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1.6 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

Thls Cumulatlvc Supplemem is one of a series of monthly updates to the Approved Drug Products with

ers ] ! aluations, i8th Edition (the List). The List is composed of four parts:
appfoved prescnpﬂon drug pmducts with therapeutic equivalence evaluations. over-the-counter (OTC)
drug products that require approved applications as a condition of marketing. drug products with
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and
Research and products that have never been marketed. have been discontinued from marketing or that
have had their approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides. among other things. information on newly approved drugs and, if
necessary. revised therapeutic eguivalence 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, oaly the first active ingredient (in alphabetical sort) will
appear. In addition, the trade name will be displayed 1o the right of the active ingredient name for each
product. Also shown is the application number and product number (FDA's internal file number) for
reference purposes. All patents with their expiration dates are displayed for each application number.
Use patents are indicated with the symbol "U" followed by a number representing a specific use. 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 Infcrmation 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 not correspond with the month the drug product is approved and
published in the RX/OTC sections of the Cumulative Supplement.




1.2

Because all parts of the publication are subject to changes, additions. or deletions. the List must be used
in conjunction with the most current Cumuiative Supplement. Users may wish to piace 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 equivaience 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 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 Supplement of the 18th Edition List will then be added to the
"Discontinued Drug Product List” appearing in the [9th Edition.

A NT NA A

It is not practical to identify in the Cumulative Supplement each and every product involved when an
applicant transfers its entire line of approved drug products to another applicant, or when an
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transferred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.




It is also not practical to identify each and every product involved when an applicant name is changed
to meet internal publication standards (e.g.. MSD or Zenith [Former Abbreviated Names] are
changed. respectively. to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When
this occurs. each product involved (either currently in the Cumulative Supplement or in the following
year’s edition) will automatically reflect the new abbreviated name. Consequently, it will not appear as
an applicant 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 identified with an asterisk.

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)
ASTRA MERCK INC ASTRA PHARMACEUTICALSLP
(ASTRA MERCK) (ASTRA PHARMS)
ASTRA USA INC ASTRA PHARMACEUTICALSLP
(ASTRA) (ASTRA PHARMS)
DUPONT RADIOPHARMACEUTICALS DV DUPONT PHARMACEUTICALS COMPANY
(DUPONT) {(DUPONT PHARMS)
FUJISAWA USA INC AMERICAN PHARMACEUTICAL PARTNERS INC
(FUJISAWA) {AM PHARM PARTNERS)
JONES MEDICAL INDUSTRIES INC JONES PHARMA INC
(JONES MEDCL INDS) (JONES PHARMA)

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 (Zovirax) 800 mg tablet of the innovator. A generic firm 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 bioequivalence (1) 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 firm 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 shouild contact the Division of Bioequivalence, Office of
Generic Drugs.
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i.5

1.6

DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1%

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS). (1) Ciba’s NDA
20-037 for Voltaren and (2) Alcon’s NDA 20-809 for DSOS. Alcon was required to do a study comparing
their DSCS to Voliaren and to 2 placebo controf in post cataract surgical intflammation. 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
photophobia in patients undergoing corneal refractive surgery. Three years of Waxman-Hatch marketing
exclusivity was granted to Ciba for these two new uses.

Since the treatmeat of pain has a different site of action than the anti-inflammatory or photophobia
indications the Agency did not ;iave information to support a2 recommendation that the Alcon and Ciba DSOS
are therapeutically equivalent for 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 of Ciba’s marketing exclusivity.

FOL O ALFA AN TA

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

v TY PU ATION AND UPDATING PROCEDURES

The Approved Drug Products with Therapeutic Equivalence Evaluations files are available on Internet.
There is more than one media users may select to access these files.

Preface and ASCI! Text Files:

The 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: hittp://www.fda gov/cder/orange/obreadme.htm. The drug
product lists and the zipobtxt.exe files are updated concurrently with the publication of the annual edition or
monthly cumulative supplements. Appendix A and B are updated twice a year.

Preface and Searchable Query Database:

The Preface may be accessed using this URL: http//www.fda gov/cder/ob/docs/preface/ectablec]8.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.

vi




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 approved for both safety and
effectiveness under section 505 of the Federal Food, Drug. and Cosmetic Act. Excluded are approved drug products marketed by
distribwtors; 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
Drug Product
For this report, a drug product is the representation in the Prescription Drug Product List of an active moiety (molecular entity and its

salts, esters and derivatives) either as a singlc 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 firm under a particular generic or trade name.

New Molecular 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 combination.

vii




CATEGORIES COUNTED
DRUG PRODUCTS LISTED
SINGLE SOURCE
MULT1ISOURCE
THERAPEUTICALLY EQUIVALENT
NOT ICALLY EQUIVALENT
EXCEPTIONS

NEN MOLECULAR ENTITIES APPRONED
NUNBER OF APPLICANTS

'Amino atid-comtaining products of verving composiion (see Introduction, page xx of the List).

9624
2462 (25.6%)
052 (73.3%)
6673 (69.3%)
37 ¢ 4D
10 ¢ 1.1%)

551

L 241

2484 (25.6%)

797 (73.3%)
6746 (69.3%)
371 ¢ 3.80)

M0 ¢ 1%

viii

8
329

SN 1998

9768
2494 (25.6%)
7164 (73.3%)
6790 (89.3%)
374 ¢ 3.8%)
M0 1.1%)

SEP._1998

9798
2479 (25.3%)
7208 (73.6%)
6829 (69.7%)
379 ¢ 3.5%)
1M 1.1%)

4
551
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BX DRUG PRODOCT LIST / COMULATIVE JBUPPLEMENT WUMBER 9 / JAN'9%8 - 5BP° 9% 8

BUTORPHANOL, TARTRATE

INJECTABLE; INJECTION
v z PUANOL TARTRATE
L ap FORD 3 WI5045 001
W17954 001 AUG 12, 1998
ap 295/8L N75045 002
AUG 12, 1998
> ADD > &P SAULDING aalu ¥75170 001
> ADD > SEP 28, 1998
> hhD > Ap e/, w8170 002
> hoD > SEP 28, 1998
+  ALCON % 20816 001
APR 01, 1998
INJECTABLE; INJECTION
ISOLYTE R IN DEXTROSE 5% IN PLASTIC CONTAINER
B BRAUN 37MG/100ML,; SGM/100ML; 314G/ 100ML;
w4631 001 12046/ 100ML; 330MG/ 100ML;
JNR 13, 1998 86MG/100ML H19864 001

JUN 10, 1993

Wi79%62 001

IRJECTABLE,; INJECTION
IS0LYTE B IN DEXTROSE 5% IN PLASTIC CONTAINER

B BRAWM 350G/ 100ML ; SGM/LO0ML ; 308G/ 100ML;
74MG/100ML ; 6401G/ 100ML ; SOOMG/100ML;
74MB/ 100ML ¥19867 001
DEC 20, 1993
) [
T W207131 002
WAY 14, 1997
¥73046 001
AUG 12, 1998
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BX DRUG PRODUCY LI / CUMULATIVR SUPRPLEMEWT WUMBER 9 / JAN°98 - 3BP’ 3¢ 3a

B MG BASE/ WL
BQ 5MC BASB/ML

WOW 03, 1986
W?1072 001
WU 03, 1986
W?21073 002
wow 03, 1966
W71074 001
WOV €3, 198@8
W707% 001
AUG 04, 1987
H71076 002
AUG 04, 1987

0748311 001
JAR 30, 1998
W7830% 001
22P 28, 1998

W72%16 002
¥EB 25, 1993

¥72517 001
FEB 25, 1993

HERARLE. SODIRY

2 A

Risizkikl

IRJBCTABLE; INJBCTION

WEP FLUSH KIT IN PLASTIC CONTAINER

@ M PHARN PARINEBRS 10 UNITS/ML N17029 017
DEC 05, 1985
@ 100 UNITS/ML N17029 018

M17029 007
MAY 06, 1902
W17029 006
@ N17651 010
N
3
HEPARIN LOCK PLUSH PRESERVATIVE FREE
@ A PHARM PARTWERS 10 UNITS/ML N17029 011
SEP 22, 1987
@ 100 UNITS/ML N17029 012
X X - SEP 22, 1987
3 :

e
HBEPARIN LOCK FLUSH PRESERVATIVE FREE IN PLASTIC CONTAINER

@ 2M PHARM PARTNERS 10 UNITS/ML N17029 008

SEP 22, 1987

@ 100 UNITS/ML N17029 009
& BORRINA FEN S

¥ SRR .‘ :

M % PARTNERS 2 ¥17029 001

N ¥17979 001

N1763%1 006

2 W17039 003

4 W17979 002

. N17039 004

@ L, 0 UNITS/ML | N17651 008

[ ] 5,000 UNITS/ML N17029 002

@ 5,000 UNITS/ML N17979 003




BR DRUO PRODUCT LIST / CUMULATIVR SUPPLEMENT WRGER 9 / JAN°98 - 8uP’98 3

e, 17631 003
A DNLE OB

S W o

19933 001
JUL 20, 1%9%92
19042 001

N18911 006
JaN 30, 1985

TH18911 007
JAN 30, 1985

5,000 UNITS/100ML H19339 00
MAR 27, 1985
HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.45% IN
PLASTIC COWTAIRER
¥1%802 001

@ B BRAUN
N ; JUL 20, 1992

$,000 UNITS/100ML
LN N L )

Lt s,

HERARIN. SCDIUM

INJRCTABLE; INJECTION
HBPARIN SODIUM 2,000 UNITS IN SCDIUM CHLORIDE 0.9% IN
PLASTIC CONTAINEBR

@ B BRAUN

200 UNITS/100ML N19042 002

15982 001

JUL 20, 1992
N

BEE BR

BN N

@ §,000 UNITS/100ML N18511 009
JAN 30, 1985
N18911 008
JAN 30, 1985

10,000 UNITS/100ML

W19952 004
JUL 20, 1992
319952 005
JUL 20, 1992
N19134 001

L ,

m RONRIRUR
HEPARIN SOCDIUM 25,000 UNITS IN SODIUM CHLORIDE 0.45% IN
PLASTIC CONTAINER

(-
:

g

@ B BRAUN 5,000 UNITS/100ML N19802 005
JUL 20, 1992

® 10,000 UNITS/100ML N19802 002

& N

¥
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT WUMBER 9 / JAN’98 - 8EBP’98

KETAMINE HYDROCHLORIDE
IWJECTABLE; INJECTION
R -
s N Wi ap 20049
AP + PARKEDALE H16812 002
AP + N16812 003 2B 300mg
. W16812 001
KETOPROPEN LACTULOSE
CAPSULE, EXTENDED RELEASE; ORAL POWDER FOR RECONSTITUTION; ORAL
LORUWAIL . . i LACTULOSE
* TRICH
o IO o
% f;f%fééﬁ,/,;. + 10GM/PACKET
100G N19816 003
FEB 08, 1995
150MG ¥19816 002 LPAMOTRIGINE
FEB 08, 1995
TABLET, CHEWABLE; ORAL
LAMICTAL CD
GLAXO WELLCOME 5MG
25MG
AR EOoN 100H9 ¥75113 001 + 100MG
AUG 04, 1998
AB 200m9 875113 002
AUG 04, 1998
aB 300%9 ¥75113 003 > ADD >  LEFLUNOMIDE
AUG 04, 1998
AB TEVA 100%6 W74989 001 > > TABLET; ORAL
SEP 30, 1998 >_ADD > ARAVA
2B 200M3 74989 002 >_ADD > QUINTILES 100
SEP 30, 1998 >_ADD >
28 300mg 74989 003 >_ADD > 20MG
SEP 30, 1998 >_ADD >
AB WATSON LABS 100Mg 75133 001 >_ADD > + 100%4G
AUG 03, 1998 >_3DD >
Y] 200%9 #W75133 002
AUG 03, 1998
AB 300m9 H75133 003

AUG 03, 1998

39

174787 001
AUG 03, 1998
W74787 002
AUG 03, 1998
W74787 003
AUG 03, 1998

Dz a0. 198y
N74712 001
DEC 10, 1997

20764 001
AUG 24, 1998
H20764 002
AUG 24, 1998
N20764 003
AUG 24, 1998

¥20905 001
SEP 10, 1998
120905 002
SEP 10, 1958
H20905 003
SEP 10, 1998




LERIRIDIR
INJBCTABLE; INJECTION
REYLUDAN

+ HOBCHST MARION RSSL S50MG/VIAL

100MG
250G
S00MG
INJECTABLE; INJECTION
LEVO-DROMORAN
+ ICH 2MG/ML
TABLET; ORAL
LEVO-DROMORAN
+ ICH 2me

BX DRUS PRODUCT LIST / CUMULAZIVE SUPPLIDENT WUMBER 9 / JAN’98 - SEP’90

LIDOCAINE
DISC; ORAL
ATNE
%20807 003 i i
MAR 06, 1998 + ASTRA PHARMS 108%
LIDOCAINE; FRILOCAINE
D18C; TOPICAL
BLA
74720 001 + ASTRA PHARMS 2.5%;2.5%
AUG 04, 1998
19010 001
APR 09, 1985

wa

M16913 003

H16913 001

016913 002
>_ADD >
> > B2
> > AP
> > BP

#08719 001 >ﬁ>

59 >, > 2% PHARN PARTUERS

e i i
> >
e
> i > BLXING ZIvn
» > AP

108720 001 > > B2 IWTL MEDICATION L
> AR > ) M ST NS
> > AP S
>, > .
> ADD > AP LY
> AD >
> DT> &l @

40

W14354 001

H20962 001
FEB 04, 19938

#80408 002
#80408 002
288295 001
MAY 17, 1984
80404 002
H17564 001
#30404 003
W17884 003
H84625 001
002
001

{ 201
8EP 28, 1998

%40302 003
SBP 28, 1998




BRE DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT WUMBER 9 / JAN’98 - SRP°99 41

LORPZEPIY
INJBCTABLE; INJECTION
ap AKCRH aue/m, W74974 001
JUL 23, 1998
AP BLKINS SINN 283/M0 ¥74496 001
SEP 28, 1998
ap 4MG /ML M74496 002
SEP 28, 1998
¥10417 001 a2 TAYLOR aMe/uL ¥75025 001
JUL 23, 1998
¥16801 001
¥16801 002
¥16801 003 -
W16801 004 i
-
22 WATSON LABS
OCT 31, 1991
‘ 3 w72927 901
23 OCT 31, 1991
e 22 ¥72928 001
] OCT 31, 1991
ap < 29ue
MAY 19, 1988
SUSPENSION/DROPS; OPHTHALMIC
LOBATADING ALREX
) + PHARMOS 0.2% K20803 001
MAR 09, 1998
b + PHARNOS 0.5% H20583 001
MAR 09, 1998
+ 0.5% §¥20841 001
MAR 09, 1998

TABLET, ORALLY DISINTEGRATING; ORAL
CLARITIN REDITABS
+ SCHERING 10MG6 120704 001
DEC 23, 19%¢6

EQ 25MG BASE/ML N17658 001




LOXAPINE SUCCINATR

INJECTABLE; INJECTION

JLOXITANE IM
N d

CAPSULE; ORAL

WATSON LABS

QRN
+ WATSON LABS

RX DRUG PRODUCT LIST / CUNULATIVE SUPPLENENT NUMBER 9 / JAN'98 - SEP’98 42

BULS0MG DASE AN
EQ 50MG BASE/ML

R0 S0MGB

EQ 10MG BASE
BQ 25MG BASE
EQ 50MG BASE

BQ BSMG BASE/GM
ggﬁtsuaﬁnaasﬁuu

POWDER FOR RECONSTITUTION; TOPICAL

SULFANYLON
+ MYLAR

5%

RIBOIS D0Y
N18039 002

WiT825 004
N17525 001
N17525 002
N17525 003
W17525 004

WIS
N1752%5 006
N17525 007
N17525 008

N16763 001
63 oy

N1%832 €03
JUN 05, 1998

INJECTABLE; INJECTIC
ISOLYTE S PH 7.4 I. PLASTIC CONTAINER
B BRAUN 30MG/100ML; 37MG/100ML; 0 . 82MG/100ML;
370MG/100ML; 530MG/100ML ; SOOMG/ 100ML ;
12MG/100ML N19696 001
SEP 29, 1989
3 )

INJBCTRBLB. INJECTION

00NML;
N18252 001

00ML;
N19711 001
89

MALATHION
LOTION; TOPICAL
OVIDE
@
A TR A
@ MEDICIS 0.5% N18613 001
AUG 02, 1982

MANNITOL

INJECTABLR INJECTION

N20006 002
JUL 26, 1993
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PERIEREEREE BRERBER

&

#

#

%

* FREDERICK

L 4

& % W W e

N20616 €01
JUL 03, 1996
N20616 Q02
JUL 03, 1988
N20616 003

N74862 001
JUL 07, 1998
W74862 002
JUL 07, 1992
¥74862 003
JUL 07, 1398
W2476% 001
JUL 02, 1998
W74769 002
JUL 02, 1998

19816 003
SEP 12, 1989
K1931¢ o0l
MAY 29, 1987
019516 Q02
APR 08, 1988
N319516 Q04
JAN 16, 1930
H319%16 003

RR DRUS PRODOCT LI8T / CULATIVE SURPLEMENT WRDDER 9 / OAN°98 - 3EP' 90

INJRCTABLE; INJECTION
B L)AL N

DX

0. 4NG/ML

45

N50758 001
AUG 12, 1998

H18063 005
oCT 28, 1986
n18063 001
n18063 002
H18063 003

8 Q

2
i % 3K TES
hhnd i
ST
S

XN

e
CEN L
w\\\\\‘\

N74471 001
MAR 19, 1998
N74471 602
MAR 19, 1998

R LT
N70172 001
SBP 24, 1986




TABLET; ORAL

AR BARR 29ia
AB + DUPONT MERCK s0N0
HAPROXEN

TABLET, DELAYED RELBASE; ORAL
e 37599
M 500%2
n A 37509
. ] 5909
a8 DUREPAC PHARM 37580
. 50018
an TEVA EYE! ]
an 50013

374736 003
JAN 21, 1997

N74338 00
¥MAY 08, 1998

$189232 001
ROV 20, 1984

¥20067 002
QCT 14, 1994
#20067 003
0CT 14, 19%4

75061 001
FZ2 18, 1998
W75061 003
FEB 18, 1998
74936 001
FEB 24, 1998
®74936 002
FEB 24, 1998
W73227 001
JUR 30, 1998
78227 002
JUN 30, 1%%8

>20D >
> m >
>_ADD >

TABLET; ORAL

%ﬂl SULFATE

SUSPENSION; ORAL
RAMUNB

vi

RX DRUG PRODUCT LIBT / CUNULATIVE SUPPLEMENT NUMBER o / JAN'98 - 38P’98

BQ 1MG BASE
BQ 2.5MG DASE

S

SRR
EQ 350MG BASE

+ BOBMRINGER INGELHEIM S0MG/SML

46

74480 002
FER 18, 1998

N20763 002
FEB 10, 1998
N20763 001
FEB 10, 1998

NN
N60304 001

L AT N

N60707 001

N20533 001
SEP 11, 1998

RN




>R >

RR DRUG PRODUCT LIBT / CRULATIVE SUPPLEMEWT WRMBER 9 / JAN°50 - 3EP°98

%Y PHARMA 500NG

FILM, EXTENDED RELEASR; TRANSDERMAL

@

%

L 4

2

P

N8330% C01

74328 001
MAR 19, 1998
W74928 Q02
MAR 19, 19%8

T %B9794 €01
AUG 30, 1996

E G X
®20145 od

¥20145 003

NITROGLYCERIN
PILNR, BXTENDZD RELBASH; WRANSDERMAL

am o RRY DA 0.4Ma/mR
NN EN
am) ¢ Q. 6M0/1R
any T o.wa/m
B EN
an 0.3M0/HR
B L )
am 0.4M0/HR
) b
ani 9. 6M0/¥R
a3 + 9, 1M0/HR
BN PN U
FLPRS 0. 290/HR
o PN N
223 + 9.480/¥R
3N EY
an ¢ 9. 6Ma/uR
W RN
NORETHINDRONE

TABLET; ORAL

LY

Ha0143 004
APR O

'u:o1qs 008
APR 04, 1995

l75033 001
FBB 0% 998

74609 001
AUG 30, 1996

™W74559 001
AUG 30, 1996

#20144 001

uaox« 002
FBB 27 1996




RK DRUO PRODUCT LIST / CUMULATIVE SUPPLEMENT NUNDER 9 / JAN'98 - SEP’'98

SUSPENSION; ORAL
2k

QLANZARING
TABLET; ORAL
ZYPREXA
¥ TN
*

2,508
1500
2066

N1?7060 Q01

NN
®1840% 00
APR 21, 1982

N

AR
N12184 002

%néa142 00
Ju 25, 19928

203592 001
88P 30, 1996
W20592 008
8EP 09, 1997
20592 €06
SBP 09, 1997

¥19810 002
JAN 15, 1998

158G

15MG

0.005MG/ML

49

N12157 001

N40284 001
JUN 19, 1998

N71494 001
APR 21, 1987
RN, '\\\ "

N15§S39 008

N18211 001
NRRERRN0R

N

N17577. 00
RSN

e
N18261 001

N20819% 001
APR 17, 1998
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W64211 003
APR 13, 1998

RO
N73398 001
JAN 28, 1992
N72427 001
MAR 28, 19290

85870 001
LN L

W20161 006
AUG 11, 1998
H19904 002
DBC 26, 1989

W20161 003
AUG 11, 199%8
19904 003
DBC 26, 1985

W20161 004
AUG 11, 1998
W19%04 004
DBC 26, 198%

H19301 001
APR 16, 1986

BX DRUG PRODUCT LIST / CUMULATIVE JUPPLEMENT WONBER 9 / JAN‘93 - 829°98 81

s?ﬁ@?a%&uﬁ“baﬁamiavbﬁb
@ 37MG/100ML ; 900MG/ 100ML

PR LT

"N19708 001

BP 29, 1989
AN

@iﬁ@?&bh&&fﬁﬂﬂh@f&ﬁﬁﬂb
] 7$MG/100ML ; 900MG/100ML

RPNz e
@ 110MG/100ML; 900MG/100ML N19708 003
. $EP 29, 1989

, L]
@ 220MG/100ML; 900MG/100ML  N19708 005

@ 300MG/100ML ; 900MG/100ML
SEP 29, 1989
SCDIUM CHLORIDE 0.9% AND POTASSIUM CHLORIDE 0.075% IN
PLASTIC CONTAINER
@ B BRAUN 75MG/100ML ; 900MG/100ML

SODIUM CHLORIDE 0.9% AND POTASSIUM CHLORIDE 0.15% IN
PLASTIC CONTAINER
@ B BRAUN 150MG/100ML; 900MG/100ML  N18722 002

. - o, NOV 09, 1982

SODIUM CHLORIDE 0.9% AND POTASSIUM CHLORIDE 0.22% IN
PLASTIC CONTAINER
@ B BRAUN

N18722 001
NOV 09, 1982

220MG/100ML; 900MG/100ML  N18722 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

Generic Name
TN=Trade Name

Indication Designated

Spensor & Address
DD= Date Designated
MA =Marketing Approval

1,5- (Butylimino)
-1,5
dideoxy,D-glucit
ol

TN=

1,5- (Butylimino)
-1,5
dideoxy,D-glucit
ol

TN=

3-(3,5-dimethyl-
1H-2ylmethylene)

-1,3-dihydro-ind
ol-2-one

TN=

Aldesleukin
TN= Proleukin

Aldesleukin
TN= Proleukin

Aliperetinate
TN= Panretin

Treatment of Fabry's disease.

Treatment of Gaucher disease.

Treatment of Kaposi's sarcoma.

Treatment of metastatic
melanoma.

Treatment of acute myelogenous
leukemia.

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

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

0X14 3YS

Oxford GlycoSciences
10, The Quadrant
Abington Science Park,
Abington

Oxfordshire 0OX14 3YS
UK,

DD=05/29/1998

Sugen, Inc.

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

Chiron Corporation

'4560 Horton Street

Emeryville, CA 94608
DD=09/10/1996
MA=01/09/1998

Chiron Corporation
4560 Horton St.
Emeryville, CA 94608
DD=07/31/1998

Ligand Pharmaceuticals
Inc.

10275 Science Center
Drive

San Diego, CA 92121
DD=03/24/1998



Orphan Product Designations and Approvals List
January 1998 through September 1998

Generic Name
TN=Trade Name

Indication Designated

Sponsor & Address
DD= Date Designated
MA =Marketing Approval

Alpha-galactosid Long-term enzyme replacement

ase A
TN=

Amifostine
TN= Ethyol

Arsenic trioxide
TN=

Basiliximab
TN= Simulect

Beclomethasone
dipropionate
TN=

Benzydamine
hydrochloride
TN= Tantum

therapy for the treatment of
Fabry disease.

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

Treatment of acute promyelocytic
leukemia.

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.

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
Corporation

59 Route 10

East Hanover, NJ
07936
DD=12/12/1997
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 981¢C°
DD=03/27/1998

Angelini
Pharmaceuticals, Inc.
70 Grand Avenue
River Edge, NJ 07661
DD=05/18/1998

70



71

Orphan Product Designations and Approvals List
January 1998 through September 1998

Name Sponsor & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA =Marketing Approval
Bindarit Treatment of lupus nephritis. Angelini

TN= Pharmaceuticals, Inc.

Botulinum toxin
type A
TN= Dysport

Carbamylglutamic
acid
TN=

Corticotropin-re
leasing factor,
human

TN= Xerecept

Dexamethasone
TN=

Dimethylsulfoxid
e
TN=

Filgrastim
TN= Neupogen

Treatment of spasmodic

torticollis (cervical dystonia).

Treatment of N-acetylglutamate
synthetase deficiency.

Treatment of peritumoral brain
edema.

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

Treatment of palmar-plantar
erythrodysethesia syndrome.

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

70 Grand Avenue
River Edge, NJ
DL=02/03/1998

07661

Ipsen Limited

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

Orphan Europe

Immeuble "Le
Guiliaumet"

60 avenue du President
Wilson

92046 Paris

France,

DD=01/20/1998

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

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

Cancer Technologies,
Inc.

7301 East 22nd Street
Suite 10E

Tucson, AZ 85710
DD=04,/05/1998

Bmgen, Inc.

1840 DeHavillanrd Drive
Thousand Oaks, CA
91320

DD=11/07/1996
MA=04/02/1998
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Orphan Product Designations and Approvals List

January 1998 through September 1998

Indication Designated

Sponseor & Address
DD= Date Designated
MA =Marketing Approval

Fructose-1,6-dip Treatment of painful

hosphate
TN=

Humanized
anti-human CD2
MADb

TN= MEDI-507

Hydroxyurea
TN= Droxia

Infliximab
TN= Remicade

L-baclcfen
TN=

vaso-occlusive episodes
associated with sickle cell
disease.

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 cf patients with
sickle cell anemia as shown by
the presence of hemoglobin S.

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

Treatment of trigeminal
neuralgia.

Cypros Pharmaceutical
Corporation

2714 Loker Avenue West
Carlsbad, CA 92008
DD=05/29/1998

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

Bristol-Myers Squikb
Pharmaceutical
Research Institute
P.O. Box 4000
Princeton, NJ
DPD=10/01/1990
MR=02/25/1998

08543

Centocor, Inc.
200 Great Valley
Parkway
Malvern, PA
DD=11/14/1995
MA=08/24/1998

19355

Pharmascience, Inc.
8400 Darnley Road
Montreal, Quebec
Canada H4T 1M4
DD=01/06/1998



Orphan Product Designations and Approvals List
January 1998 through September 1998

Name Spenser & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA =Marketing Approval
Lamotrigine Treatment of Lennox-Gastaut Glaxo Wellcome

TN= Lamictal

Lepirudin
TN= Refluden

Liposomal
Cyclosporin A
TN= Cyclospire

Liposomal
N-Acetylglucosmi
nyl-N-Acetylmura
mly-L-Ala-D-isoG
1n-L-Ala
-gylcerolidpalmi
toyl

TN= ImmTher

Liposomal
N-Acetylglucosmi
nyl-N-Acetylmura
mly-L-Ala-D-isoG
in-L-Ala
-gylcerclidpalmi
toyl

TH= ImmTher

syndrome.

Treatment of heparin-associated
thrombocytopenia type II.

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

Treatment of osteosarcoma.

Treatment of Ewing's sarcoma.

Research and
Development

S Moore Drive
P.O. Box 13398
Research Triangle
Park, NC 27708
DD=08/23/1995
MA=08/24/1998

Hecechst Marion Roussel
Frankfurt am Main
Germany

DD=02/13/19%7
MA=03/06/1998

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 Drive
Lake Bluff, IL 60044
DD=06/10/1998

Endorex Corp.
900 North sShore Drive
Lake Bluff, IL 60044
DD=06/10/1998
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Orphan Product Designations and Approvals List
January 1998 through September 1998

Indication Designated

Sponsor & Address
DD= Date Designated
MA =Marketing Approval

MN14 monoclonal
antibody to
carcinocembryonic
antigen

“N= CEA-CIDE

Mafenide acetate
solution

TN= Sulfamylon
solution

Octreotide
TN= Sandostatin
LAR

Octreotide
TN= Sandostatin
LAR

Octreotide
TN= Sandostatin
LAR

For the treatment of small cell
lung cancer.

For use as an adjunctive tcpical
antimicrobial agent to control
bacterial infection when used
under moist dressings over
meshed autografts on excised
burn wounds.

Treatment cof acromegaly.

Treatment of severe diarrhea and
flushing associated with
malignant carcinoid tumors.

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

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

Ncovartis
Pharmaceuticals
Corporation

59 Route 10

East Hanover, NJ
07936
DD=08/24/1998
MA=11/25/1998

Novartis
Pharmaceuticals
Corporation

59 Route 10

East Hanover, NJ
07936
DD=08,24/1998
MA=11/25/1998

Novartis
Pharmaceuticals
Corporation

59 Route 10

East Hanover, NJ
07936
DD=08/24/1998
MA=11/25/1998
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Orphan Product Designations and Approvals List
January 1998 through September 1998

Indication Designated

Spensor & Address
DD= Date Designated
MA =Marketing Approval

Pentostatin
TN=

Phenylacetate
TN=

Pilocarpine HCl
TN= Salagen

Prostaglandin E1
enol ester
(AS-013)

TN=

Radioclabeled
monoclonal
antibody to Cb22
antigen on
B-cells

TN= LymphoCIDE

Recombinant
bactericidal/per
meability-increa
sing protein

TN= Neuprex

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 syndrcome patients.

Treatment of Fontaine Stage IV
chronic critical limb ischemia.

Treatment of non-Hodgkin's
lymphoma.

Treatment of severe
meningococcal disease.

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=02/11/1998

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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Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

January 1998 through September 1998

Indication Designated

Sponsor & Address
DD= Date Designated
MA =Marketing Approval

Recombinant

human Clara Cell

10kDa protein
TN=

Recombinant
humanized
monclonal
antikbody Sc8
TN=

Recombinant
humanized
monoclonal
antibody 5c8
TN=

Rifapentine
TN= Priftin

Rifaximin
TN= Normix

S-adenosylmethio Treatment of AIDS-myelopathy.

nine
TN=

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.

Claragen, Inc.

335 Paint Branch Drive
College Park, MD

20742

DD=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



Orphan Product Designations and Approvals List
January 1998 through September 1998

Name Sponsor & Address
Generic Name DD= Date Designated
TN=Trade Name Indication Designated MA =Marketing Approval
Sacrosidase Treatment of congenital Orphan Medical,

TN= Sucraid

Sodium
phenylbutyrate

Tacrolimus
TN= 2rograf

Tetrabenazine

TN=

Thalidomide
TN= Thalomid

Thalidomide
TN=

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.

Inc.
13911 Ridgedale Drive
Suite 475
Minnetonka, MN
DPD=12/10/1993
MA=04/09/1998

55305

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

TAP Holdings Inc.
2355 Waukegan Road
Deerfield, IL 60015
DD=05/13/1998

Fujisawa USA, Inc.

3 Parkway North Center
Deerfield, IL 60015
DD=04/06/1998

Lifehealth Limited
Richmond House, 0ld
Brewery Court,
Sandyford Road
Newcastle upon Tyne
NE2 1XG England
DD=05/12/1998

Celgene Corporation
P.0O. 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
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Orphan Product Designations and Approvals List
January 1998 through September 1998

Name Sponsor & Address

Genreric Name DD= Date Designated

TN=Trade Name Indication Designated MA =Marketing Approval

Thalidomide Treatment of Kaposi's sarcoma. EntreMed, Inc.

TN= 9610 Medical Center
Dr., Suite 200
Rockville, MD 20850
DD=07/29/1998

Thymalfasin Treatment of DiGeorge ancmaly SciClone

TN= Zadaxin with immune defects. Pharmaceuticals, Inc.
901 Mariner's Island
Blvd.
San Mateo, CA 94404
DD=01/08/1998

Tiapride Treatment of Tourette's Synthelabo Research,

TN= syndrome. Inc.

Transgenic human
alpha 1
antitrypsin

TN=

Valrubicin
TN= Valstar

Treatment of cystic fibrosis.

Treatment of carcincma in situ
of the urinary bladder.

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 Carmnegie Center,
Suite 102

Princeton, NJ 08540
DD=05/23/1994
MA=09/25/1998



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

NO SEPTEMEBER 1998 ADDITIONS
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PATENT AND EXCLUSIVITY TERMS PATENT AND EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS, ABBREVIATIONS AND REFERENCES HAVE BEEN

DEVELOPED. FLEASE REFER BACK TO THE APPROVED DRUG 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 WIL. BE ADDED TO THE CUMULATIVE SUPPLEMENT.

ABBREVIATIONS

g

PEDIATRIC EXCLUSIVITY

REFERENCES
NEW DOSING SCHEDULE

CONTINUOQUS INFUSION AS AN ALTERNATE METHOD OF ADMINISTRATION
CHANGE IN TIME TO TAKE THE PRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN
SYMPTOMS FROM " ...172-1 HOUR BEFORE EATING...” TO “...RIGHT BEFORE EATING ORUP TO
60 MIN BEFORE CONSUMING...”
ONCE-A-DAY DOSING REGIMEN
DRUG MAY BE DOSED RIGHT BEFORE A MEAL OR ANY TIME UP TO 30 MIN BEFORE EATING OR
DRINKING FOOD AND BEVERAGES THAT WOULD BE EXPECTED TO CAUSE SYMPTOMS
TEN DAY DOSING REGIMEN FOR TRIPLE THERAPY, PREVACID IN COMBINATION WITH
CLARITHROMYCIN AND AMOXECCLIN, FOR THE ERADICATION OF H. PYLORI IN PATIENTS WITH
DUODENAL ULCER DiISEASE
INITIATION OF TREATMENT WITH 908MG/DAY BY DELETION OF THE REQUIREMENT TO TITRATE
TO S68MG/DAY OVER A 3-DAY PERIOD
IN A CLINICAL TRIAL, FEWER DISCONTINUATIONS DUE TO ADVERSE EVENTS, ESPECIALLY
DIZZINESS AND VERTIGO, WERE OBSERVED WHEN TITRATING THE DOSE IN INCREMENTS OF
SeMG/DAY EVERY THREE DAYS UNTIL AN EFFECTIVE DOSE (NOT EXCEEDING 468MG/DAY) WAS
REACHED .
ONCE DAILY BOSING FOR MAINTENANCE ONLY
NEW DOSING REGIMEN OF 88MG DAILY
TAKE DRUG “15 MINUTES TO 1 lHOUR"™ PRIOR TO A MEAL TO PREVENT MEAL-INBUCED HEARTBURN
ADMINISTRATION OF CISATRICURIUM, A NEUROMUSCULAR BLOCKING AGENT AT DOSES OF 3 AND
4X THE ED9S OF CISATRICUNIUM FOLLOWING INDUCTION WITH THIOPENTAL
PEDIATRIC DOSING GUIDELINES

EE EEII &%

£ EXRE

NEW INDFCATION

1212 TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH SIOGREN'S SYNDROME
1213 TEMPORARY RELIEF OF PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING CORNEAL
REFRACTIVE SURGERY
1-214 TREATMENT OF OSTEOPOROSIS
1218 PRE-PROCEBURAL APPLICATION TO ADULT MALE GENITAL SKIN PRIOR TO SITE-SPECIFIC
SUBCUTANEQUS INFILTRATION WITH LIDOCAINE 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 COPD, INCLUDING
CHRONIC BRONCHITIS AND EMPHYSEMA
i-217 PREVENTION (DURING AND FOLLOWING HOSPITALIZATION) OF DEEP VEIN THROMBOSIS, WHICH
MAY LEAD TO PULMONARY EMBOLISM, IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY
1-218 USE OF LIPITOR AS AN ADJUNCTIVE THERAPY TO DEET FOR THE TREATMENT OF PATIENTS WITH
ELEVATED SERUM TRIGLYCERIDE LEVELS (FREDERICKSON TYPE IV)
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1229
221
222
223
224
1228
226

227
i-228

1-22%
i-238

123t
232
1-233

1-234

1-235
)-237

1-238
1239
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PATENT AND EXCLUSIVITY TERMS

NEW INDFCATION

USE OF LIPITOR BY PATIENTS WITH PRIMARY DYSBETALIPOPROTEINEMIA (FREDERICKSON
TYPE 1if) WHO DO NOT RESPOND ADEQUATELY TO DIET
TREATMENT OF EPISOBIC HEARTBURN, ACID INDIGESTION AND SOUR STOMACH
TREATMENT OF BENIGN PROSTATIC HYPERPLASIA (BPH) IN MEN WITH AN ENLARGED PROSTATE
TO IMPROVE SYMPTOMS, REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDUCE THE
RISK OF THE NEED OF SURGERY
PREVENTION OF ISCHEMIC COMPLICATIONS OF UNSTABLE ANGINA AND NON-Q-WAVE
MYOCARDIAL INFARCTION, WHEN CONCURRENTLY ADMINISTERED WITH ASPIRIN
USE IN THE SYMPTOMATIC RELIEF OF RHINORRHEA ASSOICATED WITH ALLERGIC AND
NONALLERGIC PERENNIAL RHEINITIS IN CHILDREN AGE 6-11 YEARS
FOR THE USE IN PEDIATRIC PATIENTS 4 TO {1 YEARS OF AGE FOR THE MANAGEMENT OF THE
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS
USE IN PATIENTS WITH PREVIOUS MI AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF
RECURRENT Mi, MYOCARDIAL REVASCULARIZATION, AND CEREBROVASCULAR DISEASE EVENTS
FIRST-LINE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OF THE OVARY IN
COMBINATION WITH CISPLATIN
SHORT-TERM TREATMENT OF SYMPTOMATIC GASTROESOPHAGEAL REFLUX DISEASE (GERD)
PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF TSMG TAKEN 38-68 MINPRIORTO A
MEAL
PRILOSEC (OMEPRAZOLE). AMOXICILLIN AND CLARITHROMYCIN FOR THE ERADICATION OF
H. PYLORI! IN PATIENTS WITH DUODENAL ULCER DISEASE
IN COMBINATION WITH CISPLATIN, FOR THE FIRST-LINE TREATMENT OF NON-SMALL CELL LUNG
CANCER IN PATIENTS WHO ARE NOT CANDIDATES FOR POTENTIALLY CURATIVE SURGERY
AND/OR RADIATION
TREATMENT OF PATIENTS WITH LOCALLY ADVANCED OR METASTATIC BREAST CANCER AFTER
FAILURE OF PRIOR CHEMOTHERAPY
TREATMENT OF RECURRENT MUCOCUTANEQUS HERPES SIMPLEX INFECTIONS IN HIV-AFFECTED
PATIENTS AT A BOSE OF 588MG TWICE DAILY
PROPHYLACTIC USE TO REDUCE PERIOPERATIVE BLOOD LOSS AND THE NEED FOR BLOOD
TRANSFUSION IN PATIENTS UNDERGOING CARDIOPULMONARY BYPASS IN THE COURSE OF
CORONARY ARTERY BYPASS GRAFT SURGERY
FOR USE IN COMBINATION WITH CISPLATIN FOR THE FIRST-LINE TREATMENT OF PATIENTS WITH
INOPERABLE LOCALLY ADVANCED (STAGE (1A OR 111B) OR METASTATIC (STAGE V) NON-SMALL
CELL LUNG CANCER
PREVENTION OF EXERCISE-INDUCED BRONCHOSPASM IN PATIENTS 12 YEARS OF AGE AND OLDER
PREVENTICON OF EXERCISE-INDUCED BRONCHOSPASM IN PATIENTS 4 YEARS OF AGE AND OLDER
MAINTENANCE TREATMENT OF ASTHMA AND PREVENTION OF BRONCHOSPASM IN PATIENTS 4
YEARS OF AGE AND OLBER
ADJUNCTIVE TREATMENT OF LENNOX-GASTAUT SYNDROME IN PEDIATRIC AND ADULT PATIENTS
TREATMENT OF PATIENTS WITH HOMOZYGOUS FAMILIAL HYPERCHOLESTEROLEMIA
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PATENT AND EXCLUSIVITY TERMS

NEW INDICATION

MANAGEMENT OF SECONDARY HYPERPARATHYROIDISM AND RESULTANT METABOLIC BONE
DISEASE IN PATIENTS WITH MODERATE TO SEVERE CHRONIC RENAL FAILURE (Cer 15 TO S5ML
MEN) NOT YET ON DIALYSES

TREATMENT OF MODERATE TO SEVERE VASOMOTOR SYMPTOMS ASSOCIATED WITH THE
MENOPAUSE AND IN THE TREATMENT OF VULVAR AND VAGINAL ATROPHY IN WOMEN WITH AN
INTACT UTERUS

USE IN THE SYMPTOMATIC RELIEF OF RHINORRHEA ASSOCIATED WITH THE COMMON COLD IN
CHILDREN AGESTO 11 YEARS

REDUCE THE INCIDENCE OF BREAST CANCER IN WOMEN AT HIGH RISK FOR BREAST CANCER

TREATMENT OF ACUTE SINUSITIS

PATENT USE CODE

TREATMENT OF EPILEPSY TWICE DAILY. TREATING A PATIENT BY ADMINISTERING
CARBAMAZEPINE IN A DOSAGE FORM CAPABLE OF MAINTAINING BLOOD CONCENTRATION
FROM 4-12MCGML OVER 12 HOURS

TREATMENT OF ADENOCARCINOMA, INCLUDING STAGE B2-C, BY ADMINISTERING AN AGONIST OF
LR-RH AND FLUTAMIDE

METHOD OF PRODUCING ANESTHESIA

METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUG PROBUCT

TREATMENT OF PARKISON'S DISEASE

METHOD OF DIAGNOSIS

SELECTIVE VASODILATION BY CONTINUOUS A LENQSINE INFUSION

METHOD OF TREATING PAGETS DISEASE UnING ACTONEL

TREATMENT OF BACTERIAL CONJUNCTIVITES CAUSED BY SUSCEFTIBLE 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 PHARMACEUTEICAL AND SIMETHICONE
NASAL ADMINISTRATION
ASTHMA
CARDIAC INSUFFICIENCY (CONGESTIVE HEART FAILURE)
PREVENTION OF ACUTE CARDIAC ISCHEMIC EVENTS
USE IN PARKINSON'S DISEASE
METHOD OF TREATING MIGRAINE
DECREASING MORTALITY CAUSED BY CONGESTIVE HEART FAILURE
METHOD OF USING RIBAVIRIN TO TREAT VIRAL INFECTIONS IN MAMMALS
METHOD OF MODULATING THI AND TH2 RESPONSE IN ACTIVATED T CELLS OF A HUMAN
COMPRISING ADMINISTERING RIBAVIRIN TO THE T CELLS [N A DOSAGE WHICH PROMOTES THE
THE RESPONSE AND SUPPRESSES THE TH2 RESPONSE

TREATING MALE PATTERN BALDNESS WITH 0.05 TO 3 MG/DAY

METHOD OF PERFORMING NMR IMAGING WITH A PATIENT COMPRISING ADMINISTERING 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 RELAXATION TIMES OF ATOMS IN BODY
TISSUES UNDERGOING NMR DIAGNOSIS, WHEREBY THE IMAGE CONTRAST IN ENHANCED....

TREATING OR CONTROLLING OCULAR INFLAMMATION WHEICH COMPRISES TOPICALLY
ADMINISTERING TO THE AFFECTED EYE A COMPOSITION COMPRISING A NSAID, A POLYMERIC
QUATERNARY AMMONIUM COMPOUND AND BORIC ACID

TREATMENT OF ACUTE MIGRAINE ATTACKS
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PATENT AND EXCLUSIVITY TERMS

PATENT USE CODE

FOR SHORT-TERM TREATMENT ACTIVE DUODENAL ULCER. MAINTENANCE THERAPY FOR
BUOPBENAL ULCER PATIENTS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE ULCER, SHORT-
TERM TREATMENT ACTIVE BENIGN GASTRIC ULCER & GERD, PATHOLOGICAL
HYPERSECRETORY CONDITIONS

USE OF FOLLITROPIN ALPHA ALONE IN IN-VITRO FERTILIZATION

TOPICAL ADMINISTRATION

PLATELET AGGREGATION INHIBITORS

TREATMENT OF SEBORRHEA DERMATITIES IN HUMANS

PHOSPHATE BINDING

TREATMENT OF RHEUMATOID ARTHRITIS
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TENT AD BXCLABIVITY
“PED and m represent Pediateic uelmivity

APPLIPRED INGREDIENT WANE; TRADE WANE PATENT PATENT/PED EXCL USE  ENCLUS EXCLUS
WVBER EXPIRES CODE CODE EXPIRES
006  ACARDOSE;PRECOSE 4904769 BEB 27, 2007 WCE  SEP 06, 2000
001  ACETANINOPMEN;EXCEDRIN CRIGRAINE) W S 14, 2001
€01  ADENOSINE; ADENOSCAN SOT0877 DEC 10, 2008 U116
5731296 MR 24, 2015 u-221
001  ALBUTERDL SULFATE;PROVENTIL-BFA 5766573 A 16, 2015 1-235  $EP 23, 2001
001  ALEHDROMATE SCDIUN;POSANAX S804570 ¥EB 17, 2013
002  ALEWDRONAYE SCDIUN;POBANAX 5804570 ¥EB 17, 2015
003  ALENDRONATE SODIUM;FOBAMAX 5804570 EB 17, 2015
001  ANLENANOK: APHTRASOL 5342737 OV 08, 2011 u-243
001  AMLCDIPINE BESYLATE;MORVASC 4572900 UL 31, 2006
002  MWLODIPINE BESVLATE:NORVASC 4572909 L 310 2006
003  AWLODIPINE BESYLATE:NORVASC 4572900 UL 31, 2006
001  APROTININ BOVINE;TRASYLOL 1-233  AUG 28, 2001
001  ARBUTANINE HYDROCHLORIDE;GEMESA 5108363 APR 28, 2009 u-220
5234404 AUG 10, 2010 u-220
5395970 nAR 07, 2012
009  ATORVASTATIN CALCIUN;LIPITOR 4681893 SEP 24, 2009 TRPY] }2}3 a& :g. zzgg:
e *
002  ATORVASTATIN CALCIWM;LIPITOR 4681893 $EP 24, 2609 U161 {g}g o }3. %}
(]
003  ATORVASTATIN CALCIUN;LIPITOR 6681893 SEP 24, 2009 u-161 ;-g}g ﬁ }g, %}
L[]
001  AZELASTINE WYDROCHLORIDE;ASTELIN 5164194 ocT 16, 2019 u-207
001  BECLOMETHASONE DIPROPICHATE;VANCEMASE 4364923 DEC 21, 1999
001  BECLONETMASONE DIPROPIONATE;VANCERIL 4364923 DEC 21, 1999
001  BECLOMETHASONE DIPROPICHATE;VANCERIL DOUBLE STRENGTH 4364923 DEC 21, 1999
001  BETAMETHASONE O1PROPIONATE;DIPROLENE 4489070 WY 13, 2003
001  SRIN2OLANIDE;AZOPT 5240923 aug 31, 2010 U-226 WCE  APR 01, 2003
5378703 G 31, 2010 U-226
461081 OCT 24, 2012 U-22%
002  SUDESONIDE;PULMICORT D-45  ©CT 08, 2001
001  BUPROPICH HYDROCHLORIDE;WELLBUTRIN 5763493 AUG 12, 2013
5731000 AUG 12, 2013
002  SUPROPICH WYDROCHLORIDE:MELLBUTRIN 8743493 UG 12, 2013
5731000 a6 12, 2013
003  GUPROPICN HYDROCHLORIDE;VELLBUTRIN $731000 g 12, 2013
5763493 g 12, 2013
002  GUPROPICH HYDROCHLORIDE;ZVBAN 5731000 a6 12, 2013
003  GUPROPICH NYDROCHLORIDE:ZVBAN 5731000 g 12, 2013
001  BUTENAFING WYDROCHLORIDE:MEWTAX 5021458 ocT 18, 2010 u-177
001  CALCIPOTRIENE;DOVONEX 4866048 DEC 29, 2007
801  CALCIPOTRIENE:DOVONEX 4866048 DEC 29, 2007
002  CALCITONIE, SALMON:WIACALCIN $733560 W 31, 2015 u-227
801  CALCITRIGL;ROCALYROL 1-2640 WOV 20, 2001
001  CALCITRIOL:ROCALYROL WF  NOV 20, 2001
] 1-240  ®OY 20, 2001
001  CALPACTANT:INPAGRF PRESERVATIVE FREE WCE  JUL Of, 2003
009  CAMNDESARTAN CILEXETIL:ATACAND 5196444 are 18, 2011 U-3  NCE & 04, 2003
8534534 Al 09, 2013
5703110 APR 18, 201
5705517 AR 18, 2011
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CAMDERARTAN CILEMETIL;ATACAND
CANDEBARTAN CILENETILATACAD
CANDESARTAN CILENETIL;ATACND

CapECiTARLR, m

T i -
CORVEDILOL ;CORES
CARVEDILOL ;COREG
CARVEDILOL ;CORES
CARVEDILOL ;CORED
CULORNENIDINE GLUCCHATE PERIOCUIP

CIPROPLONACEY Mﬂlbﬁ CIPRO WC
CIPROFLONACIN; CIPRD

CIWII'C!PID

CIBROPLOMALIN, CIPED

cnmmcu;clm 10 DEXTROSE 5%
CIPROPLONACIN;CIPRD 1M SODIUA CHLORIDE 0.9%
CISATRADRIUN BESVLATE HINBEX

CISATRADURIUR DRSYVLATE MINAER PRESERVATIVE FREE
CISATRADURIV BEBVLATE WINBEX PRESERVATIVE FREE

CITaLaPosn
CITALOPRMR WVDROBRTNIDE ;CELENA
CLOPIDOGAZL BIGIAPATE; PLAVIX

DESHOPAEARIN ACZTAVE DDAVD
SCTNOPRESEIN ALETATE DDAVP

PATENT
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PRESCRIPTION AND OTC DRUG

PATENT
*PED and PED represent Pedistric Exclusivity

IHGREDIENT WANE; TRADE NANME

DEGNOPRESSIN WAT!'MW

DESNDPRESSIN M:!TAT! oave
DESDGESTREL NIRCETTE

DEXPERFLURARINE UYDROCHLORIDE :NEDUX
DICLOFERAC SODIUN;DICLOFENAC $op1um

DICLOFENAC SODIUN,VOLTAREN
DIHVDROERGOTARIHE HESVLATE ;HIGRANAL

DILTIAZEN WYDROCHLORIDE,;TIAZAC
DILTIAZEN UVDROCHLORIDE; T1AZAC
OILTIAZER UVDROCHLORIDE;T1AZAC
DILTIAZER WYDROCULORIDET1AZAC
DILTIAZER mmoam-nw\c
DOCETANEL ; TANDTERE

DONEPERIL’ UVDROCULORIDE : ARICEPT

mmn. WYDROCHLORIDE; ARICEPT
DE WYDROCHLORIOE; COSOPT

!fhﬂm.“"“
EHDAPIRIN SODIUR; LOVENON

CUONAPARTY SO0DRIUNM;LOVENON

EPROBARTAN MESVLATE TEVETER
EPROBARTIAN nmte TEVETEN
EPTIFIBATIOR; lmau.u

EPTIFIBATIOE,; IuTEGRILIN

ESTRIDIOL;ALTIVELLE

E3TRADIOL CLENARA

ESTRADIOL ;CRBIPATCN

EsTasdioL cOMBIPATEN

EsThoaEns, mm;m /%6

. CONJUBATED;PRENPRO 14714

M. mum.mm
ESTERIFIED;ESTRATAS

mq.wia. FAWIR

PRIDULY
M EXCLUBIVITY DATA

PATENT

4095841
4095841

51835351
5185351

580

S736431
5807825
S223261

5547948
5547948

PATENT/PED EXCL
ENPIRES

» 2010
. 2010

- b b b b
U b b U5 b =

1

&

b g sasene
¥

17, 2015

-
ﬁ
8
-
W

u-133
u-239
u-23%
u-227
u-227
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EXCLUB EXCLUS
CoDE

RS

£82

gsgﬁ.

1-214
1-21%
WCE

EXPIRES

SEEEEE
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200
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PREGCRIPTICN AND OTC DRUG PRODUCT

*PED end PED

INGREDIENT WANE; TRADE NANE

FARCICLOVIR, PAMNIR
FNICLMR;FMI
FANDTIDINE ; PEPCID AC

PARDTIDINE; PEPCID PRESERVATIVE FRER
PANDTIDINE; PEPCID PD

PAMOTIDINE ; PEPCID @PD

FENOFENADINE WVDROCHLORIDE ;ALLEGRA
FENOFEWDINE HVDROCHLORIDE ALLEGRA-D

nmlu.mcu
FIHNASTERIDE ; PROSCAR

FLECAINIOE mnn;mm
FLECAINIDE ACETATVE, TAMBOCOR
FLECALUIDE mmz;m.owa
FLECALNIDE ACETATE; TAMBOCOR
FLUTARIDE ;BULEXIN

FLUTICASOME PROPIONATE; FLONASE
FOLLITROPIN ALFA/BETA;GORAL -F

FOLLITROPRN ALPAZBETA;GOMAL-P

FORIVIRSEN SODIUR;VITRAVENE PRESERVATIVE FREE
FOBPUENYTOIN SODIUM;CEREBYX

GABAPENTIN; mu

mm;mm

GABAPENT 1IN, KEURCHTIN

GABAPENTIN  HEUROITIN

CARCPENTETATE DINEGLUMINE ;MAGNEVIST
CANCLCLOVIR ; CYTOVERE

GEMCITABINE HYDROCHLORIDE;GENZAR
GENCITABINE WYDROCHLORIDE:GENZAR
GREPAFLOMACIN MVDROCHLORIDE:RANAR
NYDROCALOROTHIAZIDE ;DIOVAR #CT

HYDROLHLOROTRIARIDE ;DICVAN NCT

PATENT AMD EXCLUBIVITY DATA
reprasenmt

Padiatrie Excluslvity

PATENT
WMEER

4305

4371518
4283408
4305302
4371516
4234129
4254129
8578510
9347957

PATENT/PED EXCL

EXPIRES

2013
2012

y-241

U-241
U-13»

u-238

U-24
U-214

U-242
U-242

U-64
U-64

u-3
-3

87

txcl.us EXcLUS

1-232
0-47

0CT 31, 2000

Ay 26, 2003

$Ep 20, 2001
SEP 29, 2001
8Ep 29 2001

£5E% 88
fugN BY
L) - @
g888 &
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PRESCRIPTION M OTC DAUG PRODUCT

PATENT AND EXTLUBIVITY DATA

“PED end PED represent Pedlaetrie Exclusivity

IRGREDIENT WANE; TRADE NANE

HVDROCODONE B1TARTRATE;VICOPROFEN
mmm
HYDROXVUREADROXIA

1BUPROFER; ADVIL COLD AND SINUS
1BUPROFEN; CHILDREN'S ADVIL
10UPROFEN; CHILDREN'S ADVIL
1BUPROFEN; CHILOREN’S NOTRIN
1BUPROFEN; CHILDREN'S MOTRIN
1BUPROFEN; CNILDREN’S NOTRIN
16UPROFEN; JUNIOR STRENGTN ADVIL
1BUPROFEN; JUNTOR STRENGTH NOTRIN
IBUPROFEN; JUNIOR STRENGTH MOTRIN
1BUPROFEN; NOTRIN

1BUPROFEN; NOTRIN

1BUPROFEN ; 0TREN

IBUPROFEN; PEDIATRIC ADVIL
INTERPERTH ALPA-2D;REBETRON

1OVERSOL ;GPTIRAY 240
JOVERSOL; CPTIRAY 320
1OVERSOL:CPTIRAY 350
1PRATROPIUN BROMIDE:; ATROVENT
IPRATROPILI BROWIDE;ATROVENY

:nmm UVDROCHLORIDE ; CARPTOSAR

1TRACONAZOLE;

KETOCORAZOLE 201 20RAL
HETOCONAZOLE;RIZORAL A-D

PATRUT
WaaER

SS?‘W
5213755
5215735*P€D
;376659
5215755
5320855
$215755%pED
5320855°pED
8215735
9320855
5215755°P€D
5320855°pED

4330901
2117711
5767097

PATENT/PED EXCL USE
ExPIRES CO0E

DEC 18,

v 12,
WAY 12,
Wy 29

AR 07,

2004

, 2007
2014

2000
2015

2003
2003
1999
2014

y-234
U-23%

U-245

88

EXCLUS ENCLUS

CODE ENPIRES

e FEB 23, 2003
D% FEB 23, 2005
ODE FEB 25, 2005
i Jul 16, 1998
¢ED BEC 16, 1998
wp 16, 1598
PED DEC 16, 1998
we Hov 135, 1999
PED Hay 15, 2000
NP Uil 16, 1998
PED BEC 16, 1998
wp Ul 16, 1998
PED DEC 16, 1998
up wov 15, 199
PED nay 15, 2000
up JUN 16, 1998
PED DEC 16, 1998
wp JUN 16, 1998
PED DEC 16, 1958
up Jun 03, 2001




PREGCRIPTION AMD OTC DRUB PRODUCY
PATENT AND EXCLUBIVITY DATA
*pED end PED represent Pedietric Exnclusivity

INGREDIENT MANE; TRADE MAME PATENT
NUNBER
| on LANDTRIGING; LANICTAL
002  LAMOTRIGINE;LAMICTAL
003  LAMOTRIGINE;LANICTAL
004  LANOTRIGINE;LANICTAL
005  LANDTRIGINE;LANICTAL
006  LAMOTRIGINE;LANICTAL
001  LANOTRIGINE;LANICTAL €O 5408226
4602017
002  LANOTRIGINE;LANICTAL CD 5698226
4602017
003  LAMOTRIGINE;LAMICTAL €O 5698226
4602017
001  LANSOPRAZOLE;PREVACID
LANSOPRAZOLE; PREVACID
001  LEFLUNONIDE;ARAVA 4284786
4351841
479709
002  LEFLUNOMIDE;ARAVA 4284786
4351841
S679709
LEFLUNONIDE; ARAVA 4284786
4351841
5679700
001  LEPIRUDIN;REFLUDAN 5180668
001  LEUPROLIDE ACEVATE;LUPRON DEPOT SP16640
001  LEUPROLIDE ACETATE:LUPRON DEPOT 5716640
001  LEUPROLIDE ACETATE;LUPRON DEPOT 5716640
002  LEUPROLIDE ACETATE;LUPROM DEPOT-PED 5716640
003  LEUPROLIDE ACETATE;LUPRON DEPOT-PED 8716640
004  LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640
005  LEUPROLIDE ACETATE;LUPAOH DEPOT-PED 5716640
006  LEUPROLIDE ACETATE:LUPRON DEPOT-PED 5716640
001  LEUPROLIDE ACETATE;LUPRON DEPOT-3 5716640
002  LEUPROLIDE ACETATE;LUPRON DEPOT-4 5716840
001  LIDOCAINE;BNLA
001  LIDOCAINE:EWLA
201 HYDROCHACRIDE ; INCDIUM ADVANCED 5716661
001  LOTEPREDNOL ETABONATE;ALREX 4996335
001  LOTEPREDNOL EVABOWATE;LOTENAX 4996335
8540930

PATENT/PED EMCL
EXPIRES

EE=ECE
NININD

WAY 21, 2012
ocT 25, 2013
FEB 26, 2008
ocT 25, 2013

u-106
u-10%
U-106

U-247
u-247
u-247
U-247
u-247
U-247
U-247
U-247
U-247

89

ENCLUS EXCLUS
CODE  EXPIRES
GDE  AUG 26,
1-238  AUG 24,
ODE UG 26,
1-238  AUG 26,
ODE  AUG 26,
1-258  AUG 24,
GDE  AUG 26,
1-238  AUG 24,
GDE  AUG 26,
1-238  AUG 26,
ODE  AUG 24,
1-238  AUG 26,
ODE  AUG 24,
1-238  AUG 26,
ODE UG 26,
1-238  AUG 26,
ODE  AUG 26,
1-238  AUG 26,
1-227 WAR 12,
0-42  JUL 20,
1-227 WAR 12,
0-42 JUL 20,
NCE  SEP 10,
NCE  SEP 10,
NCE  SEP 10,
ODE  WAR 06,
WCE  HAR 06,
1-215  FEB 04,
W FE8 04,
WCE AR 09,
NCE  WAR 09,

2001
2001




PRESCRIPTICH MiD OTC DRUS PRODUCT
PATENT AND EXCLUBIVITY DATA
*PED snd PED represent Pediatric Excluasivity

IRNGREDIENT WANE; TRADE WANE

LOTEPREDNOL ETABONATE;LOTENAX
WAPENIDE ACETATE;ULFANTLON
RANCAFCDIPIR TRISODIUM,TESLASCAN

WETRONIDAZOLE ; NETROGEL -VAGINAL
WETRONIDAZOLE sNETROLOT 10N

MICORAZOLE WITRATE;MONISTAT 3
RIDAZOLAN NYDROCHLORIDE;VERSED

HIDAZOLAN WYDROCHLORIDE;VERSED
HIDAZOLAN WYDROCHLORIDE ;VERSED

RIRTAZAPIUE ; REMERCH
NOMETASONE FURDATE RONORYORATE ; HASONEX
HONTELUKAST SODIUM,SIRGULAIR

WONTELUKAST SCDIUN>SINGULAIR
RARATRIPTAN muockmo!;m:m
HARATRIPTAN HYDROCHLORIDE; AMERGE
HEVIRAPINE : VIRAUNE
UEVIRAPINE ; VIRNANNE

H1COTINENICOTROL
HIZATIDINE; ARID AR

OFLORACTN PLORIN

QLOPATADINE WVOROLMLORIDE;PATANDL
CHEPRAZOLE;PRILOGEC

CHEPRAZOLE; PRILOSEC

CRYCODOUE ORIDE ; ROX1CCDONE
PACLITANEL ; TANOL

PARICALCITOL : ZEMPLAR
PARCUETINE UVOROCHACRIDE ;PANIL
PILOCARPINE WVDROCULORIDE; SALAGEN

PORFIMER SODIVM:PUOTOFRIN
PRAVIPEVDLE DINVDROCULORIDE ;NIRAPER

PRARIPENDOLE DIWVOROCULORIDE ;NIRAPER
PRARIPEUDLE DIUVDROCULORTDE ; NIRAPER

PATENT
HARBER

4994335
$540930

4933456
4992554
$091169
5223243
4OATLAT
445

RE3Z239

4915950

5116253

5811436
5145843
4886812
4843086
48086812
4806812

PATENT/PED EXCL USE
Expikes CODE

FE8 12,

OEC 18,

TREEEE

U-129
u-231
u-231
u-231

90

EXCLUS EXCLUS
CODE  EXPIRES
NCE  MAR 09, 2003
¥OF  JUN 05, 2001
OF  JUN 05, 2005
D-40  WAY 16, 2000
NDF 24, 2001
> MAR 30, 2001
PED  APR 15, 2002
WOF  OCT 15, 2001
NCE  JUN 14, 2001
NCE  FEB 20, 2003
NCE  FEB 20, 2003
NCE  FEB 10, 2003
MCE  FEB 10, 2003
D-49  SEP 11, 2001
MOF  SEP 11, 2001
NCE 21, 2001
1-220  APR 01, 2001
D-3)  APR 01, 2001
NOE  DEC 16, 2000
1-229  JUN 29, 2001
1-220 JuN 29, 2001
NS ocT 26, 2001
1-226 APR 09, 2001
1-230  Jun 30, 2001
NCE  APR 17, 2003
FES 11, 2005
1-212  FEB 11, 2001




PRESCRIPTIOH AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

*pED end PED represent Pediatric Exclusivity

91

APPL/PROD INGREDIENT MAME; TRADE WAME PATENT PATENT/PED EXCL USE  EXCLUS EXCLUS
HUMBER HUMBER EXPIRES CODE  CODE EXPIRES
020667 004 PRAMIPEXOLE D1HYDROCHLORIDE; MIRAPEX 4886812 DEC 12, 2006
48463086 JUN 27, 2006 u-231
020667 005 PRAMIPEXOLE DI1NYDROCHLORIDE ;MIRAPEX 4886812 DEC 12, 2006
48463085 Jum 27, 2006 u-231
019298 002 PRAVASTATIN SODIUM;PRAVACHOL 1-225 HAR 27, 2001
019898 003 PRAVASTATIN SCOIUM; PRAVACHOL 1-225 AR 27, 2001
019898 004 PRAVASTATIN SODIUM;PRAVACHOL 1-225 #AR 27, 2001
019781 001 PROGESTERONE ; PROMETRIUM WP HMAY 14, 2001
019627 002 PROPOFOL ;DIPRIVAN 5731355 #AR 22, 2015 u-217
5731356 MR 22,2015 u-218
020815 001 RALOXIFENE WYDROCHLORIDE EVISTA 4418068 APR 03, 2001
5393763 JUL 28, 2012 u-114
5457117 JUL 28, 2012 u-114
5478847 WAR 02, 2014 u-114
020520 001 RANITIDINE HYDROCHLORIDE;ZANTAC 75 1-228 UM 08, 2001
021024 001 RIFAPENTINE;PRIFTIN WCE JuN 22, 2003
ODE Ul 22, 2005
020835 001 RISEDRONATE SCOIUM;ACTOREL 5583122 DEC 10, 2013 U-222 WCE AR 27, 2003
020272 005 RISPERIDONE ; R SPERDAL 5158952 ocY 27, D-37  OCT 17, 2000
001 RIZATRIPTAN BEWZOATE;MAXALT 5298520 Jay 28, 2012 U-240 Jun 29, 2003
5602162 MAY 10, 2015 U-240
020864 002 RIZATRIPTAN BENZOATE;MAXALT 5298520 JAN 28, 2012 U-240 HCE Jun 29, 2003
5602162 ®AY 10, 2015 U-240
020865 001 RIZATRIPTAN BENZOATE;MAXALT-MLT 4305502 DEC 15, 1998 HCE JUll 29, 2003
5298520 JAN 28, 2012 U-240
4758798 DEC 15, 1998
4371516 FEB 01, 2000
5602162 WAY 10, 2015 u-240
020865 002 RIZATRIPTAN BENZOATE;MAXALT-MLT 4305502 DEC 15, 1998 HCE Jul 29, 2003
5298520 JAN 28, 2012 U-240
4758598 DEC 15, 1998
4371516 FEB 01, 2000
5602162 HaY 10, 2015 U-240
020533 001 ROPIVACAINE WYDROCHLORIDE MONOHYDRATE NAROPIN 4870086 JUL 28, 2010
020533 003 ROPIVACAINE WYDROCHLORIDE MONOHYDRATE;HARCPIN 4870086 JuL 28, 2010
020533 004 ROPIVACAINE WYDROCHLORIDE MONONYDRATE NARGPIN 4870086 JUL 28, 2010
020533 005 ROPIVACAIKE HYDROCHLORIDE MONOHYDRATE;HARCPIN 4870086 JUL 28, 2010
020772 001 SACROBIDASE ; SUCRAID ODE aPR 09, 2005
WCE APR 09, 2003
020236 001 SALMETEROL XIMAFOATE;SEREVENT 5126375 FEB 12, 2008 1-216 FEB 05,
020692 001 SALMETEROL XIWAFOATE;SEREVENT 5225645 FEB 12, 2008 u-211 1-237 $EP 25, 200
5380922 a8 10, 2012 1-236 gEP 25, 200
5590645 HAR 01, 2011
5126375 FEB 12, 2008
0346299 JAN 04, 2008
020828 001 SAQUIRAVIR; FORTOVASE 5196438 wov 19, 2012
020643 001 SERMORELIN ACETATE;GEREF 4517181 MAY 14, 2002
4703035 DEC 28, 2004
020643 002 SERMORELIN ACETATE;GEREF 4517181 HAY 14, 2002
4703035 DEC 28, 2004
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PRESCRIPTION AND OTC DRUG PRODUCT

ISGREDIENT MAME; TRADE WAME

SEVELAMER WYDROCHLORIDE ; REWAGEL
SILDEMAFIL CITRATE;VIAGRA
SILDENAFIL CITRATE;VIAGRA
SILDENAFIL CITRATE;VIAGRA
SIMETHICONE - CELLULOSE ; SONORX
SIMVASTATIN; 20COR

SIMVASTATIN; 20C0R

SIMVASTATIN; 20COR

SIMVASTATIN; Z0COR

SIMVASTATIN; 20C0R

SOMATROPIN, BIOSYNTHETIC;MUTROPIN
SOMATROPIN, BIOSYNTHETIC:HUTROPIN

SOYBEAN OIL;L1POSYN 111 $0%
SUMATRIPTAN; IMITREX

SUMATRIPTAN; IMITREX
SUMATRIPTAN; IMITREX

TAMOXIFEN CITRATE;NOLYADEX
TAMOXIFEN CITRATE;HOLVADEX
TECHMETIUM TC-9%M APCITIDE; ACUTECT

TELMISARTAN; HICARDIS
TELHISARTAN;HICARDIS
TESTOSTEROHE ; TESTODERM
THALIDOMIDE ; THALONAID

TIROF1BAN HYDROCHLORIDE ; AGGRASTAT
TIRGFIBAN WYDROCHLORIDE ; AGGRASTAT

TOLCAPONE; TASHAR

PATENT AND EXCLUSIVITY DATA
*PED and PED represent Pediatric Exclusfvity

PATENT
WUMBER

5292756
5658929
5733919
5292736
5658929
5733919
S236952
5476873

SNlE8NS

PATENT/PED EXCL
EXPIRES

. 2013

2014
2011
2011
2011
2005
2005
2005
2005

2005

USE
CODE

u-59

u-59
u-59

U-230

u-230

u-219

S33R &

&

o
o

£8 géGegs
EEEEERE

SR8

£F

R R RRRARR R
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EXCLUS EXCLUS

EXPIRES

ocr 30,

HAR 27, 2003

uaR 27,
#aR 27,

JuL 10,
JuL 10,

JuL 10,
UL 10,

ocT 29,
ocT 29,
Jay 13,

oct 29,
SEP 16,
WOV 10,
Hov 10,
L 16,
MAY 16,

HAY 14,

N 29,

2001
2003
2003
2003
2003

2003




viviv

viviv

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

*pED and PED represent Pediatric Exclusivity

IHGREDIENT WAME; TRADE WAME

TOLCAPONE ; TASHAR

TOLTERGDINE TARTRATE;DETROL
TOLTERODINE TARTRATE;DETROL
TOPIRAMATE; TOPAMAX SPRINKLE
TOPIRAMATE ; TOPAMAX SPRINKLE
TOPIRAMATE ; TOPAMAX SPRINKLE
TOPOTECAH HYDROCHLORIDE ; HYCANTIN
TORSEMIDE ; DEMADEX

TRAMADOL WYDROCHLORIDE;ULTRAN
TRAMADOL WYDROCHLORIDE;ULTRAN
TRANDOLAPRIL ;HMAVIK
TRANDOLAPRIL ;MAVIK

TRANDOLAPRIL ;MAVIK

TROGL 1 TAZOKE ; PRELAY
TROGLITAZONE ; PRELAY

TROGL I TAZONE ; PRELAY

TROGL 1 TAZOMNE ; REZUL IN

. TROGLITAZONE;REZULIN

TROGLITAZONE ; REZUL [N

UREA, C-13;MERETEX UBT KIT (U/ PRANACTIN)
URSODIOL ;URSO

VALRUBICIN;VALSTAR PRESERVATIVE FREE

VENLAFAXINE HYDROCHLORIDE;EFFENOR XR
VEULAFAXINE HYDROCHLORIDE;EFFENOR MR
VEULAFAXINE HYDROCHLORIDE;EFFEMOR R
VENLAFAXINE HYDROCHLORIDE ;EFFEXOR XR
VIUORELBINE TARTRATE;NAVELBINE
ZAFIRLUKAST ; ACCOLATE

ZILEUTON; ZYFLO

ZILEUTON; ZYFLO

PATENT
WUMBER

4572912
4830010
4859660

4535186
4535186
4535186
4535186
4307100
4859692
4873259
4873259

PATENT/PED EXCL

EXPIRES

NRSIIIIITSE

58333383333

, 2010

2012
2012
2012

2010

USE
CODE

u-219

U-147

U-168
u-168

93

EXCLUS EXCLUS

CODE

HCE
WCE

HCE
HCE

D-38
D-44
D-44

EXPIRES

JAN 29,

MAR 25,
MAR 25,
DEC 24,
DEC 24,
DEC 24,

¢EB 13,

G 21,
a6 21,

SEP 25,

2003

°U.8. Government Printing Ofice: 1568 — 454-72/00003
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New 19th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

19™ EDITION

Superintendent of Documents Subscription Order Form

Charge your order.
it’s easy!

YCS, enter my subscription as follows:

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

The total cost of my order is § . Price includes regular shipping and handling and is subject to change.
International customers please add 25%.
For privacy protection, check the box below:

O Do not make my name available to other mailers.
Please choose method of payment:

Company or personal hamne

O Check payable to Superintendent of Documents
Additions} rddress/antsntion bine E.] GPO Deposit Account { ‘ l i l ,_,__ [j

Strest address E] VISA or MasterCard

EERNEEERN HEEEER

Thank you for your order!

City, Sute. ZIP Code

{ )
Daytime phone including area code

(Credit card expiration date)

(Authorizing Signature) (10/98)
Purchase Order No, (optional)

Mail To: Superintendent of Documents, Government Printing Office, P.O. Box 371954 Piusburgh, PA 15250-7954

To FAX your charge order, call (202) 512-2250.
To charge your subscriptivn call (202) 512-1800.
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