVED WHEN TITRATING THIE DOSE IN INCREMENTS m,· 
SIMG/DA \' EVER\' THREE DA VS l 1NTIL AN EFFECTIVE DOSE (NOT EXCEEDING 400!\IG/DA \-) WAS 
REACHED 

D-45 ONCE DAIL\' DOSING FOR MAINTENANCE ONL ,. 
D-16 NEW DOSING REGIMEN OF HMG DAIL\" 
IM7 TAKE DRl1G "15 MINllTES TO I HOllR" PRIOR TO A MEAL TO PREVENT MEAL-INl>l 1<:ED HE.\RTRI IRN 
IMI ADMINISTRATION OF CISATRICURHJM. A NEliROMllS<'.llL.\R BLOCKING AGENT AT DOSES m: .J .\NU 

-IX THE ED95 OF ('.ISATRlcttNlllM FOLLOWING INDUCTION WITH THIOPENTAL 
IM9 PEDIATRIC DOSING GUIDELINES 

1-212 
1-213 

1-214 
1-215 

1-216 

1-217 

1-218 

YEW I.VDIC.fflO.\' 

TREATMENT OF SYMPTOMS OF DRY I\IOl!TH IN PATIENTS WITH SJOGREN"S S\"NDROME 
TEMPORARY RELIEF Of PAIN AND PHOTOl'HOBIA IN PATIENTS UNDERGOING CORNF.AI. 

REFRACTIVE Sl tRGERY 
TREATMENTOF~'TEOPOROSIS 
PRE-PROCEDURAi. APPUC\TION TO .-\DllLT MALE GENITAL SKIN PRIOR TO SffE-SPEUFI<. 

SllBct l"fANEotiS INFILTRATION WITH LIDOCAINE FOR THE REMOVAL OF GENITAL W.\RTS 
FOR THE LONG-TERM TWICE-DAIL\. (I\IORNING AND EVENING) ADMINl&"TRATION IN THE 

MAINTENANCE TREATMENT OF BRONC:HOSPASM ~IATED WITH COPD. INCUIDING 
('.HRONIC BRON{'.HITIS AND EMPHYSEI\IA 

PREVENTION (DllRING AND FOLLOWING HOSl'ITALIZATIONt OF DEEP VEIN THROMBOSIS, WHICH 
MAY LEAD ·ro PULMONARY EMBOLISM. IN PATIENTS UNDERGOING HIP REPLACEMENT SllRGERY 

llSE OF LIPITOR AS AN ADJUNCTIVE THERAPY TO DIET FOR THE TREATMENT OF PATIENTS WITH 
ELEVATED SERl 11\1 TRIGLYCERIDE LEVELS (FREDERICKSON TVl'E I\') 
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PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

1-219 l 1SE OF LlrlTOR B\' rATIENTS WITH rRIMAR\' D\'SBETALIPOPROTEINEMIA (FREDERICKSON 
n·rE Ill) WHO 00 NOT RESPOND ADEQUATELY TO DIET 

1-229 TREATMENT OF EPISODIC HEARTBURN. AOD INDIGESTION AND SOUR STOMACH 
1-?21 TREATMENT OF BENIGN PROSTATIC HYPERPLASIA (IPH) IN MEN WITH AN ENLARGED PRm-TATE 

TO IMPROVE S\"MPTOMS. REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDUCE THE 
RISK OF THE NEED OF SURGERY 

1-222 PREVENTION OF ISCHEMIC COMPLICATIONS OF l!NST ABLE ANGINA AND NON-Q-WAVE 
MYOCARDIAL INFARCTION. WHEN CONOIRRENTL Y ADMINISTERED WITH ASPIRIN 

1-223 l 1SE IN THE SYMPTOMATIC RELIEF OF RHINORRHEA ASSOICATED WITH ALLERGIC AND 
NONALLERGIC PERENNIAL RHINITIS IN CHILDREN AGE 6-11 \'EARS 

1-224 FOR THE {ISE IN PEDIATRIC PATIENTS.a TO II \'EARS OF AGE FOR THE MANAGEMENT OF THE 
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-22.'i l !SE IN PATIENTS WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS. TO REDllCE RISK OF 
RECURRENT Ml, MYOCARDIAL REV ASCI.IL-'IUZATION. AND CEREBROVASCULAR DISEASE EVENTS 

1-226 FIRST-LINE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OF THE OVARY IN 
COMBINATION WITH CISPLATIN 

1-227 SHORT-TERM TREATMENT OF SYMPTOMATIC G~'TROESOPHAGEAL REFLUX DISEASE (GERD) 
1-228 PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF 7SMG TAKEN 30-60 MIN PRIOR TO A 

MEAL 
1-229 PRILOSEC (OMEPRAZOLE). AMOXICILLIN AND CL-'RITHROMYCIN FOR THE ERADICATION OF 

H. P\'LORI IN PATIENTS WITH DUODENAL ULCER DISEASE 
1-238 IN COMBINATION WITH CISPLATIN. FOR THE FIRST-LINE TREATMENT OF NON-SMALL CELL UING 

< ·. \NCER IN PATIENTS WHO ARE NOT CANDIDATES FOR POTENTIALLY CURATIVE SURGERY 
A'llD/OR RADIATION 

1-231 TREATMENT OF PATIENTS WITH LOCALL \' ADVANCED OR MET ~7 ATIC BR~T CANCER AFTER 
fAILllRE OF PRIOR CHEMOTIIERAPY 

1-232 TREATMENT OF REnlRRENT MllC0CUTANE0llS HERPES SIMPLEX INFECTIONS IN HIV-AFFECTED 
PATIENTS AT A DOSE OF MMG TWICE DAIL\' 

1-233 l'R0PH\'L\CflC USE TO REDll(:E PERIOPERATIVE BLOOD LOSS AND THIE NEED FOR BLOOD 
TRANSfllSION IN PATIENTS ttNDERGOING CARDIOPULMONARY BYPASS IN THE (:OllRSE OF 
CORONARY ARTER\' BYPASS GRAFT SllRGERY 

1-234 FOR l!SE IN C:0MBINA TION WITH OSPLA TIN FOR THE FIRST-LINE TREATMENT OF PATIENTS WITH 
INOPER.\BLE LOCALL \' ADVANCED (~'TAGE HIA OR ma, OR MET ~'TA TIC (STAGE IV) NON-SMALL 
CELL UING CANCER 

1-235 l'RE\'ENTI0N OF EXERCISE-INDU<'.ED BRONC:HOSPASM IN PATIENTS 12 YEARS OF AGE AND OLDER 
1-236 PREVENTION OF EXERCISE-INDUCED BRONCHOSPASM IN PATIENTS.a YEARS OF AGE AND OLDER 
1-237 MAINTENANCE TREATMENT Of ASTHMA AND PREVENTION OF BRONCHOSPASM IN PATIENTS 4 

YEARS Of AGE AND OLDER 
1-238 AD.lliNCTIVE TREATMENT OF LENNOX-GA~'T AliT SYNDROME IN PEDIATRIC AND ADllL T P.HIENTS 
1-239 TREATMENT OF PA TIEN1"S WITH HOMOZYGOUS FAMILIAL HYPERCHOLESTEROLEMIA 
1-240 l\iANAGE!\IENT OF SECONDARY HYPERPARATHYROIDISM AND RESULTANT METABOLIC BONE 

1-241 

DISEASE IN PATIENTS WITH MODERATE TO SEVERE CHRONIC RENAL FAIUJRE (Ccr 15 TO 5SI\IL 
\UN) NOT YET ON DIAL \'SIS 

1-242 TREATMENT Of MODER.-\ TE TO SEVERE VASOI\IOTOR SYMPTOMS ASSOCIATED WITH THE 
MENOPAl 1SE AND IN THE TREATMENT OF VULVAR AND VAGINAL ATROPHY IN WOMEN WITH AN 
INTACT l iTERllS 

1-243 l!SE IN THE S\'MPT0MA TIC RELIEF OF RHINORRHEA ASSOCIATED WITH THE COMMON COLD IN 
CHILDREN AGE S TO 11 \'EARS 

I-?« REDl 1CE THE INCIDENCE OF BREAST CANC:ER IN WOMEN AT HIGH RISK FOR BREAST CANCER 
1-2-3.'i TREATMENT Of ACllTE SINUSITIS 
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PATENT AND EXCLUSIVITY TERMS 

PATENT US£ COD£ 

TREATME!'ff OF EPILEPSY TWICE DAIL\'. TREATING A PATIENT BV ADMINISTERING 
CARBAMAZEPINE IN A DOSAGE FORM CAPABLE OF MAINTAINING BLOOD CONCENTRATION 
FROM 4-llMCG/ML OVER 12 HOURS 

TREATMENT OF ADENOC.ARCINOMA. INCLUDING STAGE Bl-C. BY ADMINISTERING AN AGONIST OF 
LR-RH AND FLUTAMIDE 

METHOD OF PRODUCING AN~THESIA 
METHOD FOR LIMmNG THE POTENTIAL FOR MICROBl.\L GROWTH IN THE DRUG PRODUCT 
TREATMENT OF PARKISON'S DISEASE 
METIIOD OF DIAGNOSIS 
SELEC.'TIVE V ASODILA TION BY CONTINUOUS ADENOSINE INFUSION 
METHOD OF TREATING PAGETS DISEASE USING ACTONEL 
TREATMENT OF BAC.'TERIAL CONJUNCTIVITIS CAUSED BY SUSCEPTIBLE STRAINS OF 

MICROORGANISMS 
CONTROLLING INTRAOCULAR PRESSURE 
METHOD FOR DELIVERY 
METHOD OF ENHANCING THE DISSOLUTION PROFILE OF A PHARMACEUTICAL FROM A SOLID 

DOSAGE FORM CONTAINING THE PHARMACEUTICAL AND SIMETIIICONE 
NASAL ADMINISTRATION 
A~THMA 
CARDIAC INSUFFICIENCY (CONGESTIVE HEART FAILURE) 
PREVENTION OF ACUTE CARDIAC ISCHEMIC EVENTS 
USE IN PARKINSON'S DISEASE 
METHOD OF TREATING MIGRAINE 
DECREASING MORTALITY CAl!SED BY CONGESTIVE HEART FAILURE 
I\IETHOD OF USING RIBA VUUN TO TREAT VIRAL INFECTIONS IN MAMMALS 
METHOD OF MODULATING THI AND THl RESPONSE IN ACTIVATED T CELLS OF A HUMAN 

COMPRISING ADMINISTERING RIBA VHUN TO THE T CELLS IN A DOSAGE WHICH PROMOTF-~ THE 
THI RESPONSE AND SUIPPR~ THE TH2 RESPONSE 

TREATING MALE PATTERN BALDNESS WITH IUS TO 3 MG/DAY 
METHOD OF PERFORMING NMR IMAGING WITH A PATIENT COMPRISING ADMINl~'TERING TO THE 

PATIENT AN EFFECTIVE AMOUNT OF CONTRAST AGENT DISCLOSED IN THE CLAIMS 
IMAGING A BODY TISSUE AND SUBJECTING TO NMR TOMOGRAPHY, ADMINISTERING AN AMOUNT 

OF PHARMACEUTICAL AGENT FOR AFFECTING THE REI.AXA TION TIMES OF ATOMS IN BODY 
TISSUES UNDERGOING NMR DIAGNOSIS. WHEREBY THE IMAGE CONTRAST IN ENHANCED •••• 

TREATING OR CONTROLLING OCULAR INFLAMMATION WHICH COMPRISES TOPICALLY 
ADMINl~'TERING TO THE AFFECTED EYE A COMPOSITION COMPRISING A NSAID, A POL \'MER.IC 
QllATERNARV AMMONIUM COMPOUND AND BORIC: ACID 

TREATMENT OF ACUTE MIGRAINE ATTACKS 
FOR SHORT-TERM TREATMENT ACflVE DUODENAL ULCER. MAINTENANCE THERAPY FOR 

DUODENAL ULCER PATIENTS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE ULCER. SHORT­
TERM TREATMENT ACTIVE BENIGN GASTRIC ULCER & GERO, PATHOLOGICAL 
HVPERSECRETORY CONDITIONS 

llSE OF FOLLITROPIN ALPHA ALONE IN IN-VITRO FERTIUZA TION 
TOPICAL ADMINISTRATION 
PLATELET AGGREGATION INHIBITORS 
TREATMENT OF SEBORRHEA DERMATITIS IN HUMANS 
PHOSPHATE BINDING 
TREATMENT OF RHEUMATOID ARTHRITIS 
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NIIDIPTlotl MD OlC OM ~T 
MTltlT MD PCI.UIIYITY MTA 

~ end PD repreMnt hdlatrlc ll!ltcluaMty 

APPLINCID IIIGIRIOTNME;TMNNME PATENT PAl!lll'IHD EltCL USE EKCLl,'S EltCLUS ... NUMHR UtPIRH CODI! CODI! l!KPIRH 

020tm002 CAMWfM ClllRTll;ATACMID 51""4 AN UI, 2011 U·3 lilCt! JUN 04, '2003 
5534534 NL 09 2013 
5103110 AN 11: 2011 
5705517 AN 11, 2011 

02ml 003 CAMWTM C,LEKl!Tll:ATACMD 51""4 AN 18, 2011 U·3 NCI! JUN 04, 2003 
5534534 NL 09, 2013 
5103110 AN 18, 2011 

" 
5705517 APR 18, 2011 

020838 004 CAMWTM Clll!KETIL;AlACMD 5196444 AN 18, 2011 U·3 NCE JUN 04, 2003 
5534534 NL 09, 2013 
5103110 APR 18, 2011 
5705517 AN 18, 2011 

020896 001 CAHCITAIIIIIIE;Kl!LOOA lilCt! APR 30, 2003 
020896 002 CAHCITAlll":iKl!LOOA lilCt! APR 30, 2003 
020712 001 CARIMAHPI :CAHATROL 5326570 NL 05, 2011 U·215 
020712 002 CARIMAHPlllll!•CAHATROL 5326570 NL 05, 2011 U·215 
019972 001 CAIITEOLCIL ~IIILORIM;OCUPRHS 4309432 JAN 02, 2000 
020297 001 CARYEDILOl;COREG 4503067 MM 05, 2007 U·3 

5760069 JUN 07, 2015 U·233 
020297 002 CARYEDILOl;CORl!G 4503067 MAit 05, 2007 u-:s 

5760069 JUN 07, 2015 U•233 
020297 003 CAltYED I LOL; CORl!G 4503067 MAR 05, 2007 U•3 

5760069 JUN 07, 2015 U•2:S:S 
020297 004 CARYEDILOL;CORl!G 4503067 MAR 05, 2007 U•3 

5760069 JUN 07, 2015 U·ZJ:S 
020714 001 ClilLORllll!KIDIIIII! GLUCONAlE;HRIOCNIP NP MAY 15, 2001 
02023I 002 CINUIDlllll!;lAGAMH NI 0•41 JUN 05, 2001 
020369 001 CIPROflOIIM:111 NYOROClilLORIDE;CllOIWI 4670444 JUN 02, 2004 U•223 IIOF MAR 30, 2001 
020805 001 CIPROflOIIACUI NYOROClilLORIM;CINO NC 4670444 MC 09, 2003 NC FEB 10, 2001 

41944902 FEB 11, 2008 
019147 001 CIPROfLOIIACIN;CIPIO 1-164 SF.P 11, 1999 

1·245 JUN 03, 2000 
ozone 001 CIPRC>f'LOKACIN;CINO 4670444 DEC 09, 2003 
ozone 002 CIPROflOIIACIN;CINO 4670444 DEC 09, 2003 
019157 001 CINOFLOIIACIN;CINO 1111 MIUROSE 51 1-164 SEP 11, 1999 

1-245 JUN 03, 2000 
0191558 001 CIPROfLOIIACIN;CINO 1111 DIUN ClilLOllll>E 0.91 1-164 SEP 11, 1999 

1-245 JUN OJ, 2000 
020551 001 CISATilACURIUN HSYLAYE;IIIINIIIK D·48 OCT 15, 2001 
020551 002 CISATilACURIUN HSYLAil!;IIIINHK NIISERYATIYE FREE D·48 OCi 15, 2001 
020551 003 CISAfilACURBUN HSYLATE;tllNHX PRESERVATIVE FREE D·48 OCT 15, 2001 
020822 002 CITALOPRM ~IN;CELEKA lilCt! NL 17, 2003 
02CIZZ 003 CITALOPRMI ~IM;CELEKA NCE NL 17, 2003 
020822 004 CllALOPRAM ~IM;CEI.EIIA IIICE NL 17, 2003 
020839 001 CLOPl~l IISULFATE;PLAYIX 4529596 NL 05, 2003 

4847265 FEIi 12, 2008 
5576328 JAIi 31, 2014 

017922 001 MSNONIIUIII ACHAiE;DOAYP 5763407 MC 23, 2013 
01ffl2 002 MSNONIISSUI ACHATE;DOAYP 5763407 MC 23, 2013 

. ~ 
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PRHCIIPTICIN AND OTC HUG PRODUCT 
PATIENT AND EXCLUSIVITY CATA 

-no and PEI represent Pediatric Ekclualvlty 

APPL/PD INUIEDIENT NMIE; TRADE NMll PATENT PATENT/HD EICCL USE EICCLUS EICCLUS .... 11\NEII EXPIRES CClDE CODE EXPIRES 

011922 003 NSNGPUSSIN ACUATE;OOAVP 5'16S407 NC 23, 2013 
011931 001 NSNGPUSSIN ACETAlE;tOAVP 5'16S407 NC 23, 2013 
011931 002 NSMllfHSSIN ACETATE;OOAVP 576S407 0£C 23, 2013 
019955 001 NSN0PRESSIN ACETATE;OOAVP 5163407 DEC 23, 2013 1·40 MAR ZS, 2001 
019955 002 NSMllfHSSIN ACETATE;OOAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
OZ0713 001 NSOGESTREL;NlftCETTE MP APR ZZ, Z001 
020344 001 NICFENFLURANINI! NYDROCNLORIDE;REDUX 4309445 FEIi 19, 2004 U-133 
020809 001 DICLOFENAC SODIUM;DICLOFENAC SODIUM 5603929 NOV 16, 2014 U·239 

5653972 1tOV 16, 2014 U·239 
OZ0037 001 DICLOFENAC SODIUM;VOLTAREN H!13 FEIi 25, 2001 
020148 001 DINYDIIOtftOOTANINI! NESYLATE;NIGIIANAl 4758423 JUI. 31, 2001 

4462983 JUI. 31, zoo, u-221 
5169849 DEC 08, 2009 

U·227 
020401 001 DILTIAZEN NYDROCNlORIN;TIAZAC 1·133 JAN 30, 2001 
020401 002 DllTIAZEN NYDROCNLORIN;TIAZAC 1·133 JAN 30, 2001 
020401 003 DILTIAZEN NYOROCNlORIN;TIAZAC 1-133 JAN 30, 2001 
020401 004 DllTIAZEN NYOROCNlORIDE;TIAZAC 1-133 JAN 30, 2001 
020401 005 DILTIAZEN NYOROCNlORIOE;TIAZAC 1·13:S JAN 30, 2001 
020449 001 DOCETAXEl;TAXOTERE 1·231 JUN 22, 2001 
020690 001 OONl!PEZll NYOROCNLORIDE;ARICEPT 4895841 ltOV 25, 2010 
020690 002 OONl!PEZIL NYDROCIILC ... ;,:";ARICEPT 4895841 ltOV 25, 2010 
020869 001 OORZOLAHIOE IIYDROC'. ,LOR iOE; COSOl>T NC APR 07, 2001 
020972 001 EFAVIREIIZ;SUSTIVA NCE SEP 17, Z003 
020972 002 EFAVIRENZ;SUSTIVA NCE SEP 17, 2003 
020972 003 EFAVIRENZ;SUSTIVA NCE SEP 17, Z003 
020164 001 ENOICAPARIN SODIUM;LOVENOX 1·217 JAIi 30, Z001 

1·222 MAR 27, 2001 
020164 002 IENOICAPARIN SODIUM;LOVENOX 1·222 MAR 27, 2001 

1·217 JAN 30, 2001 
020738 004 EPltOSARTAN MESYLATE;TEVETEN 5185351 FEIi 09, 2010 U·3 0·40 OCT 28, 2001 
020738 005 EPROSARTAN MESYLATE;TEVETEN 5185351 FEB 09, 2010 U·3 0·40 OCT 28, 2001 
020718 001 EPTIFIBATIOE;INTEGIIILIN 5756451 NOV 11, 2014 NCE MY 18, 2003 

5686570 NOV 11, 2014 
5807825 SEP 15, 2015 U·244 

020718 002 EPTIFIBATIDE;INTEGIIILIN 5756451 NOV 11, 2014 Nee MAY 18, 2003 
5686570 NOV 11, 2014 
5807825 SEP 15, 2015 U-244 

020907 001 ESTRADIOL;ACTIVELLE NC NOV 18, 2001 
1·242 NOV 18, 2001 

020375 003 ESTRADIOl.;CLIMARA 5223261 JUN 29, 2010 
020870 001 ESTRADIOL;CNIPATCN NP AUG 07, 2001 
020870 002 ESTRADIOl.;COMBIPATCN MP AUG 07, 2001 
020527 ooz ESTROGENS, CONJUGATED;PRENPNASE 14/14 5547948 JAN 17, 2015 
020527 001 ESTROGENS, CONJUGATED;PRENPRO 14/14 5547948 JAN 17, 2015 
083209 001 ESTROGENS, ESTERIFIED;ESTRATAI 1·214 MAR 10, 2001 
006715 001 ESTROGENS, ESTERIFIED;ESTRATAI 1·214 MAR 10, 2001 
020363 001 FAMCICLOVIR;FMVIR NCE JUN 29, 1999 

1·232 JUN 12, 2001 
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NISCIUPTICIII MID OTC NUS NC!IUCT 
PAYUT MID IIICI.UllVl'fY IMTA 

.,_ and PD repreHftt Pediatric: ll!ac:lualvlty 

.... ,,. iNlt&IUT IIWIII!; TUN IIWIII! NTUf NTUl/PD IEICC\. USIE l!IICI.US EICClUS -· -- EICPIIIH CODI! CODI! IICPllll!II 

OZIJ6Jee2 FMICIClCNlll:FMVIR 1·2U JUN 12, zocn 
OZll6J 003 FMICIClCNlll:FMVIII 1·252 JUN 12, 2001 
oaJZSIOI FMD'fl91111!;Pl!PC19 AC 0·47 tfflV 09, 2001 
119511 114 FMOTl9l11E;Pl!PCl9 PIIHERYATIVE Flll!E UIJ40I oc, 15, 20IO 
121752 I01 FMOTl91111!;Pl!PC!t RPO 421540I oc, 15, 20IO 

4305512 HC 15, 1991 
4311516 JAN 31, 20IO U•V.1 

020752 002 FMOTll>IIIE;Pl!PCID RPO 421540I oc, 15, 20IO 
4315502 HC 15, 1991 
4371516 JAIi 31, 20IO U·241 

020625 eo, FEXOFEIN INE IIYDROClllCllt IH;AllEGRA 4254129 FH 18, 2001 u-139 

fl20786 001 FE!Wt ENA!> I NE IIYDROClllOII, ii!! : AllEGIIA ·D 4254129 FEB HI, 2001 DICE JUI. 25, 2001 
5375693 AUG 03, 2012 
5578610 NOV 26, 2013 

020788 001 FIIIASTERIH;PIIOPECIA 5547957 OCT 15, 2013 U·236 
0201IO I01 FIIIASTERIH;PROSCAR 1·221 MR 20, 2001 
018830 001 FlECAINIH ACETAlE;TAMOCOII 4642384 ma to, 2004 
018830 002 FlECAINIDE AttTATE;lAMIOCOR 4642384 FEIi 10, 2004 
018830 00] FlECAINIDE ACElATE;TNffllXOR 4642384 FEIi 10, 2004 
018830 004 FLECAINIDE ACETATE;TAMOCOII 464Z384 FU 10, 2004 
011554 001 flUTMIDE;EUlEXIN 4472382 SEP 18, 2001 U·24 

5712Z51 SEP 111, 2001 U•216 
020121 001 FLUTICASM NOPIONAlE;FlCIIIASE 1·224 OCT 31, 2000 
020378 001 FOLlllROPIN ALFA/IIETA;GCIIIAl·F 45119402 JUI. 26, 2004 U·242 

5767251 JUN 16, 2015 
020378 002 FOLllTROPIN ALFA/IETA;GCIIIAl·F 45119402 JUL 26, 2004 U·242 

5767251 JUN 16, 2015 
020961 001 FCJNIVIRSEN SCOIUM;VITIIAVENE PRESERVATIVE FREE NCE AUG 26, 2003 
020450 001 FOSPIIENYTOIN SCOIUM;CEREIYX 4260769 Al'R 07, 2003 
020235 001 ..AIIAIPIENTIN;NEUIIONTIN D·43 SEP 29, 2001 
020135 002 GA8Al'ENTIN;NEURONTIN D·43 SEP 29, 2001 
020235 00:S c.AIAPENTIN;NEURONTIN D·43 SEP 29, 2001 
020882 001 c.AIAPENTIN;lll!URCIIITII 4087544 JAN 16, 2000 

41194476 MAY 02, 2008 
5084479 JAN 02, 2010 

020882 002 c.AIAPEITIN;NEURDNTIN 4087544 JAN 16, 2000 
41194476 MAY 02, 2008 
5084479 JAN 02, 2010 

019596 001 GADOP£NTETATE DINEGlUMllll!;MAGNEVIST 5560903 OCT 01, 2013 
020460 001 GANCICLCNIR;CYTCNENE 4423050 MAY 21, 2001 U·64 

4642346 JUN 24, 2005 
4507305 MAY 12, 2001 U-64 

020509 001 GEMCIT Al 1111! IIYDROCNLOII IH ;GEJCZAII 1·234 AUG 26, 2001 
020509 002 GEMCI TABIIII! IIYDROClllORIH;GtMZAlt 1·234 AUG 26, 2001 
020695 001 GREPAFlOXACUI IIYDROCNLORIH;IIAXM 5563138 OCT 08, 2013 
020811! 001 IIYDROCNLOROTtUAZIH;DIOVAN NCT 5399578 MAIi 21, 2012 U·3 DICE DEC 23, 2001 

NC MAIi 06, 2001 
020818 002 MYNOCNLOROTMIAZIDE;DIOVAII NCT 5399578 MAIi 21, 2012 U·3 NCE DEC 23, 2001 

NC MAR 06, 2001 

• .t. 
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NHCRIPTICII N OTC DM PINIDUCT 
PATIENT N UC\.USIVITY DATA 

.,. end PR ...-ent Pediatric taclU11lvfty 

APPl/PICJD INtlllOT NMt; TIAH NMt PATOT PATENT/PR l!XCL uu EXCLUS EXCLUS ..... tu&lt EXPlltH COD£ COD£ EXPlltH 

am 001 ~ alTMTIAlli;VICONOFlN 4587252 DEC 18, 2004 U•'S'S 
016-"95 002 tlYIIOITU.U;IIIOltlA 001! FH 25, 2005 
016295 003 ~A;DIOICIA OOE FEB 25, 2005 
016295 004 NYIIOITUIIEA;DIOICIA ODE FEIi 25, 2005 
019771 001 IIIUNOfEll;ADVIL COI.D AND SIIIUS 4552899 NOV 12, 2002 

4552ffl-PEO ""' 12, 2003 019833 002 IIIUNOfEll;CHILDltlN'S ADVIL 4118220 NOV 29, 2005 
4118220*11£0 MAY 29, 2006 

020589 001 IBUPIIOFEN;CHILDltlN'S ADVIL 4118220 JUL 08, 2007 NP JUN 16, 1998 
4118220*11£0 JAN 08, 2008 PED DEC 16, 1998 

020516 001 llllUPROFEN;CNILDitfll'S IIOTltltl 5374659 DEC 20, 2011 NP JUN 16, 1998 
5374659*11£0 JUN 20, 2012 PED DEC 16, 1998 

020601 001 IIIIUPROFEN;CHILDitfN'S IIOTRIN 5215755 JUN 01, 2010 NP NOV 15, 1999 
5215755*PED DEC 01, 2010 PED MAY 15, 2000 

020603 001 IBUPIIOFEN;CHILDREN'S IIOTRIN 5374659 DEC 20, 2011 NP JUN 16, 1998 
5374659•11£0 JUN 20, 2012 PED DEC 16, 1998 

020267 002 IIIIUPROFEN;JUNIOR STRENGTH ADVIL NP JUN 16, 1998 
PED DEC 16, 1998 

020601 003 IIIIUPROFEN;JUNIOR STRENGTH IIOlRIN 5215755 JUN 01, 2010 NP NOV 15, 1999 
52157556 PED DEC 01, 2010 PED MAY 15, 2000 

020602 001 IIIIUPROFEN;JUNIOR STRENGTH IIOlRIN NP JUN 16, 1998 
PED DEC 16, 1998 

019842 001 IIIIUPROFEN;IIOTRIN 5374659 DEC 20, 2011 
5374659*PED JUN 20, 2012 

020135 001 IIIIUPROfEN;IIOTRIN 5215755 JUN 01, 2010 
5320855 JUN 14, 2011 
5215755*11£0 DEC 01, 2010 
5320855*PED DEC 14, 2011 

020135 002 IIIIUPROFEN;IIOTRIN 5215755 JUN 01, 2010 
5320855 JUN 14, 2011 
5215755*PED DEC 01, 2010 
5320855*PED DEC 14, 2011 

020812 001 IIIIUPROFEN;PEDIATRIC ADVIL NP JUN 16, 1998 
PED DEC 16, 1998 

lk"0903 001 INTERFERON ALFA·21;REBETRON 4530901 JUL 23, 2002 NP JUN 03, 2001 
4211771 JUL 08, 1999 U·234 
5767097 JAN 23, 2016 U-235 

020923 001 IO't'ERSOl;OPTIRAY 240 4396596 DEC 30, 2002 
020923 002 iCWERSOl;OPTIRAY 320 4396596 DEC 30, 2002 
020923 003 ICWERSOl;OPTlltAY 350 4396598 DEC 30, 2002 
020393 001 IPIIATROPIIM llt<IIIDE;ATRCWENT 1·223 APR 01, 2001 
020394 001 IPRATROPIIM llt<IIIDE;ATROVENT 1·243 NOV 09, 2001 
020571 001 IRIIIOTECAM IIYIIIOCNLllltlDE;c»lPiOSM 4604463 AUG 20, 2007 
020083 001 ITRACOHAZOI.E;SPllltANOX 5633015 MAY 27, 2014 
020657 001 ITRACONAZOLE;SPllltANOX 4267179 JUN 23, 2000 

5707975 JAN 13, 2015 
4727064 FEI 23, 200~ 

019927 001 KETOCONAZOLE;NIZllltAl 4942162 FEIi 11, 2003 
020310 001 KETOCONAZOI.E;IIZORAl A·O 4942162 FEB 11, 2003 U·245 

4335125 JUN 15, 1999 
5456851 APR 07, 2014 
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NHCIUPTICIII Ml 01C IMIUI NCIIUC1 
M1lN1 Ml IICCI.UIIVl1Y U1A 

6NI end PED r.,.-uent Pediatric Exclualvlty 

APPL/NOD INIDIINI lfANE; IUDI lfANE MIHl PAlEIII/ND EICCL USE EICCLUS EICCLUS .... .... EIIPIRH CODE C1lOI EXPlltH 

OZR41 001 lMIDIIIGINE;LMICfAI. COE AUG 24, 2005 
l·l31 AUG 24, 2001 

020241 002 LMIDTltlGINE;LMICfAI. COE AUG 24, 2005 
1·238 AUG 24, 2001 

020241 00:S LMIDIIIGINE;LMICIAL ODE AUG 24, 2005 
1-2:sa AUG 24, 2001 

020241 004 lMIDTltlGINE;lMICTAL COE AUG 24, 2005 
1·238 AUG 24, 2001 

020241 005 LMIDTRIGINE;LANICIAI. ODE AUG 24, 2005 
1·238 AUG 24, 2001 

020241 006 LMIDTRIGINE;LANIClAI. ODE AUG 24, 2005 
1·238 AUG 24, 2001 

020764 001 LMIDTRIGINE;LANIClAI. CO 5698226 JAIi 29, 2012 ODE AUG 24, 2005 
4602017 JUL 22, 2008 U·106 I ·238 AUG 24, 2001 

020764 002 LANOTRIGINE;LANICTAL CO 5698226 JAIi 29, 2012 ODE AUG 24, 2005 
4602017 JUL 22, 2008 U·106 I ·238 AUG 24, 2001 

020764 003 LANOIRIGINE;lANICTAL CO 5698226 JAN 29, 2012 ODE AUG 24, 2005 
4602017 JUL 22, 2008 U· 106 I ·238 AUG 24, 2001 

020406 001 LANSOPRAZOI..E;PREVACID I ·227 MAR 12, 2001 
D·42 JUL 20, 2001 

020406 002 LANSOPRAZOI..E;PREVACIO 1-227 MAR 12, 2001 
0·42 JUL 20, 2001 

020905 001 LEFLUNONIDE;ARAVA 4284716 DEC 13, 1999 U·247 NC£ SEP 10, 200:S 
4351841 DEC 13, 1999 U·247 
5679709 OCT 21, 2014 U·247 

020905 002 LEfLUNONIDE;ARAVA 4284716 DEC 13, 1999 U·247 NC£ SEP 10, 200:S 
4351841 DEC 13, 1999 U·247 
5679709 OCT 21, 2014 U·247 

020905 00:S LEflUNONIDE;ARAVA 4284786 DEC 13, 1999 U-247 NCE SEP 10, 2003 
4351841 DEC 13, 1999 U·247 
5679709 OCT 21, 2014 U·247 

020807 001 LEPIRUOIN;REFLUl>AN 5180668 JAN 19, 2010 ODE MAR 06, 2005 
NCE MAR 06, 2003 

019732 001 lEUPROLIDE ACETATE;LUPIION OEl'Ol 5716640 SEP OZ, 2013 
020011 001 LEllf'ltOI..IDE ACEIATE;LUl'IOel OEl'OT 5716640 SEP 02, 2013 
020517 001 LEUPROLIOE ACETATE;lllf'RON OEl'OT 5716640 SEP 02, 2013 
02026:S 002 LEUPROLIDE ACITATE;LUl'IOel DEPOJ·PEO 5716640 Sf.P 02, 2013 
020263 003 lEUPROLIH ACETAIE;LUPRON DEl'OT·PEO 5716640 :.EP 02, 2013 
020263 004 UUPROLIH AaiATE;LUl'IOel DEPOT·PEO 5716640 St:P 02, 2013 
020263 005 LEUPIOI..IH ACETAIE;LUPION OEl'OT·PEO 5716640 SEP fl2, 2013 
02026:S 006 LEUPROl.10£ ACITATE;Lllf'RON DEl'Ol·PEO 5716640 SEP 02, 2013 
020708 001 LEUPROLIH ACITATE;LUPRON DEl'Of·3 5716640 SEP 02, 2013 
020517 002 LEUPROLIH ACETATE;LUl'IOel OEl'OT·4 5716640 SEP 02, 201:S 
019941 001 UDOCAINE ;EIU 1·215 FEB 04, 2001 
020962 001 L IOOCAINE;EMU NP FEB 04, 2001 
020606 001 LOPERAMIDE NVDROCNLORIOE;IOIOOIUN ADVANCED 5716641 MAY 21, 2012 U·226 
020803 001 LOTEPREDNOI. ETAIKIHAlE;ALREX 4996335 FEIB 26, 2008 NCE MAR 09, 2003 

5540930 OCT 25, 2013 
020583 001 LOTEP',EONOI.. ETAIKIHATE;LOTEMAIC 4996335 FEit 26, 2008 NCE MAR 09, 200:S 

55409]0 OCT 25, 2013 

• ~ 
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NHCIIPTICIN Mt OTC DM11 NODUCT 
PAfilT Mt IEltCI.USIVITY tA1A 

"PD and ,n ...-eaent Pediatric IEachalvfty 

APPl/PIIClO IIMIRRHll1 ttMIE; 1MH ttMIE PA11ENT PA11EITIPIEO EXCl USI EXCLUS IEXCLUS 
11\NElt NlN!lt EXPIRES CODI! CODE EXPlltH 

ROM1 001 lOTIPREDIOI. ETAIOIMTE;lOTUIAX 4996335 HI 26, 2008 ICE MR 09, 200:S 
5540930 OCT 25, 2013 

019832 OOJ MFINIH ACETATE;SULFMYLOII NOF JUI 05, 2001 
OH JUI 05, 2005 

020652 001 MNGAFODIPllt lltlSOOIUM;TESLASCAII 49"456 JUN 12, 2007 
4992554 FH 12, 2008 
5091169 FH 25, 2009 
5223243 JUN 29, 2010 U•237 
4647447 MAR 03, 2004 U·238 

019618 001 MESALMIIIE;ROIMSA 4657900 APR 14, 2004 
ltUR39 MY 12, 2004 

020208 001 METltOllll>AZOI.E;MElROCEL·VAlilNAL 0·40 NAY 16, 2000 
020901 001 MElltOllll>AZOI.E;MElltOLOTION NDF NOV 24, 2001 
020827 001 MICONAZOLE llllltATE;MONISTAT 3 NP MR :SO, 2001 
018654 001 MIDAZOLM IIYl>ltOCNLOltlDE;VERSED 4230957 DEC 20, 1999 

4230957"'PED JUN 20, 2000 
018654 002 MIDAZOLM IIYl>ltOCNLOltll>E;VEIISED 4230957 DEC 20, 1999 

4230957"'PED JUN 20, 2000 
020942 001 MIOAZOLM IITOROCHLOIIIDE;VERSED 4230957 DEC 20, 1\JQ9 f'ED APR 15, 2002 

4230957*PED JUN 20, 2000 IIDF OCT 15, 2001 
020415 003 MIRTAZAPIIIE;REMERON IICE JUI 14, 2001 
020762 001 MONEiASOIIE FUROATE MDIIDNYl>RAlE;NASOIIEX 4472393 SEP 18, 2001 
020829 002 l'IONTELUKAST SOOIUM;SINGUI.AIR 5565473 NOV 30, 2010 U·228 IICE FEIi 20, 2003 
020830 001 MONTELUKAST SOOIUM;SIIIGUI.AIR 5565473 NOV 30, 2010 U·228 IICE FEIi 20, 2003 
020763 001 NARATRIPTAN IIYOROCHLOIIIDE;AMERGE NCE FEIi 10, 2003 
020763 002 IIARATRIPTAN IIYOROCIILORIDE;AMERGE NCE m1 10, 2003 
020636 001 NEVIRAPIIIE;VIRMUIIE 0·49 SEP 11, 2001 
020933 001 IIEVIRAPINE;VIRMUIIE NDF SEP 11, 2001 

NCE JUN 21, 2001 
020536 001 NICOTIIIE;IIICOTIIOL 4915950 FEB 12, 2008 
020555 001 NIZATIOIIIE;AXID Alt 1·220 APR 01, 2001 

0·39 APR 01, 2001 
020799 001 OFLOl<ACIN;FLOl<IN IIDF DEC 16, 2000 
020688 001 OLOPATADIIIE IIYOROCIILOltlDE;PATAIIOL 5116863 DEC 18, 2010 
019810 001 MPftAZOLE;PRILOSEC 1·229 JUI 29, 2001 
019810 002 MPRAZOLE;PRILOSEC 1·229 JUN 29, 2001 
020932 002 OXYCOOOIIE HTOltOCHLOltlDE;ltOXICOOOIIE NS OCT 26, 2001 
020262 001 PACLITAXEL;TAXOL 1·226 APR 09, 2001 

1·230 JUN 30, 2001 
020819 001 PAltlCALCITOL;ZEMPlAlt NCE APlt 17, 2003 
020710 001 PAROl<ETINE HYOROCHLOltlDE;PAXIL 5811436 SEP 22, 2015 
020237 001 PILOCARPINE IIYOROCIIUIRIDE; SALAGEN ODE FEI 11, 2005 

1·212 FEIi 11, 2001 
020451 001 PORFIMEII! SODIUM;PIIOTOfltlN 5145863 DEC 15, 2009 U·129 
020667 001 PRMIPEXOLE DIHYOROCMLOIIIDE;fURAPEX 4886812 DEC 12, 2006 

4843086 JUN 27, 2006 U·231 
020667 002 HMIPEXOLE O I ll'fOltOCIILOII IDE;MIIIAPEX 4886812 DEC 12, 2006 

4843086 JUN 27, 2006 U-231 
020667 003 l>llAM I PEXOLE O I IIYOROCIILOII IDE ;IU IIAPEK 4886812 DEC 12, 2006 

4843086 JUN 27, 2006 U-231 
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PRISCRIPTICIII AIID OTC IMlUG NC!DUCT 
PATENT M9 EXCUISIVllY DATA 

...U and PU r....,.t Pediatric Exclusivity 

Affl./NOD IIIGIIEOIENT NANIE; TRAllf! NAN1E PATENT PATHf/HD EXCL USE IEXCLUS l!XCLUS --· IIUMKR EXPIRIES CCX>E CCX>E EXPIRES 

OH667 004 NMIHXOLE DIIIYNOCIII.ORIDE;MIRANX 4886812 DEC 12, 2006 
4843096 M 27, 2006 U·231 

020667 OD5 PRMIHXOLE DIIIYNDCNLORIDE;MIRANX 4886812 DEC 12, 2006 
4843096 M 27, 2006 U·231 

819191 002 PRAVASTATIN SODIUM;HAYACHOl 1·225 MAR 27, 2001 
019191 083 PRAVASTATIN SODIUM;HAVACHOl 1·225 MAR 27, 2001 
819191 004 PRAVASTATIN SODIUMfPRAVACHOl 1·225 MAR 27, 2001 
019781 001 PROGESTUONE;NOME RIUM NP MA\' 14, 2001 
019627 002 PROPOFOl;DIPRIVM 5731355 MAR 22, 2015 U·217 

5731356 MAR 22, 2015 U·218 
020815 001 RALOKIFENI! N\'OROCltlORIDE;EVISTA 4418068 APR 03, 2001 

5393763 JUL 28, 2012 U·114 
5457117 JUL 28, 2012 U·114 
5478847 MAR 02, 2014 U·114 

020520 001 RAIIITIDINE NYl>ltOCltlORIDE;ZAIITAC 75 1·228 M 08, 2001 
021024 001 RIFANNTINE;HIFTIN ltCE JUN 22, 2003 

00£ JUN 22, 2005 
020835 001 RISEDRCIIIATE SOOIUM;ACTONEl 5583122 DEC 10, 2013 U·222 ltCE MAR 27, 2003 
020272 005 RISPERIDONE;RISHIIOAL 5158952 OCl 27, 2009 0·37 OCT 17, 2000 
020864 001 RIZATRIPTAII IENZOATE;MAXALT 5298520 JAN 28, 2012 U-240 NCE M 29, 2003 

5602162 MA\' 10, 20~5 U·240 
020864 002 RIZATRIPTAN IENZOATE;NAXALT 5298520 JAN 28, 2012 U·240 NCE JUN 29, 2003 

S602162 NA\' 10, 2015 U·240 
020865 001 RIZATRIPlAN IENZOATE;NAlCALT·MLT 4305502 DEC 15, 1998 NCE M 29, 2003 

5298520 JAN 28, 2012 U·240 
4758598 DEC 15, 1998 
4371516 FU 01, 2000 
5602162 MAY 10, 2015 U·240 

020865 002 RIZATRIPTAN HNZOAlE;NAlCALT·MLT 4305502 DEC 15, 1998 NCE M 29, 2003 
5298520 JAN 28, 2012 U·240 
4758598 DEC 15, 1998 
4371516 FU 01, 2000 
56021o2 MAY 10, 2015 U·Z40 

020533 001 ROPIVACAINE MYOROCltLORIDE HONO!t\'DRATE;NAROPIN 4870086 JUL 28, 2010 
020533 003 ROPIVACAINE NYDROCNLORIDE HONO!t\'DIIATE;NAROPIN 4870086 JUL 28, 2010 
020533 004 ROPIVACAINE NYOROCltLORIDE HONOMYDRATE;NAIIOPIN 4870086 JUL 28, 2010 
020533 005 ROPIVACAINI! IIYOIIOCNLORIDE HONOM\'DRATE;NAROPIN 4870086 JUL 28, 2010 
020772 001 SACROSIDASE;SUCRAID ODE APR 09, ZOOS 

NCE APR 09, 2003 
020236 001 SALMETEROL XINAFOATE;SEREVENT 5126375 FEB 12, 2008 I ·216 FEB 05, 2001 
020692 001 SALMETEROL XINAFOATE;SEREVENT 5225445 FEIi 12, 2008 U·Z11 1·237 SEP 25, 2001 

5380922 JAN 10, 2012 1·236 SEP 25, 2001 
5590645 MAR 01, 2011 
5126375 FEIi 12, 2008 
0342994 JAN 04, 2008 

020828 001 SMIUINAVIR;FORTOVASE 5196438 NOV 19, 2012 
020443 001 S£Rl40RELIN ACETAVE;GEREF 4517181 MAY 14, 2002 

4703035 DEC 28, 2004 
020443 002 SElmO!ltELIN ACETATE;GEREF 4517181 MAY 14, 2002 

4703035 DEC 28, 2004 

.. 
• • 
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PfffflUPTIOII MID OTC NlNi NCIDUC1 
PA1HT MID IEXCI.Ulmnn DATA 

•m and m ...-ent Pediatric E1u::loalvltv 

APnlflltelO llfflfl:DIENT ttAME: TIIM! ltAME PAUll1 PATHl/i>U EIICL USE EKCLUS UICI.I.IS 
liUNKlt ~· EXPIRES COOE COOi: EKPIIIH 

020697 002 lOLCAPOIIE;lAS!Wt 5236952 AUG 11, 2010 ltCE JAN 29, 2003 
5476875 DEC 19, 2012 U·219 

020171 001 VOLTEROOIH TAIITIIATE;HTROL 5382600 JAN 17, 2012 NCI: MR 25, 2003 
020771 002 TOLTERmlllE TAIITRATE;D;;TROL 5382600 JAN 17, 2012 NCI: MAIi 25, 2003 
020844 001 TOPIRAMTE;TOPAMX SPRINKLE NCE !>EC 24, 2001 
020844 002 TOPIRAMTE;TOPAMX SPRINKLE NCI: !>EC 24, 2001 
020844 003 TOPIRAMTE;10PAMX SPRIHLE Itel: !>EC 24, 2001 
020671 001 TOPOTECAN aYDROClllORIDE;NYCMTIN 5004758 MY 28, 2010 
020137 002 TORSEMll>l:;l>l:NMEX D·38 FH 13, 2001 
020281 001 TltAl'NOL. IIYOROCM.ORll>l:;UL TRAM 0·44 AUG 21, 2001 
020281 002 TRAMOOL IIYDROClllORIH;UL TRM 0·44 AUG 21, 2001 
020528 001 TRANOOLAPRIL;MVIK 5744496 APR 28, 2015 U·229 
020528 002 TRANOOLAPRIL;MVIK 5744496 APR 28, 2015 U·229 
020528 003 TRANOOLAPRIL;MAVIK 5744496 APR 28, 2015 U·229 
020719 001 TROtl.lTAZONE;PHlAY 4572912 NOV 09, 2008 
020719 002 TIIOOll1AZONE;PRELAY 4572912 NOV 09, 2008 
020719 003 TROtl.lTAZONE;PRELAY 4572912 NOV 09, 2008 
020720 001 TIIOOl 11AZONE ;RUUL IN 4572912 NOV 09, 2008 
020720 002 TIIOOllTAZONE;REZULIN 4572912 NOV 09, 2008 
020720 003 TROtl.lTAZONE ;REZUL IN 4572912 NOV 09, 2008 
0205l6 001 UREA, C·13;NERETEK UBT KIT (U/ "IIANACTIN) 4830010 OCT 27, 2009 u-147 
020675 001 URDIOL;UHO 4059660 AUG22,2006 
020892 001 VA\.UICIN;YALSTAII PRESERVATIVE FREE NCE SEP 25, 2003 

ODI! SEP 25, 2005 
020699 001 YENLAFAJUNE lln>IOClllORIDE;EFFENOR lffl 4535116 DEC 13, 2007 
02l69t 002 YENLAFAXINE IIYIROClllORIDE;EFFENOR lffl 4535116 DEC 13, 2007 
020699 003 YHLAFAXIR Nn>IOClllORIDE;UFENOR lffl 4535116 DEC 13, 2007 
020699 004 YENLAFAXIR lln>IOClllORIDE;IEFFENOR lffl 4535116 !>EC 13, 2007 
020388 001 YIIIORELIINE lARTRATE;MYELBIIIE 4307100 JUL 08, 2002 
020547 001 ZAFIRLUKAST;ACCOLATE 4859692 SEP 27, 2010 
020471 001 ZllEUTOll;ZVFLO 4873259 MC 10, 2010 U·168 
020471 003 ZILEUTOll;ZVFLO 4871259 !>EC 10, 2010 U·168 

-U.S.~ Pl'lnllngOffice: tM-«14-72SI00004 
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Order Processing Code 
* 8240 

□ yes, enter my ~11bscriptlon as follows: 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEtrnc EQUIV Al.ENCE EVALUATIONS 

Charge your order. 
It's easy! 

subscriptions of APPROVED DRl"G PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS. ADP. 
and the monthly Cumulative Suppl~ms. for $78.00 per year. 

The total cost of my order is s ___ _ 
Imematlonal customers please add 15 % • 

Cii)·. SW=. ZIP C:ode 

~ Orll<:r :,.;o_ l~l 

Price includes regular shipping and handling and is subject to change. 

l'M" priffley pi!~, ~ ~ box ~= 
D Do not make my name available to other mailers. 

~~~of paymm: 

Check payable to Superintendcm of D.-x:uments 

GPO Deposit Accoum 

VISA or MasterCard 

Thank you for your order! 

(I0,9~) 

:\WI To: Superi~ of Do"~w. Government Printing Office, P.O. Box 371954 Pittshurgh. PA 15250-7954 
To FAX your c~ge ookr. call 1::02) 512-2250. 
To c~ri:: your subscription can 120:!l 512-1800. 
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