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APPROVED DRUG PRODfTCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

18TH EDITION 

CUMULATIVE SUPPLEMENT 11 
NOVEMBER 1998 

1.0 INTRODUCTION 

HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Curmlative Supplement is one of a series of monthly updates to the Approved Drug Products with 
Therapeutic Equivalence Evaluations, 18th Edition (the List). The List is composed of four parts: 
approved prescription drug products with therapeutic equivalence evaluations, over-the-counter (OTC) 
drug products that require approved applications as a condition of marketing, drug products with 
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and 
Research and products that have never been marketed, have been discontinued from marketing or that 
have had their approvals withdrawn for other than safety or efficacy reasons. 

The Cumulative Supplement provides, among other things, information on newly approved drugs and, if 
necessary. revised therapeutic equivalence evaluations and updated patent and exclusivity data. The 
Addendum contains appropriate drug patent and exclusivity information required of the Agency by the 
"Drug Price Competition and Patent Term Restoration Act of 1984" for the Prescription, OTC, and 
Drug Products with Approval under Section 505 of the Act Administered by the Cl!nter for Biologics 
Evaluation and Research Lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those 
products with multiple active ingredients. only the first active ingredient (in alphabetical sort) will 
appear. In addition. the trade name will be displayed to the right 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 fo,· a specific drug is indicated by an abbreviation followed by the date 
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section 
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations . 
Information regarding drug patents and exclusivity for an approved product will appear in this 
addendum as it is received and may 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 su~ject to changes. additions. or deletions. the List must be used 
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk(*) 
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative 
Supplement. 

Drug product information is provided in each Cumulative Supplement for completeness to assist in 
locating the proper place in the List for the revision. [Strength(s) which already exist in the List ,,ill not 
be repeated for context.] • 

The presence of any therapeutic equivalence code indicates that the drug product is multisource: the 
deletion of a therape~1tic 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 ne\\ 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 >DL T> 
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 ,, ithdrmvn for other than safety or efficacy reasons. will be flagged in this Cumulative 
Supplement with the "(i?'" symbol to designate their non-marketed status. All products having a "(t?" 

symbol in the 12th Cumulative Supplement of the 18th 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 transters 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 ,, ill 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. 
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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 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 
(FORMER ABBREVIATED NAME) 

ASTRA MERCK INC 
(ASTRA MERCK) 

ASTRA USA INC 
(ASTRA) 

DUPONT RADIOPHARMACElJTICALS DIV 
(DUPONT) 

FlJJISA WA llSA INC 
(FUJISAWA) 

GENSIA INC 
(GENSIA) 

<iENSIA LABORATORIES LTD 
(GENSIA) 

JONES MEDICAL INDUSTRIES INC 
(JONES MEDCL INDSI 

MERCK RESEARCH LABORATORIES DIV 
MERCK AND CO INC 

(MERCK) 

MERCK SHARP AND DOHME DIV 
MERCK AND CO INC 

(MERCK) 

ZENITH LABORATORIES 
(ZENITH LABS) 

V 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

ASTRA PHARMACEUTICALS LP 
(ASTRA PHARMS) 

ASTRA PHARMACEUTICALS LP 
(ASTP • PHARMS) 

DUPONT PHARMACEUTICALS COMPANY 
(DUPONT PHARMS) 

AMERICAN PHARMACEUTICAL PARTNERS INC 
(AM PHARM PARTNERS) 

GENSIA SICOR PHARMACEUTICALS INC 
(GENSIA SICOR PHARMSl 

<iENSIA SICOR PHARMACEl!TIC-\LS INC 
(GENSIA SICOR PHARMS) 

JONES PHARMA INC 
(JONES PHARMA) 

MERCK AND CO INC 
(MERCK) 

MERCK AND CO INC 
(MERCK) 

ZENITH GOLDLINE PHARMACEUTICALS 
(ZENITH GOLDLINE) 

VI 



1.3 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG 

Novopharm · s single source acyclovir tablets have been declared to be a reforence I isted drug 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 in vivo 
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) against Novopharm·s 200 mg acyclo,ir 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 should contact the Di\ ision of Rioequivalence. Office of 
Generic Drugs. 

1.4 DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1 % 

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0. l~'o (DSOS). (I) 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 DSOS to Voltaren and to a placebo control in post cataract surgical inflammation. This study was 
necessary to demonstrate that the different formulation of the Alcon drug product did not aftect the safety 
and/or etlectiveness 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 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 for the treatment of pain. The designation of therapeutic equivalence at this 
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation \viii apply to 
the photophobia indication upon expiration ofCiba·s marketing exclusivity. 

1.5 RIBA VIRIN 200MG ORAL CAPSULE 

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

1.6 FOLLITROPIN ALFA AND BETA 

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

VI/ 

• 



• 

• 

1.7 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES 

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

Preface and ASCII Text Files: 
The Preface may be accessed using this URL: http://www.fda.gov/cder/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. 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 he accessed using this URL: http://www.fda.gov/cder/ob/docs/preface/cctablec 18.htm. 
Users who wish to query ,Jn 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 . 

vii 
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1.8 REPORT OF COUNTS FOR THE PRESCRIPTION DRUQ PROPUCT LIST 

DESCRIPTION OF REPORT 

This report provides summary counts deri\'ed from the product information in the Prescription Drug Product List and the current Cumulative 
Supplement. Products included in the counts are domesticaUy marketed drug products approved for both safety and effectiveness under section 
SOS of the Federal Food, Drug. and Cosmetic Act. Excluded are approved drug products marketed by distributors: those marketed solely abroad: 
and those now regarded as medical devices. biologics or foods. 

The baseline column (Dec 1997) refers to the products in the Pres~ription Drug Prod,,ct List. For each three-month period, a column of quarterly 
data is added which incorporates ~ounts 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 single in~redient 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. 
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REPORT OF COUNTS FOR THE PRESCRlPTION DRUG PRODUCT LIST 

COUNTS CUMULATIVE BY QUARTER 

~TEGQRIES COUNTED DEC 1997 MAR 1998 JUN 1998 sEe__1998 ~: 

DRUG PRODUCTS LISTED 9624 9711 9768 9798 
SINGLE SO.IRCE 2462 (25.6") 2484 (25.6%) 2494 (25.6%) 2479 (25.3%) 
MUL TlSOURCI:: 7052 (73.3%) 7117 (73.3lO 7164 (73.3%) 7208 (73.6%) 

THERAPEUTICALLY EQUIVALENT 6673 (69.3lO 6746 (69.5%) 6790 (69.5%) 6829 (69.7%) 
NOT THE,APEUTICALLY EQUIVALENT 379 ( 4.0X) 371 < 3.8%) 374 ( 3.8%) 379 ( 3.9") 

EXCEPTIONS 110 ( 1.1%) 110 ( 1.1%) 110 ( 1. 1%) 111 (1.1%) 

NEW MOLECULAR ENTITIES APPROVED 8 9 4 
NUMBER OF APPLICANTS 551 529 538 551 

'.\min,, ad,1-.:,,ntaining pr,1,l11.:t,. ,,r,m-~ing .:,,mp,1,iti,111 (~.:.: lntrndu.:ti.111. pug.:\\ ,1fth.: l.i,n. 
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JAN 21, 199'7 

N7411l5 001 
JAN 20, 1998 

NlHH 001 
iliis'4i4ro'oi 

IINANTADIN§ HXPRQCHLQRJPE 

CAPSULE; ORAL 

U~p 

!I + 

~~ 
I@/ 

SYRUP; ORAL 

A + •~~x 
:Y, + ENDO PHARMS 

TABLET 1 ORAL 
SYMMETREL .~.·~ + 

ANCINQNtpE 

OINTMENT; TOPICAL 
CYCLOCORT 
+~ 
+ WYETH AYERST 

ANILORIQE HXQROCHLORIDE 

TABLET 1 ORAL 
NJPN!Qrt 

AD + MERCK 
ii + Na.cit SltAR:1>~ 

aa 
.lll!m 

i'ooMG 
l00MG 

l.Qf»IG 
l00MG 

o,n 
o.n 

II 
AMILORIDE HYDROCHLORIDE; HXQROCHLOROTHIAZIDE 

TABLET; ORAL 
. AMILORil>II HCL AND HYDlt~OltO~-x :· . 
y ac..ou;.us 7M d1ll1Uli 

y WATSON LABS 

MOl>tJUTIC 5-50 
!! + MERCK 

BQ 5NO ANHYDROUS;!Q!!! 

BQ 5MG ANHYDROUS;fil!!!! 

4 

A00,1~~illt 
1170589 001 

AUG OS, 1986 

Ni,aia iio 1 
Nl6020 001 

iilso.aa oo:a 
Nl6023 002 

-.:ie.:t.Ci:r·i)Cll 
Nl810l 001 

litU•iJiiJ. 001 
Nl8498 001 

N18200 001 
ii:Ut'® 0'01 

~,~,. ~~1 
.:NI/liih U~l 

1173334 001 
JUL 19, 1991 

Nl8201 001 



>..Nm_> 
>..Nm_> 
>..Nm_> 

.. 

U DRUG PRODVC'l' LIST/ CUNULATlfl SUPP~ Nt!NBBR 11 / JAH'98 • NOV'98 

MILQRJPI HYpROCHLORIQI; HJPROCHJ.,OAATHJMJPI 

TABLET; OM.I. 

a l9111iiil~ &'¾Iii~~ 

MINQ ACIDS 

INJECTABI.E; INJECTION 
PROSOL 201 SUI.FITE FREE IN PLASTIC CONTAINER 

+ BAXTER HLTHCARE 201 

MINOCAPROJC ACID 

SYRUP; OM.I. 
~ 

M + IMMUNEX 
f 
MJNOCA,HQ:tC AC:tp 

M MIKART 

MIQPAAON§ IM>RQCHWRIOE 

TABI.IT; ORAL 
MJOIWtQB & 

M COPLEY PHARM 

coapyog 
y + WYETH AYERST 

PAc;pon 
M UPSHER SMITH 

~.~ii~~ 

1.:asGK(W, 

um 

um 

um 

MJTRIPTYLJNE HXPBQCHLORJP§ 

TABI.IT; ORAL 

II ~» --• -

!U.U'l~~ll 

N20849 001 
AUG 26, 1998 

Nl5230 00:11 
iil:'ft~'.':Q.01 

M74'159 001 
SEP 02, 1998 

M74'739 001 
NOV 30, 1998 

NU9'12 001 
DEC 24, 1'85 

M75135 001 
APR 30, .998 

AMITRIPUkJN§ NJroRQCHLQRJPI 

TABLET; ORAL 

• ~ um - lll!I 
y .um 
u a. 

@ lOMG 

~ 25MG 

@ 50MG 

@ 7SMG 

,;; lOOMG 

@ l50MG 

AMITRIPT)l,INE HYDROCHLORID1'· PERPHENAZINE 

TABLET; ORAL 

a 
y 

u 
a 

• 

HIUIMIJB..M!! AMXTR:t~~HCL 

@ 

@ 

@ 

@ 

.Dil,\. .. ,. 
IMia 
.Dllit• 
lOMG;2MG 

lOMG;4MG 

2SMG;2MG 

2SMG;4MG 

s 

■ N88620 001 
MAR 02, 1984 

N8862l 001 
MAR 02, 1984 

N88622 001 
MAR 02, 1984 

N88633 001 
MAR 02, 1984 

N88634 001 
MAR 02, 1984 

N88635 001 
MAR 02, 1984 

• • N72539 001 
FEB 15, 1989 

N72540 001 
FEB 15, 1989 

N7254l 001 
FEB 15, 1989 

N72l34 001 
FEB 15, 1989 



U DltW HODUCT LIST I C!UNULATIVB IUl'PLIMID1'1' lfflHUll 11 / JAN' H • NOV' H ' 
MIIJUPTYLIU IJPIAACflIQBJQI; UVHINMJU 

TAM.IT; OftM. 
.. ,, .. ..,,tlIP MP MIDIHJWII A 
e DANIIIURY ~ SONG;4MG 

• 
Ii 
II 

• u 
u 
u 
u 

~ 

WA'lSON LABS 

MMQNIW c:;m.oru:p1 
INJECTABLE; INJBCTION 

AMMONIUM OILORIDE 2. 141 

tffW 
~ -~ 
l!lE,m 
llE1Bi 

nm,m 
nm,m 

;w;w alU:: 
MMQNIW LACIAU 

CRD.14; TOPICAL 

LA~~ ·••~'i'\~~ 
+ 111:Q 12, BIi.Si 

»IQXICIW,JN 
TAM.IT; ORAL 

AMOXIL 
+ SMITHKLINI BBECIW4 SOONG 

.. 

llfl300'1 001 
OCT 17, 1991 

llfl3009 001 
OCT 17, 1991 

llfl300II 001 
OCT 17, 1991 

llfl3010 001 
OCT 1'1, 1991 

N85734 001 
Ni!7J~ot 

.. -.,"£~ ~:>.~+.,.,.tB 
N20508 001 

AUG 29, 1996 

NS0754 002 
JUL 10, 1998 

MQXJCIW,IN 
TABLET 1 ORAL 

AMOXIL 
+ SMITHKLINE BEECHAM 

WJNQNI LACTATE 
INJECTION 

It 

DmS2I 
It + SANOFI 

WUTMINl§ ID'.PROCHI,QRJPI 
INJECTABLE; INJECTION 

GENISA 
~ ~ 

+ GENSIA AUTOMEDICS 

875MG 

GMIYBtfflt 

19..,SMG WB/fflt 

jj:~')i-/ML 

O.OSMG/ML 

ASPIRIN; MALBITAL; Wf§IN§; c:;op§INE PHOSPHl,TE 

CAPSULE1 OftM. 

NS0754 001 
JUL 10, 1998 

lflUUi 001 
AUG 03, 1998 

1118700 001 
JUL 31, 1984 

•...... """.i'l'"'~'i ......, ~i<0~i..· 
-·· .. I,. :;:r~,, N20420 001 
SEP 12, 1997 

u mwnu., MPHJH, ctRfitlllP aim noswD 
STEVENS J 1il&1121i1.llli lf1U51 001 

ASPIRIN; WflIU; QRPH§NADRINE CITAATE 
TABLET; ORAL 

oumqg1c 
61 PAR PHARM 1liE! 1 .llli 1,llE 

OI.P"'9HIC mu 
U PAR PHARM 1.!9.lir !Mr ll& 

AUG 31, 19!18 

lf151U 001 
MAY 29, 1998 

lf151U 002 
MAY 29, 1998 



.. 

U HUG HODUC'l' LIST / CUNULATIVI SUPPLDIN'l' NUNUI\ 11 / JAIi' 98 • NOV' 911 7 

ASPIRIN; OXJC900NI HXPAAStiLQIUQI; QXXC900Ni IB§PH'£HMAT§ 
TABLET; ORAL 

OXJC9P9II W HHBD! 
HALSEY llJ!li1LJm;.R.JJm M 

M WATSON LABS 

AIIN9J,Ol, 

TABLET; ORAL 
A'JROL9L 

llJ!li;LJm;.R.JJm 

A,! GENPHARM ,llml 

ATINQLO!,; c;m&RTHALIOON§ 
TABLET; ORAL 

A'JROL9L MJ) CfflQR'fM.LJPQQ 
A,! MARTEC ll.E;,llml 

y .llm1ll!m 

ATORVASTATIN CALCIUM 
TABLET; ORAL 

LIPITOR 
~~ 

; 

~~:mi 

·~~ ._~~ 
'NARND LNUllffl.T IXPOR EQ lOMG BASE 

EQ 20MG BASE 

+ EQ 40MG BASE 

N40260 001 
JUL 17, 1998 

N40255 001 
FEB 27, 19911 

N7U26 003 
AUG 26, 1998 

N7H04 001 
MAY 14, 1998 

N7H04 002 
MAY 14, 1998 

' 

• N20702 001 
DEC 17, 1996 

N20702 002 
DEC 17, 1996 

N20702 003 
DEC 17, 1996 

A'fflACYBIUM il§XJ.AII 
INJECTABLE; INJECTION 

A'flWNIUM UHMD 
MARSN>I M lONq/NL 

M 
AIMCYIJYM il§YLAT -------- 1 fMfe:,uYI FUii 

WJIMCIN 

~~;-~t~;•:a•oot:ano••••tmtQlitit 
@ 5,000,000 UNITS/BOT 

N'14HS 001 
JUI., 28, 1998 

N?UH 001 
JUL 28, 1998 

~1i~~1ill: 
N62456 001 

JUI., 27, 1983 

BAC:tTAACIN ZINC; HYDROCORTISO,,'§; NEOMYCIN SULFATE; POLYMYXIN B 
SULFATE 

OINTMENT; OPHTHALMIC 

"''"' ~'''' m; .. ~~ 

M'. + MONARCH PHARMS 

----,--:1111••·•;,•;•w·•··~~~:a 
,n,,BO 3.SNq NSOU6 002 

MCJTAAC:tN ZINC; NEOMYCIN SULFATE; PQLYMYXIN B SULFATE 
OINTMENT; OPHTHALMIC 

Bi~~ 
M'. + MONARCH PHARMS 

BACITAACIN ZINC; PQLYMYXIN B SULFAT§ 
OINTMENT; OPHTHALMIC 

It 8iililtlf MJ) ,aME' 
w.'811:f 



u mtW HODUCT Lilll'l' I ~·rxw IIIUHLD:lllft wan :u. I JAN' H - NOV' H 

WJ'lMSilf IWC::1 fOLYMYJJN I §YJ.IAII 

u 
Oitl'l'IBIT; onmllW«IC 

Mr3!!!SRIPIPM 

-~~ 
U + MONARCH PiWtNS 

p.g.Q[P 

TABLIT; ORAL 

ii ... 
ii 
M toiATSON LUS 

M 

--llli 
a. 

UNZXL PDU:CILLO)J,·fOLXLXSJQ 
INJBCTAIBLB; INJBC'l'ION 

PU·PBN 

i~~ 

lfflJPJL IMlftQOILORIQI 
TMLIT; ORAL 

VASCOR 
~~ 

¥ 
+ 

• 

60 tlMOLM. 
~~ 

DW 
l~ 
300MG 

400MG 

HHOH 001 
JAN 30, lHS 

~~ 

H6U1H 001 

lff3092 001 
JAN 28, 1994 

lff3093 001 
JAN 28, 1994 

~~ 

-' 

' Nl9002 002 
DIC 211, 1990 

Nl9002 003 
DIC 28, 1990 

HTNMWQQ YAt.UA'J'IS 
CRUM; TOPICAL 

• ~ YWMD Mffifftt)Jt 
@ IQ 0.lt WI.SI 

ll[l'MANIQiQL S:HLQJ!JP§ 

ii -SMG 

PffiLlffl 'fOW,AII 
INJECTION 

• -
HJHZQWJPI 

SUSPJfflSION/DROPS; OPHTHALMIC 
AZOPT 

+ ALCON lt 

HQMOCRJPIINJ NSXMTI 
TABLIT; ORAL 

P9IQCI.Jnm wmu 
M LIK PHARM IQ 2, SMG WI 

IP:PLQPIL 
U + NOVARTIS 

BR.QMPH§NJMMIQ MAI.QT§ 

TABLIT; ORAL 

IQ 2,SMG WI 

".. IBlllltlilJlilglW.IAD WW avxr= • 

• 

-

f~l 
~ ~~'° ~ ~"U!i 

N700S3 001 
JUN 10, 1,116 

.-1'81 
N8U02 001 

--~:!~t 
Nl79S4 001 

N20816 001 
APR 01, 1998 

n7H31 001 
JAN 13, 1998 

H17962 001 

ifJU:ifift 



>JWIL> 
>.JYiliL> 
>.JYiliL> 
>_ADIL> 

.. . 

U Ol'N HODVCT Liff I ~'tnll IWHLIINIIIIT lfflNIID :U. I JAN• H • MQV• H 9 

IIMIPIWWffl !WAD 
TAILU1 0lt.M. 

!211f1RRB P!PD 
• 'l~ 4m 

MMi'J91 IJPOCWWD.I 
TMLBT, ~ ~I; 0lt.M. 

~n;f •1:mliiiiim ~ 
• lOOMG 

lt.l"J'9VIM9L tMWD 
I~; INJIIICTION 

M 
"IIIIP'° tMND --

M Ul)POll) .uaalt 

M --M PAULDING Dllllt 

M --
CN&JDJOL 

SOLUTION; 0lt.M. 
ROCAL'fflOL 

+ ltOam l UGM/ML 

H83123 001 

NaOUl 002 
MAY 111, 1997 

lll'IHH 001 
AW 12, 19H 

!nHH 001 
AW 12, l!IIH 

!ffHH OH 
AW 12, l!IIH 

!11!11'10 001 
SIP 28, l!IIH 

!11!1170 002 
SEP 28, 19H 

N210U 001 
NOV 20, l!IIH 

INJIIICTULE; INJIIICTIOM 
ISOLYft R IN DUTROSI St IN PLASTIC CONTAIN& 
~ !IRAUN 37MG/lOOML;SGM/100ML;31MG/lOOML; 

--
INJECTULE I INJECTION 

ISOLYTI E IN DUTROSI 
B !IRAUN 

-

120MG/100ML;330MG/100ML; 
HMG/lOOML N191164 001 

,,,,,1993 

St IN PLASTIC CONTAIN& 
3SMG/lOOML;SGM/lOOML;30MG/lOOML; 
74MG/100ML;640MG/100ML;SOOMG/100ML; 
74MG/100ML N19867 001 

1993 
~ 

CAJ&IYM c;m.QBJPI§; PHDQSI§; PQTMSJYM c;m.QBJPI; sopIQM CHLQRIP!§ 

M 

M 

INJECTULE; INJECTION 
Plfl!9P....H P: 1111 

ii -
Ii 



U DaVG ·~ Lift / C111UZoATffl IUPlPLIDllfflT WDn 11 / JAN• H • nov• H 10 

I~; INJICTION 
DDTROU st IN LACTA'l'llm llINGIR'S IN PLASTIC CONTAINIR 
e B BR.AUN 20NG/100ML;SGN/100ML;30NG/100ML; , .. CiOONG/lO~inONG/lQOML N1'7510 001 ... .. . . ...... ·s., 

INJBCTABLI; INJKC'l'ION 
ISOLYTE I: IN PLASTIC CONTAINIR 

B BR.AUN 3SMG/100ML;30MG/100NL;74MG/100ML; 
S40MG/100NL;SOONG/100ML; 
74MG/100ML -

CALCIUM gn.og;PJ; MAGNESIUM CIJLQRJPI; POTASSIUM gn.og1p1; SopIUM 
gn.ogIP§ 

SOLUTION; PIRPUSION, CMDIAC 

+ 

PLIGISOL IN PLASTIC CONTAINIR 
~ 

-~~::, 
17.SMG/lOOML;32S.3MG/lOOML; 
ll9.3MG/lOOML;643MG/lOOML Nl8608 001 

FEB 26, 1982 

CALCIUM gn.ogipl; POTASSIUM gn.og:rn;; SODIUM CHJ,,ORIPI 

al 

K 

INJKCTABLI; INJECTION , 

" . 

;30HG/100HL; 

;30HG/100§: 

NU721 001 
NOV 09, 1982 

H20002 001 
APR 17, 1992 

c;Al,CIUM CHLQRIPI; fQfASSJUM CIJL9UPli SQQIUM CHLQRIPI 

ii 

ii 

u 
ii 

INJECTABLI; INJKCTION 
• 

SOLUTION; IllllIGATION 
• -

···~.. ~ ~"~~~-

130'9/109&1 
»-:.: 

NlllH 001 

iifflii'iffl 

c;Al,CIUM Cffi&RIPI; POTASSIUM CHLQRJPI; SOQJUM CIJLQRIQ§; SODIUM 
WA'l\II 

INJECTABLI; INJECTION 
• 

al 

@ . ~ 
u 

• 

j 

SOLUTION; IRRIGATION 
• 

~ 

, §091911005, 
1119632 001 

FEB 29, 1988 
20MG/lOOML;30MG/lOOML;600MG/lOOML; 
3~~~t.:;~,~ ... -.,w .. ,..JU2!L~go1 



U N'N NODUCT Lift / ~'flff IVIP~ mllBD 11 / JD' H • HOV• H 11 

£13:DSMT WNPIU,1 
I~; DIJBCTION TMLIT1 OltAL 

UMSUU PllBURVATIVI ftD 
11 ~ ♦ ONY 35NO/NL N205:U. 001 -JUL 01, UH 
a -~M! SJlmt~L t!I 12,SMG N74640 001 

MAR 31, 1997 
TAILBT I ORAL • 2SMG N74640 002 
AT~ - MAR 31, 1997 

• SONG N74640 003 - MAR 31, 1S97 

• lOOMG N74640 004 

iR II ~~ ma MAR.-.~~~J 

~ ~ a -ASTRAPHAMS 4NO N20831 001 • -JUN 04, 1998 
11 -8MG N201131 002 

JUN 04, 1998 
16MG N201138 003 M 'l'OR.PHARM ll.JE N7473'7 001 

JUN 04, 1998 OCT 211, 19911 
♦ 32MG N2011311 004 M llB N74'73'7 002 

JUN 04, 19911 OCT 28, 1998 
M um N'7473'7 003 

OCT 28, 1998 
CN'ISJIMIU M .lUl!i N'74'73'7 004 

OCT 28, 1998 
TAILBT; ORAL M WATSON LAIS ll.JE N'74'51 001 

XBLOOA. FEB 13, 1996 
ftOOlll: lSOMG N201196 001 M llB N7US1 002 

APft 30, 19H FEB 13, 1996 
♦ SOONG N201196 OC\2 M um N'74H1 003 

APR 30, 19i.t8 FEB 13, 1996 
M .lUl!i N'7US1 004 

FEB 13, 1996 
CAP'J.'Qf8It. 

TABLET; ORAL WTQP~It.; HYDROCHLOROTHJa.U!21 

• ~ mm .. TABLET; OltAL 

II - . 
Sll9HPI 25/15 

1118709 001 M U.ISTOL MYERS SQUIBB ll1i1.llm 
OCT 12, 1984 



U DaVG P~ Lift / ~TIW SWII~ lmNUR 11 / JAN' H • NOV' 98 

SMNfflIL: 1XP19QlL919IIWJPI 
TMLBT1 ORAL 

ii .... 21,11 tMUffl 
SM911PI HIU 

II + :llliffOL NHllS SQUID lll!llallE 

• ~ - ttt'tf?'a 
£HOIDll91l!S 

II + :llliffOL tMmS SQUIBB llll•ll.11 

• i -- .... 

II 

• 
II 

II 

II 

II 

SM911PI HtU 
:artiffOL tMmS SQUID llll•llE -- .... 

llmtllE 

llll•ll.11 
1M1llE 

CARI/WIYVJD 
CAPSU'LB, BXT!NDlm RELl'SASl1 ORAL 

i~ ~ 
i 

+ SHIU 

+ 

~ 

200MG 

300MG 

.. . 

1111709 003 

AW 
111505!5 001 

JUN UI, 1998 
111505!5 002 

JUN UI, 1998 
111505!5 004 

JUN 111, 19911 
1115055 003 

JUN UI, 1998 

N20712 001 
SIP 30, 1997 

N20712 002 
SIP 30, 1997 

~:tRQQ 

TULET1 ORAL 
LOOOSYN 
~~~ 
+ DWIONT PHAIU4S 

~IQOPA; LfflPOQ 

I ~ 
II DUPONT PHAIU4S 
II 
II + 

~ 
2SMG 

TMLET, UTINDID RELl'SASE1 ORAL 

SI..,~ ~tl.~ 

~ iMJ~ 
DUPONT PHARMS 

+ 

CMJS9PROOQL 

TABLET; ORAL -~ 
M WATSON LABS 

C§FACLQR 

2SMG1lOOMG 

SOMG;200MG 

ma 
nm 

POWDER FOR RECONSTITUTION; ORAL 
CVNMI 

II MNWN 19 12§19 p.sllm. 

11 19 18719 MQ/SIIL 

12 

it1,13:t':\®3i 
Nl7830 001 

""fft# ig 
lfiit 

l"17555 001 
lf17555 003 
1117555 002 

.,11111 
lfH1!12 001 

DEC 03, 1996 

IIH204 001 
FIB 18, 1998 

IIH205 001 
FIB 18, 1998 



.. 

U DRW HODVCt Lift I CVIIRl'Ll'fffl IIU'HLIIIBft MUDD U I .TMf' H • IKW' H 

rmna 
POtlDB FOR UCONITITUTION; OML 

a 
a 

SIDAfl 

ClfM9LW 19RUM 
I~; INJBC'l'ION 

SRM9WJI Pm H M PHlWI PM'l'NDS 

H 
H 

H 

CVTH9UN 19RUM 
INJBCTULI; INJICTION 

CU'IZOX 
~~ 

i 
~ 

+ FUJISAWA HLTHCME 

+ 

+ 

19 UM IMl(M 

19 :UMIMl(M 

191M MQlyw. 

IR HM MPm» 

19 HWMPm» 

19 a• uam» 

·~~ ·~ ~~~ 

-~~~~ 
10 SOONG BASE/VIAL 

BO lGM BASE/VIAL 

BO 2GM BASE/VIAL 

BO lOGM BASE/VIAL 

CEFIZOX IN DIXTROSI SI IN PLASTIC CONTAINER 
• mu-- ieK~~-
® FUJISAWA HLTHCME BO 40MG BASE/ML 

IIHUH 001 
PD 18, 19H 

IIHUO'I 001 
PD 18, 19H 

NH1H 002 
AUG 14, 19911 

NH1H 001 
AUG 14, 19911 

IIHU'70 001 
MM 18, 19911 

NH1?0 002 
MM 111, 19911 

~-NSOS60 001 
SEP 15, 19113 

NS0560 002 
SEP 15, 1983 

N50560 003 
SEP 15, 1983 

N50560 005 
MAR 19, 1993 

JIIIW 
NSOS89 002 

OCT 03, 1984 

CVTUOJJN '9PUM 

,._.,, • INJECTION ,,. IND ,,,,_.___, 
INJBCT....,....iN Pt.l\STIC CONT·~~ ~Cl-- .. 
i 
+ FUJISAWA HLTHCNU£ 

+ 

C§fflOXJN §QPIUM 
INJICTULI; INJECTION 

SlmPIM y ASTRA PHA.RMS 

M 

M 

SlmPIM 19R:UII 
6l AM PHA.RM PARTNERS 

SHHAJ.tlXIN 

y 

I 
CAPSULE; ORAL 

CVPJ:Rll 
ZENITH GOLDLINE 

mx'l'i',ws 

iit'iat ... 
IQ 20MG IASI/ML 

IQ 40MG BASE/ML 

IQ 750199 WllllYJ» 

IQ 1. SW Wll(VW 

IQ 7, 5cm WR/VIN,, 

IQ ., I,. WI/VIN,, 

POWDER FOR RECONSTITUTION; ORAL 
KEFLEX 

it' ,1~1 
@ 

+ 

:g::1~1::::11~1 
EQ lOOMG BASE/ML 
EQ lOOMG BASE/ML 

13 

NSOSH 003 
APR 13, 1995 

N50589 004 
APR 13, 1995 

NH192 002 
APR 16, 1998 

IIIH192 001 
APR 16, 1998 

111Hl91 001 
APR 16, 1998 

11165002 001 
SEP 28, 1998 

11'1969 001 
11'1969 002 

11111:11 

l=tt\Mt 
NS0406 003 
N62117 001 



U: mtN I'~ Lift I ~TIW n'HLalllft __. 11 / JAN' H • MOY• H 

til'.,J "'•h• ,,_ ~1~,,i"' K•x 

CANVUll;oaMi -~~-
i u. + ·~ -+ lOONG 

1Iffl'Nlllffl.'; ~IC 
AB.ftllllllllllllNl!lllllfffll 

ii 
ll 

POffl>IR FOR UCONSTITOTION; OPH'fflAU41C 

~~ ~ 
+ ~ 2SMG/VIAL 

SOLUTION/DROPS; OPH'fflAU4IC 

I ...... ffl ~ 

SOLUTION/DROPS; OTIC 

\~ ~ 
+ p~ o.s, 

~J@L: IOO?IOCOUJSM AQIAU 
POffl>IR FOR UCONSTITUTION; OPHTHAt.MIC 
i~ HYDROCORT~ 

+ P~ 12.SMG/VIAL125MG/VIAL 

MHHOH 
60591 001 
60591 003 

~'W 
M01H 001 

~~ 
NSOlO 001 

~~ 
R61220 001 

~~ 
NS0205 001 

~w 
NS0202 001 

~I@L; IM?IQCOUJSQU ACITAU; POJ,,)OMSIN I §'QL[AU 

OI~;~IC 
O~'l' ,--~ 
~ PNOOm.M.I!! 

.. 

il'l'm,\-
NS0201 002 

c;m,.opMf;QNJ@L §@JW fUSC;tMU 

INJIC'l'ULI; INJICTION --~~ H + P~ 

QUQMJNV9X1DJ 
TULi'!'; ou.L 

LIBRITUS 
+ ICN 

Ill ~· ' ,~ 
I 

SMG 
lOMG 

QUQMJNJHWJPI HXPROCHLQRJPI 

y 

CAPSULB; ou.L 
WUJW 

ICN 

i: ~ 
gu.,oRH§X:tp:tN§ GLUCQNAII 

SOLUTION; DINTAL 

it l~f'ai•W- IUl1 
~ + ZILA .Llll 

TABLET; DINTAL 
PERIOCHIP 

+ PERIO PRODS 2.SMG 

14 

~-M0155 001 

NIIS482 001 
NHUl 001 

I 001 ~,1·· ,,,,. 
s''::: ':~ t--·~ 
tm 

WHHl 001 
W8H'l3 001 

, 001 

'~ ~ .• , ~\-~:, 
illHl 

,-■ R19028 001 
AUG 13, 1986 

N20774 001 
MAY 15, 1998 



,, 

U NW P~ Lift' / ~Tift SQtM.,llmft mmBD U / JAW' H • WV' H 

~- IQ'MOOJ,LOIUl>I 

H 

H 

INJICTULB; INJICTION 
Sffls__,..IPA 

BID, - n 
ll 

CHLOROOOIMJ flOSfflAD 
TABLIT; ORAL 

c::;m.ogqgum rPmD 
IA i NEST IWtD li.ll.llLINI 

CHLOftOIHWiiPI 
SUSPlmSION; ORAL 

DIOR.IL 
+ MBR.CK 
I 

TABI..IT; ORAL -~ I ; 
CHLQBOTH:tyxm:; mwxu 

TABLET; ORAL 
DIUPHS·250 

--
BP MBR.CK 250MG;O.l25MG . --~~ ~~ 

DIUPHS·SOO 
BP + MERCK SOOMG;O.l25MG 

it i ~~~ l~;®~ 

IM0273 001 
SIP 09, 19H 

IM0273 002 
SIP 09, 1998 

M,~.Q!ti ... 001 
~l'i 

Nl11170 001 
~~ 

Nl.1145 004 
NllHS 002 - ' 

Nl163S 003 

~ 
Nll635 006 

AUG 26 1987 
it~~-1 
~~~~, 

c;m.mwm1y11>1 §9:P;tW 
I~ULB; INJECTION 

DIOR.IL 
+ MBR.CK 
~ ~~;~ 

CHI..01.fflPUWHU J:WilAU 
TABLIT; ORAL 

~,:l~~,Gf!.~ !IIICi:'.,,11-\ ,l:i.-

ii ,.._MM,. 
@ 4MG 

CHLOIWRQMYJQ HYQROCHLQRIDE 
INJECTABLI; INJECTION 

ii <ilfatpAHDG 

@ 

CHLQBZQWOQ 

TABLIT; OIU\L 

"'"'~-- ' .... "· .... 
@ . ~~ 

IA WATSON LABS 

CHQWiSTYJWIIN§ 
POWDER; ORAL 

QNLJSTJIWl:UIR 
y NOVOPHARM 

y 

1MM 
25MG/ML 

mil 
250MG 
BIii 
ll.2m 

so 4GM YSJltfACICIT 
BO 4GM Y§IN/SCOOPPUL 

ONLJSTJIWIIQ LIGJl'l' 
y COPLEY PHARM BO 4GM USIH/PACUT 

15 

Nlll45 005 
fflllll~:s 

iBfflJ~l 
N80696 llOl 

-•111 N89563 001 
APR 15, 1988 

lffiii:flfiii t4a·,9·oi 001 

di.II■ 
N81H0 001 

AUG 22, 1989 

N7U47 001 
MAY 28, 1998 

N7U47 002 
MAY 28, 1998 

N74555 001 
SEP 30, 1998 



QPMmMPIS 
IPOll)IR; CIU.1, 

II "llllf"NW 
II 

II L9IP"' 
II 

i 
I 

II 
MSP.ml'.I.' LHllll'1' -II 
i 
ii 

S:P91VPWI 
SOLU'l'lON; CML 

M 
SWIUPW D 
~ 

TDLIT; CML 

• Sn ...... 

ii 

• • a ZINI'ffl I..ABS 

a 

U RN ~ L:ff I ~'tn'B I.IH~ man U. I JUI' H • 1'0V' H 

---DI/MUIH MHHI Hl 
MY 21, lH8 

n HI •DJLPSlllBI R'H3H OH 
MY 28, 19H 

D iii -DllfMmH llff4H1 H1 
AUG H, 19H ----~ llff4H1 Hl 

.__~" .. , ...... ww 

• - USDI/W'l!ft llff4H3 Hl 
AUG 15, UH ----~ llffHH HI -•~-lliUii---

Hcmll:& llff!SU.O Hl 
JUN 18, UH .. --.. -~-.um H'74U4 Cllll 
JUL 211, lHS 

llM llffH:H 002 
JUL 28, 1995 

SJSJPJU 

a 
a 

TDLIT; OML 

S111f¥P'1MS 

CIJWl'IPJR ~JPI 
SOLU'l'ION; OML 

SilDPIRD 
M COPLft NAM 

1UE 

llJ.11 

19 3PM WILUL 

CJlfflOfLOHtCJN ~:JPI 

OIN'.l'Nlffl'; OPHTHALMIC 
CILOXAN 

+ ALe<:lN BO 0.3' BASE 

SJlfflOMJAC:tN HJPR.gc;m.,oRJQI; HJPROCQRIJSQNB 

SUSPINSION/DR.OPS; OTIC 
CIPRO HC 

+ BYD BO 0.21 BASl;1'r 

C:JWUPI MONQHYPRATI 
TABLIT; OMX, 

PROPULSID OUICKSOLV ~- ii-limi 

TABLIT, ORALLY DISINTEGRATING; ORAL 
PROPULSID QUICKSOLV 

+ JANSSIN BO 20MG BASE 

Ui 

Bl'HU4 003 
JUL 211, 1995 

M'7HH OH 
JUL 28, 1995 

M'748H 001 
JUL 09, 1998 

N203'9 001 
MAR 30, 1998 

N2080S 001 
FIB 10, 1998 

Mm\"'m •~fit'BD 

N20767 001 
NOV 07, 1997 



U DltVGI ftODUClt Lift / ~'l'lft IVHLIIINDT MUIIID 11 I JAN• H • WV' H 1'1 

SJ'P.MftMI IYPRf9PVW a.1mwm;xu ffl)§fflAD 
TMLIT;OltAL 

CUM; VAGINAL c:m.aA 
CLIOClN l"OUft LAU IQ 20NG MSI "208:12 002 + ~CIA AND tJNOON IQ 2t MSI NSOUO 002 .:mt.1'1,UH 

MAR 02, 19911 IQ 40NG MSI N20822 003 
.:rut. 1'1, UH 

+ IQ SONG MSI "20822 004 
.:rut. 17, 19H • ..~ 

~- ll'tlWtAU • IQ lSOMG MSI/ML Nli29U 001 
OCT 20, 1988 

SYRUP; OltAL 
SOLUTION; TOPICAL !iull!lllllUB f'PHUI 
.. .Li~~ BD''fll!t M NORTON 8R.OVB E i:- IWllli& lffHH 001 • MM U, 1998 

• BO 1' MSI N62363 001 
FIB 08, 1982 

CLOBBTYQL tl.22ll'l!AD 
OJ:NTMIN'l'; TOPICAL 

.. "'"'"'""''f'('ffl.""'""'t'tff ~ U2112BD • 2.SMG Nl03SS 001 M ftIIHl'IL 1:.9.U N'ISO!S7 001 • SMG Nl03SS 002 
AUG 12, 1998 

.. -m-> • "IF lim .. <;t,tRmANYCtH HYDaoou.oRJRI > DI. > 
' 

' 
> M HIALTHPOINT 1:.9.U N'14221 001 ,> MAR 31, 1995 • ~~ .... SOLUTION; TOPICAL 

c::t.ou.rUQL HOPJSIDD • BO 7SMG MSI N63082 001 >..IIIL> u MORTON GROVE 1:.9.U N'IS20S 001 .:rut. 31, 1991 >...MIIL> NOV 13, 19911 
> u TARO 1:.9.U N'IS2H 001 

>...Jl:l!L> NOV 16, 1998 Q,INDMYCJH NOSfflAII 
CRDN; VAGINAL 

CLOMU~IW!llil HmROCHLORUlfi CLIOCIM 
i ~~~-~~~ ~ CAPSULI; ORAL 

CLONIQIUIIIIIIII! GI @ IQ 2% BASI NSOHO 001 M CHILSBA LABS 18& N'14751 001 AUG 11, 1992 
SEP 30, 1998 



>...li!lill:..> 
>..MIL> 
>..m.L.> 
>---11ml.._> 

>..m.L.> 
>..m.L.> 

U Dlt'N NODVCt L!ft I ~'l'nB UH~ NalD :U. I JAB' H • NOV' H 

q.qqN511 IJPIPQIL9Nml 

CANOY, OUL 

II !:1'1111Pf'fiP' um 
II llll 

II NYtM ma 
II um 
II llll 

g.qmpp 

II 

II 

II 

II 

u 
u 

• I u 

TABLff; ORAL 
CJftlPM 

NYtM 

NOVOPHARM 

var 
+ 
~ 

Lal --Lal ---I 
~ 

®R 

TllLIT, oruu.t.Y DISINTEGRATING; ORAL 
KLONOPIN RAPIDLY DISINTEGRATING -- -

4. 

lff4'151 002 
SU 30, UH 

lff4'151 OH 
HP 30, l9H 

lffOU 001 
AN. 30, l9H 

lff4H'I Ota 
AN. 30, l9H 

lffUU OH 
AN. 30, l9H 

lff51H 001 
OCT OS, 19911 

lff51!50 002 
OCT OS, 19911 

lff51!50 003 
OCT OS, 19911 

lff4920 001 
AUG 04, 19911 

lff020 002 
AUG 04, 19911 

lff020 003 
AUG 04, 19911 

~~ 
w1nu ooa 
~~ 
Nl.'1!133 003 

.all■' . .... • 

>~> 
>~> 

,> 
> 
> 
> 

CLOMMVM 
TADLIT, OR.ALLY DISINTIGRATING1 ORAL 
,~N UPIDLY DISINTWTING 

+ 

+ 

c;wu:pIN§ HXPRQCHLORIPI 
INJECTABLE; INJECTION 

~D~ 
+ ROXANE 

s 

ii 

@ 

• 
M + 

0.12514G 

0.2514G 

O.SMG 

lMG 

214G 

~~ 

O.lMG/ML 

--~ 
10MG/SML;30MG/SML; 
l.2SMG/SML 

18 

-

.. itm.· - ~~ N20813 001 
DIC 23, 1997 

N201113 002 
Dlll:C 23, 1997 

N201113 003 
DIC 23, 1997 

N201113 004 
DEC 23, 1997 

N201113 005 
DEC 23, 1997 

•
.. j~:,:,:M'i' 

®~;~~:~:'.f 
'lM:l:fft 

N20615 001 
OCT 02, 1996 

.e.~ 

mTdlflll 
Nl2575 003 

APR 04, 1984 

~1■~£11 
N88833 001 

NOV 16, 1984 



SPW§'FPlfflNI AJW 
I~; lllTICTION 

~cililiiidt' ··~ 
SUSHNSION/DltOPS; OTIC 

~X::~UL~," i-
+P~ 

COBIJCQDOPIN 
INJICTAIIIU; INJICTION .~ 

i 
@P~ 

• 

U Dlt'N P~ UH I ~•Hft IIUHL'INl!ft llfflDD U / JAN' H • ltOV' H 

~~ ~~ 
BO l!SOMG IWII/VIAL N50108 002 

~~~ 
EQ 3MG IIASI/ML;lOMG/ML; 
BO 3.3MG IWII/ML;O.SMG/ML N503S6 001 

25 UNITS/VIAL 
40 UNITS/VIAL 

'fa 
20MG 

-N08317 002 
NOll317 004 

~~ 
N1H90 001 

atOMQLXN axw 
SOLUTION/DROPS; OPHTHALMIC 

~,._ ll 

CYCl.OQNWRINI lflPR.QCHLORIRI 
TABLET; ORAL 

-~:gpg 

II WATSON LABS 

CX<;LOSPQR.IN§ 
CAPSULI; ORAL 

NEORAL 
BX NOVARTIS 

BX 

BX + 

SANDINMUNE 
BX NOVARTIS 

BX 

BX + 

-llli 
2SMG 

SOMG 

lOOMG 

2SMG 

SONG 

lOOMG 

SOLtlTION/DROPS; OPHTHALMIC :.• ,. Sl9a u MUSCH Alm LOMB 

i 

• ,.lliP 
u AKOfflf 

u omaa 
+ ~ 

D --- ---- ---

~ 
JAN~0.__,1995 

• 
D 

D M181!55 001 
OCT 03, 1984 

I it!M 

~ 

$M 

u 

_, ·-:·',·' 

-
. ■·rt _.al, • . 

di 
.. , -~'i(;~liic .. ,;i: 

1ii?~~ . ""~,-.. ,.,ll~ 
N7H36 001 

NOV 30, 1994 

NS0715 001 
JUL 14, 1995 

NS0715 003 
JUL 14, 1995 

N50715 002 
JUL 14, 1995 

N50625 001 
MAR 02, 1990 

N50625 003 
NOV 23, 1992 

NS0625 002 
MAR 02 1990 ...... -s..f .... "1i 

··~· 



U DllVG HODUC'l' LIST I ~Tlft IUHLIMDff wan 11 / JAN'H • NOV'H 

~ 

~ 

SOLUTION; OltAL 

M +~IS ;Hom/m. 

iii ~ 

SAHDINNUR 
BX + NOVNt'l'IS lOOMG/ML 

~ ~ 

A&P 
M SANGSTAT ;Hom/m. 

CUIOQPtN>B ~1p1 

TULBT1 OltAL .wr -• 4MG 

MCMWPII 
INJBCTAIILB1 INJECTION 

RtSHNl!Jll 
11 <mNSIA SICOR. PHAR14S 209M/VUL 

mc-RM 
II + BABR 

W&IJNQ!ffCJN 

INJBCT.YLE; INJECTION 
~ 

+ MDCK 
~~~~ 

.. 

20919f!W, 

O.SMG/VIAL 
~~ 

• .w 
N507H 001 

5 
> 

N50574 001 

~ 
NHUS 001 

OCT 31, 1998 

~~ 
NHS80 001 

N75259 002 
AUG 27, 1998 

Hl7575 002 

NS0682 001 ~-l 

PNit§fMJH iQPJW 
INJECT~; INJlllCTION 

~~~~ t~~~~~~-
+ 

QNiYQJ, 

CAPSUt.11 ORAL 
RtR!PL 

M !All 

M 

PMPCIU!I 
Al SANOFI 
M 

PAUNQRUPJCIN UXPRQ9U&RJPI 
INJECTABLE; INJECTION 

CERUBIDINlll 
+ BEDFORD 

~DA-CIN HCL 

10,000 IU/ML 

!OM 

llOM 

!OM 
llOM 

EQ 20MG BASE/VIAL 

iltiR'.\mt~m 
QAW9UflC;tl A ll'DfMYA'flYI nu 

II + BIDFORD 10 2PM WR/VIAL 
II Gl!:NSIA SICOR PHAR14S 10 20MG WB/VIAL 

PISQG§STR§L; IIHJNXL §STRADIQL 
TABLET; ORAL-28 

MIRCETTE 
+ ORGANON 0.15MG;0.02MG 

20 

·~-N202117 004 
JAN 30, 1998 

H'14!582 003 
MAY 29, 1998 

H'14!582 002 
MAY 29, 1998 

Nl'1557 003 
Nl'1557 004 

N64103 001 
FEB 03, 1995 

,.,.,~\l;l:i:~~ m:.,.J.!!,.,.,.,.,l:J'fi 

N50731 001 
JAN 30, 1998 

HH212 001 
JUN 23, 19911 

N20713 001 
APR 22, 1998 



• 11'1 

i 
' ! , 

; I 
= I 

I .... 

I 
I 
I 
I 

, I ... 
' i 
I 
I 

I~ 11111 



U DRUG PitOOOCT Liff / ~Tift HHLIBff lfflDU U / JAN' H • NOV' H 

u 

ii 

1~; ffl.JBC'HON 
IftltH!@!VPRA'M ........... 

PMD9U• NJ'M§IW c;m.op91 

u 
ii 

1~; IN.me:TlON 

- -=~ 
INJBCTMLS; 1NJBC'f10N 

ISOLYTB M IN DUTROSI St IN Pi,ASTIC CONTAIND 
B UAUK SGM/lOOML1150MG/lOOML;l30MG/lOOML; 

280MG/100ML;91MG/100ML Nl9870 001 
993 

~ ~ 

PMD9Q; §91.lIW CfflAIIPI 
INJBCTMLS; INJBCTION 

DUftOU iot MID SODIUN CHLORIDB 0.9' IN PLUTIC CONTAIND z '"'~ ~~1.~.o~~'--o~_n,i~ !LU!ll,~!1 - ~~ ~DIXftOH S\ Nm SODIUM c:m.oRIDI O.H IN PLASTIC CONTAINfflt 

: ~UN -~-i~-- 111,~~i 

t SD SECTION 1. 4 OP INTRODUCTION 

>..,!&IL> 
>..,!&IL> 

>..,!&IL> 
>..,!&IL> 

>..,!&IL> 
>..,!&IL> 
>..,!&IL> 
>..,!&IL> 
>..,!&IL> 
>..,!&IL> 

ijmmi~'tlmi 

INJICTMLlh INJICT:tON 

ii NMlltl 

• 

p1a.o~ Nl'Y§U!! 
TMLIT; OML 

Cft.JMW 
M ♦ CIBA 

RICLORD~ Nl'YilW 
M INVMIIID 

M TIVA 

M WATSON LABS 

PJOOQNAC §QPIW 

tW 
lSMG .. 
SMG/Mt. 

um 

um 
um 
um 

SOLUTION/DROPS; OPHTHALMIC 
RICLC>nnc IQPI!!! L.ll t M At.CON 

Y9&1'MH 
M ♦ CIBA L.ll 

TAIIILIIT, DILAYED RIUASI; ORAL 
RICLORU.C 11!21!1!!! 

M CARLSBAD nm 
M um 
M Im 

22 

~I-:t1J?:wi 
NUl179 001 

f.,f$.']t:Ul 
i'il&lf\\U!.,\i:tlii 

N72371 001 
JAN 29, 1993 

N20142 002 
NOV 24, 1993 

11'75229 001 
NOV 20, 19911 

11'75219 001 
AUG 06, 19911 

11'75152 001 
NOV 27, 19911 

N20H!I 001 
MAY 04, 19911 

N:10037 001 
MAR 28, 1991 

1175185 002 
NOV 13, 1998 

1175185 003 
NOV 13, 1998 

11'75185 001 
NOV 13, 1998 



>.Jlit..> 

>.Jlit..> 
>.Jlit..> 
>.Jlit..> 

"' . 

u NW ~ Lift I ffllllU/flff RP~ NWll :U. I .:s.w• H • ltW' ,jjl 

wanPWI' ~:PURI 
'f'ML!ft',~ II,..-• 
• 

PUJQIMQII P:w;n'AD 

-20MG 

~ 

M 

CIUIWI; TOPICAL 
,,...,.Uffll PJKIT¼D -- -- 1Jll 

M + "1if 1t LI\BS 

• i 

PJOOJW 
I~; INJECTION 

UPP! 
M UaoTT 

PJJ.IWW IJXPRQCHWlJPI 

1Jll 
~ 

CAPSULE, nTlffll)Jm IUU..DSI; OftAL 
CllTIA XT 
tt Am>RX PHARMS l20MG 

• 
• 

l80MG 

240MG 

HHHO 001 
JUL29,19H 

~~ 

mu,, 001 
MM 30, 19H 

noaos 001 

PH02H 001 
AUG 28, 19H 

N74752 002 
JUL 09, 19H 

N74752 001 
JUL 09, 19H 

N74752 003 
JUL 09, 1998 

DILTIWIN IJXPR9QIQIJPI 
CAPSULI, D'nR)ID ULlrASIII; OftAL 

CM.TIA XT 
@MmRXMWtMI 300MG 

m 
m 
m 

PJk!HWP 
lfflM 

PJl!?Hlllf P 
Hi 'l'ORHMM 

TIAU.C 

~ -
BC + 

~ 

BC + 

• 
BC + 

~ 

BC + 

+ 

+ 

INJECTABLE; INJECTION 
PJL'l'WP A 

M ABBOTT 

It TAYLOR PHARMA 

TABLET; OftAL 

M P1ii11..fk 

llM 
UM 

li5lli 

li5lli 

~ 

120MG 

t'i'M 
l80MG 

l.~ 
240MG -300MG 

iiR 
360MG 

420MG 

.u&l& 

.u&l& 

jjii 

23 

N74752 004 
JUL 09, 19911 

11751:H 002 
MAR 111, 19911 

1175124 003 
NAil 111, 19911 

1175124 001 
NAil 18, 19911 

mun 001 
AUG 06, 1998 

m., ::XII' ,,. ·'.: t.i:-~~ . "·· 
,:,» .. ' . 

N20401 001 

N20401 003 
SE~.),_1 1, ,f ~9~ 
alll11J 

N20401 004 
SEP 11 1995 

MJll 
N20401 005 

SEP 11, 1995 
N20401 006 

OCT 16, 1998 

1174941 001 
APR 15, 1998 

1175086 001 
APR 09, 1998 

..Ill■ 



U m\W ~ Lift / ~'l':rnl nDLIINllllft' IMIHll U / .TAM• H • NOV' H 

PP.TJIIP ~Pl 
TML&T;OD!t • ••:P -• 
• 

30NG 

60NG 

PJktWPNLAD 
TABLM', ~ RBLIASI; ORAL 

TIANA.ft 
+ HOBCHS'l' MARION RSSL IQ UONG HCL 

+ 

+ ~-
i 
i 

IQ l80NG HCL 

IQ HONG HCL 

~~ 

~ 

~~~ 

PJl9ffi9S'J.'9ffl 
INSD.T, U'l'INDffl> Rin.EASIII:; VAGINAL 

CDVIDIL 
+ cotffltOLLID THDAP l0MG 

i~~ -
PJfflPIJPIW'!JP ~JPI 

• Pt-WW 
• 12. SMG/SNL 

' 

N'740H 001 
rn u, UH 

H'740H 002 
rn :as, 1Ht 

N:aOSOfi 001 
OCT 04, 1996 

N20506 002 
OCT 04, 1996 

N:aO!SOS 003 
OCT 

~ 
N13237 001 

JAN 2S, 19112 

>, 
>. 

PUVWXPW,tP IMJloag.qtIQI 

I~; INJIC'l'ION 

:,. M. ~ A 

PU?DJINSM 

M. 

M. 

ii 

INJIC'l'UU; INJIC'l'ION 

Rt~:I 
~PM'l'ND.S 

li\111:DFORD 

• 

P91YTHl;tP IM>RQCHLORJPlli 
INJlll:C'l'MILI; INJECTION 

DOIVfMW! A 
M, LUI'l'POLD 

M, MMlSAM 

M. 

!§91915 

Bil& 

Bil& 

-2SMG 

~ 

19 12.sm INltffle 

19 12 • U9 INlflL 
19 12 ,aq INlflL 

H 

IHOHO 001 
NOV 20, 1998 

N?UH 001 
SIP 30, 1998 

N?HH 001 
APR 13, 1998 

~-., 
-~~ Nll942S 001 
JUL 12, lH0 

dlll:11··: "': 
~ •, IL ... 

N?tHS 001 
JUN 2S, 1998 

N?U'79 001 
FEB 18, 1998 

N?H95 001 
MAR 31, 1998 



.,, • 

U mt'N ~ L!ft I ~Tift nt:PLmaft' Htaa 11 / JAM' H • HOV• H 

P9Y9YIIRI IXPB9Ql4l1RI• tPIQLCL RWMD 
SOLUTION/mtON; OPH'lSUIIC 

COIOH 
+ NDCK IQ 2' IIIUB;IQ O.H BUI moan 001 

OOQPP! m;mocm.mu91 
CAPSULB; ORAL 

■ P91111& 

• 
ii 
II 

II 

II 

WATSON LABS 

OOJQMIICIN i:OOJtoc;m.QRJPI 
INJICTABLS; INJICTION . ~~ 

ii 

W lMMU 

WHWMU 

WIMMU 

fflW?W 
PFiftlilt 
~ 

K UISTOL tmms SQUID lMfll.Ne 

K HWIJJH 
lOOMG/VIAL 

PQllcyg.1g HJCLATJ 

CAPSULB; ORAL 
PDIOSTAT 

♦ ~ IQ 2014G BA.SI 

AN. 07, UH 

fflHH Hl 
MAR H, lHl 

fflHH Hl 
MAR 29, lHl 

ffl2H'I 001 
MAR 29, lHl 

MHHOH 
AN. 13, UH 

MHH002 
AN. 13, 1999 

1Hi2926 003 
APR 13, 1989 

NS0744 001 
SIP 30, 1998 

OOXYCYQ..JO m;t,M'J 

LIQUID, UTINDSI> RILIASI; PDIOOON'l'AL 
A'm.IOOX 
♦ A'm.IX IQ 101 W/W 

PMmJPQL 
IWBCTABLS; INJECTION 1t• 

~ 
2SOMG/ML 

IQiOTHJQPMtl JQPJPI 

K 

ii 

POffl>D FOi\ UCONSTITUTION; OPHTHALMIC 

l 

PHOSPHOLINI IOOIDI 
♦ AYDST 0.031 
♦ 

♦ 

♦ 

I 
I i 

@ 

~ 

~ 

o.on 
0.125' 
9.,:,~U 

!MM 
1014G/ML 

25 

NS07Sl 001 
SIP 03, 1998 

~· 
~~ 
N090H 001 

Nll963 002 
Nll963 004 
Nll963 001 
Nl1963 003 
.:.-:.:..:..~--:,:,.~~,·❖-.~"-!,,.~ 



U mtVG I'~ Llft / ~'l'IVIII IUHLIINDff MUJan U / .JMI' H • NOV' H 

• • 
VAYIRF 

CAPSULI; ORAL 
SUSTIVA 

OOPOm' PRMMS 

+ 

lOMG/ML 

SONG 

lOOMG 

200MG 

~~ 

iM 
@ 

• 

P9WMJH SQQJYM 
INJICTABU; INJIC'l'ION 

LOVDOX 

25MG 

3SMG 

+ IWOlffl POOLDC RORD. 40MG/0.4ML 

+ 

+ 

+ 

.. 

60MG/0.6ML 

80MG/0.8ML 

lOOMG/ML 

N400U 001 
MAR 20, 1996 

N209'72 001 
SBP 17, 19H 

N209'12 002 
SBP 17, lHII 

N20972 003 
SIP 17, 19H 

NlllHl 002 
DEC 24, 19116 

NUIHl 003 
DIC 24, 19116 

N20164 002 
JAN 30, 1998 

N20164 003 
MAR 27, 1998 

N20164 004 
MAR 27, 19H 

N20164 005 
MAR 27, 1998 

:i, 

:i, 

:i, 

.=
,> 
> 

IRJNJBJNI 
lNJICTABU I lN'mAMUSCULAR 

BPI I I HN JR 
+ MDlDlAN MIDCL TICHN 0.lSMG/DELlVERY 

IPlHN II: Z PBN 
+ Mlffl.lDlAN MIDCL TICHN 0.3MG/DELIVERY 

IPTJFJWJPI 
lNJECTABLI; INJECTION 

lN'l'IGRlLIN 
+ COR 

+ 

PX1DQMYCJN 
OINTMBNT; OPH'l'HALMlC ..... 

U AKORN 

OINTMl£NT; TOPICAL 
AKNl·MYCIN 
i&~ 

+ HDLTHPOIN'l' 

75MG/100ML 

2MG/ML 

-.!Lll 

ft 

21' 

TABLn, DBLAYl£D Rl£LBASE; ORAL 

ii 
M 

,,,l.::mllL ... " ........ 
,~~ 

ii nliilt I.~ 
M + 

• 

m1I nm 

nm -

2Ci 

Nl9UO 004 
AUG 03, 1995 

Nl9UO 003 
AUG 03, 1995 

N20718 002 
MAY 111, 1998 

N207111 001 
MAY 111, 1998 

NH030 001 
JUL 18, 1996 

NSOSH 001 
JAN 10, 1985 

ift'lU.lffl 
NH272 '·0112 

•••:rm o.~ 

1'12298 003 

MAR-i!i:...UH 
~:~ 



" • • 

U mtn ~ Liff / CW'l'IWI IWtL1IINIDft' rm 11 / .-wt• H • HOV' H 

Rlf,rm;g 
TULIT, ~ PlnilMB1 Olll\L 

-iar B + UBI 

PJlpq,m;DI UIJYPSiS11&'ffl 

U'ff9WL IYPl9!ll:9U91 
I~; IMJICTIOR 

IUVIaLOC 
+ ID.X'.l.'D 1lmM ROD 

• 
+ i
i 

i 

HfMQLM 

TUI.ff; ORAL 

lONG/NI. 

lOONG/NL 

2SONG/NI. 

~ 

iiiiiili
~ 

• W:m • 
II • 
B WATSORLUS a 

a • 

MHHH3 

NlHH 001 
AUG 15, UH 

N193H 003 
DIC 31, 19H 

NU3H 002 
t 

Jf'IUU 001 
AUG U, 1997 

Jf'IUH 002 
AUG 19, 1997 

HfMPJot. 
PU.N, D'1'1ffl>ID ULIUlh 'l'RANIDERMAL 

At.on 
u HOC'l'U Mm CWIILI 0. OSMG/24HR 

u 0. 07500/MHR 

u 0,1MG/24HR 

• .111•• 
ii 

• l\"liMIB 
CLIIWtA 

u + uru.u 0.07SMG/24HR 

ISCLIM 
u IFOURNID. 0. 02SNG/24HR 

u 0.037SMG/24HR 

u O,OSMG/24HR 

u 0.07SMG/24HR 

u 0.1MG/24HR 

PINPATCH 
u + PARO DAVIS 0.02SMG/24HR 

TABLIT; ORAL 
UfMD:.tOL 

M ENDEAVOR La 
M -M -

l§TRADIQli i l!QB!m!l!mRONB A£1IAII 

FILM, EX'l'ENl)ED RELEASE; 'l'RANSDERMAL 
COMBIPATCH 

RHONE POULENC RORD. O.OSMG/24HR;0.14MG/24HR 

:n 

N20HS 001 
DIC 20, 1996 

N20HS 002 
DIC 20, 1996 

N20HS 003 
n'll!r ~n- 1.11011: 

N2037S 003 
MAR 23, 19911 

N201147 001 
AUG 04, 1998 

N201147 002 
AUG 04, 19911 

N20H7 003 
AUG 04, 19911 

N20H7 004 
AUG 04, 19911 

N::101147 OOS 
AUG 04, 19911 

N20417 001 
DEC 03, 1996 

11401311 001 
JAN 30, 1998 

Jf401311 002 
JAN 30, 19911 

Jfto138 003 
JAN 30, 19911 

N::10870 001 
AUG 07, 1998 
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U aw nOD'UC'l Llft I ~Tift nl'IPLJIID'l' ntlUR 11 / JAW' H • NOV' H 29 

mw;ams KIP m;nm. IUPPl9L I W9191Gffl.JIL 
TMLn;ODI. 

~ -ill1mm11111mu111• - ~~ • ~--~ u WATSON LABS L.um11a.llll 11135H 001 
>..U..> lffllDIJL VfNDIOL: ~ DIC 13, 1993 

>.> > > m1un, IUPPJQL: PmJAQQ 
~~ > > 

TAILn; ORAL•21 

fflDIYL UTDDJOL: LIMH>JlGUTUL • '9111111/351•21 
~ 

~~~ 
TAILn; OBI, u WATSON LABS o.osaq,,a 1111480 001 

PlllVDt IIMlllGINCY cmmtACBPTIVB KIT APR 12, 1988 
+ cmmTICS O.OSNG;0.25NG N20946 001 

SEP 01, 199111 TABLn; ORAL-28 

TULIT; ORAL-21 • '9111111/351•21 ....,,... 
ALUH ffff'~ .. ..,...~ ............... ~-

BX + WYmi AYDST 0.02MG;0.1MG N20H3 001 u WATSON LABS o.osaq,,a 1111Hl 001 

i ~,~ :ii\\l APR 12, 1988 

LIM,ITI ffl)J)OLAC 
BX HRLU LABS 0.02MG;O.lMG N20HO 001 

~~'W ~ 
CAPSULE: ORAL 

nopoy.c 
~ u USGEN ll.9!li 111029 001 

• rw,1,,,0-21 
~ --- JAN 30, 1998 

u GENPHARM .um 1115071 001 
SEP 30, 1998 

u WATSON LABS L.um• .9..,,,1,M 11'13592 001 
DEC 13, 1993 

u ll.9!li 1115071 002 
SEP 30, 1998 

u TARO .um 1115078 001 
TABLET: ORAI..·28 APR 30, 1998 

ALESSI: u ll.9!li 1115078· 002 
BX WYffH AYER.ST 0.0214G;O.lMG N20H3 002 APR 30, 1998 

~iliJM NARlilti TABLET: ORAL 
~ fil ' nopoy.c 

LEVLITE u CHELSEA LABS il9& 1175069 001 
BX BIRLU LABS 0. 0214G; 0. lMG N20860 002 APR 16, 1998 

JUL 13 1998 u GENPHARM 400NO 1175012 001 
~~~"m --- SEP 30, 1998 

&~ .. lW .... · 



U MUG NODUCT Lift I CUllfflLA.'flft IVHLallllft' nNln 11 / JAN' H • NOV' H 

l'TP9HC 
'l'AIILB'l'; 0U,L 

• "DL mm 
• MYLMI -->~It. mm > > > > • IWIIAXY --,> ,> > 

>.> > > 
>..aa...> 
>..aa...> 

• mm 

• ~~ .. 
• TARO --• NA'l'SON LOS --• mm 
• ZIHITH OOLDLINB ua 

Yim a + WYml AYBRST nm 
'l'ABLBT I BX'l'lml)BI) RILDSR; ORAL 

LODINB XL 
+ WYml AYBRST SOONG 

E'QPQSIPI 
INJBCTULR; INJSCTION 

lll'lOfOSIPI 
!t APPLil£D ANAI. 

!t MIIRSM 

E'QPOSJPI PHQSPMii 
I INJECTION 

2W/Se 

:i!M4 

"'&~~ 

lff5012 002 
SD 30, UH 

lffUH 001 
nil 06, UH 

lffUH OH 
NOV 20, UH 

lff52H 001 
NOV 24, UH 

lff52H 002 
NOV24, lU~ 

lff50'14 001 
MAR 11, 19911 

lff4H2 001 
APR 16 1 1997 

lffH92 002 
OCT 29, 19911 

lff4H3002 
NOV 20, 19911 

IIUH22 005 
JUN 211, 1996 

N20SH 003 
JAN 20, UH 

anon 001 
SEP 30, 1998 

H'1UH 001 
JAN 09, 19911 

~-''·"' ,. .. 
. 

lll'lOfOSIPI PHQSPHAU 
INJICTULI; INJECTION 

IIITOPOPHOS PRUDVATIVB FRH 
+ U.ISTOL MYIRS sotn:n EO lOOMG BASIE/VIAL 

+ EQ SOONG BASE/VIAL 

f,MOTJPJQ 

TMILRT, OltALLY DISINTIGRATING; ORAL 
HPCID RPD 

MUCK 20MG 

+ 

flNOFJlfflATI 
CAPSULE; ORAL 

LIPIDIL 
@ AUOTT 

i~~ 

TRICOR (MICRONIHD) 
+ MIBOTT 

FlfflOPROF§N CALCIUM 
CAPSULE; ORAL 

ii "Bl~.• 

• 

40MG 

~ 
20MG 

lOOMG 

l~ 

67MG 

lti:!MMhU 
icKlDMPM 

• 

30 

N204S? 001 
MAY 17, 1996 

N20906 001 
FD 27, 19911 

N207S2 001 
MAY 28, 19911 

N207S2 002 
MAY 211, 19911 

~w 
Nl6618 001 

Nl9304 002 
FEB 09, 1998 



rM!l9DI CIJ&IW 
CANULl;OltN. 

!'9JIIIP.EMSJP 

GI 

ION 
: a C:PP·•·rmw • 

ii i ~~ 
~ 

K UBO'l'T 

K + II.KINS SINN 

It IWlSM 

• fflLIBU 
It + JANSSEN 

TROCD/LOZING!I:; ORAL 
>..Amt.> ACTIQ 
>..Amt.> Aml:STA 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> 
>..Amt.> + 
>..Amt.> 

U NW ~ Lift I ~ HHLIIBlft' fflaD U. I J»I' H • IICW' H 

IQ 200MG DASI 

IQ 300MG DASI 

19 o.ow w1115 

19 9 · 9M IMl/5 

l!i:Q O. 2MG BASE 

IQ 0.4MG BASE 

IQ 0.6MG BASIII: 

IQ O.IMG BASE 

IQ l. 2MG BASIE 

EQ l.6MG BASE 

N72Hl 001 
AOO 19, 1991 

N?2H2 001 
AOO 19, 19!ll 

N72?H 001 
SEP 24, 1991 

Nl9101 001 
JUL 11, 1914 

H'IU:1.7 001 
FU 03, 1998 

~~ 

N1Hl9 001 

N20?47 001 
NOV 04, 19911 

N20'147 002 
NOV 04, 19911 

N20747 003 
NOV 04, 19911 

N20747 004 
NOV 04, 19911 

N20747 OOS 
NOV 04, 19911 

N20747 006 
NOV 04, 1998 

OPJS NIQIJW SJTMD 
POMDD FOil UCOHftI'l'UTION I ORAL 

FD.1\IHLTI 
+ NYc::OMBD AMDSIWI 600MG/PACUT ~---
~ 

@ 

fl 

fl 

fWQCJNQLW ACHQNJPI 
CRIAM; TOPICAL 

!FLOOC:nm,op ACl'fONJPI 

-
iR 

~ 

t~ 
S0MG 

7SMG 

l00MG 

U TMO .2..:_!l.ll 

a l)U 

FWQCINQNJPI 

CRIAM; TOPICAL 
PLUOCIPJPi 

DR.AXIS HLTH y 

• fm 

o.os, 

!fM 

u 

620292 

Mfuli!:JMi 
Nl9960 001 

DEC 30, 1992 
Nl9960 002 

DEC 30, 1992 
Nl9960 003 

DEC 30, 1992 

1140035 001 
OCT 31, 1994 

a,tlll■ 

N'72494 001 

J1,..~,~i.tlili 
dii;,::li:::::i.m 



U DIN ~ Llft / C:Wftft lllfflHLIINIIHT _. U / .JU' H • WV' H 

>---> 
>..m.t..> 

Nl91951,W;IL 
~, :m.JICTION ,. 

II ~b:iiiBlll!IIIIDimiilllliiilJ 
R + 

R ~ Lr PAR'fflDS 

R 

I + lat PORTO RICO 

i --

fLYflPNJR QIC.MOATI 
I~; IMJBCTION 

• , ... 
sMM, ,.,.. ,. 

IQ 
~~Tl mr asmtwe 

n.JJMUPM ID@BQCHJQUQI 

CAPSUI.11:; ORM. 
MAI! 

>..&m,_> H IOI PUD.TO RICO 
> 
> 
> 

> I . 
>' --> i 

~~~ 
o.ost;BQ 3.SMG IASll:/GM 

i;~~~~~~ 
0.0st;BQ 3.SMG IASl!l/GM 

MllHHl 
AUG 2111, H93. 

8MH'71 Hl 
HP 30, HH 

11MH'l9 Hl 
SD 30, HH 

IU.2209 Hl 
~~ 

Br.UH 001 
APR 16, 1998 

~N50346 001 

~U~l 
N50345 001 

N3.6723. 003. 
NUi?23. 002 
'"'"'"""'""'k~_•:■1•·· ~'-,, 

~~--- . 

fWYPWJR 1WMDi 
TMLIT, ORM. r. 

fONJYJMU PUii 

.. 
25MG 

INJICTMLI; INJICTION 
Vl'fflAVln PUIDVATIVB ll'Rl&I 

+ CIBA VISION OPH'l'HLMC 6 • 6MG/ML 

SWV!:PINJJN 
CAPSULl'I:; ORM. 

~~~~,~-~- ... ~,"~ 
~ 

+ 

TABLET; ORM. 

+ 

NIMlONTIN 
PARKE DAVIS 

GMCICLQVIB 
IMPLANT; IMPLANTATION 

VITRASl!lRT 
+ BAUSCH AND LOMB 

;. ~ili'mt'ii 

lliH 

~~ 

l00MG 

400MG 

60014G 

800MG 

4.SMG 

j}-

32 

N20243 001 
DEC 05, 1994 

N20961 001 
AUG 26, 1998 

N20882 001 
OCT 09, 1998 

N20882 002 
OCT 09, 1998 

N20569 001 

~Wt:tit m.,.,:OJ.,.,.,.,l:fJI 



SIM1M,9ML 

CANULI:; OML 

pai,11••· 
ct PMU DAVIS PIWtNS 

• 
TAILl'l'; OML 

P191JT, 

• TORNIWI . ~~--
• + PMU DAVIS PH.IIRNS 

GpTAMJCIN §WAD 

INJRCTMLB; INJIC'l'ION 

M. 111 BM.ON 

M. 

M. 

M. 

M. 

M. 

M. 

M. 

M. 

M. 

M. 

M. 

U mtH ~Lift/ ~Tn'I HHt.lllDT Nl:llaD 11 / JAM'H • WV'H 

- ~,. 
200MG NUl422 001 
300MG NlH22 002 

1UJ!!i lffl/1034 001 
JUL 20, UH - .aw 

1UJ!!i W.H22 003 
NOV 20, UH 

IQ HM BlllHB NU8H 008 
AUG 28, 1987 

IQ HM IWIBl&9B IH28H 009 
AUG 211, 1987 

IQ ZM IWlllllHB llfl28H 010 
AUG 211, 19117 

D 21M BIil& HUGH 001 
AUG 28, 1987 

IQ IMBlllHB 11112814 011 
AUG 28, 1987 

D 2M IWIBlHB IH28H 012 
AUG 28, 1987 

DHMBl!lllHB IH28H 013 
AUG 28, 1987 

IQ ;J.:- IWllll/m. IHHH 002 
AUG 28, 1987 

D HM IWIBlJi!ilB MU8H OH 
AUG 28, 1987 

D &1mi Biil& IH28H 003 
AUG 28, 1987 

D 1uS& IWIBl& 11912814 004 
AUG 28, 1987 

D ;L • M IWlllllS IH28H 005 
AUG 28, 1987 

GMMJSJH §WATI 

INJIC'l'MUh INJIC'l'ION 

M 

M. 

ii ~ 
it 

• 
ii 
it 

• 
ii 
it 

• 
ii 
it 

• ii 
it 

ii 
M: AKORN 

~"lftt!Mf ·~--.,_ 
•~1tW'ffll1Wi 
&-'"W""'9 
~WfjjMlilM .,'W',..,, 
Gl,.W;~ 

IR}.,.'W:sffflfttt ·~ 
·-----"""' -~-Do.a BIi 

33 



u mw ·~ Lift I ~T:nB RHLINIIIT - u. I JAM' H - NOV' H 

SIPSWII! VPBPSPl::9U9! MS-Wnwn' 
:m.mc:TULI&; I~lON 

GWCMm 
+ H0ll'O NOMISK 

SIPSWII!, HO§JHTIITJ<; 
:m.mc:TULI&; l~ION 

Gl.ucAOOH 
+ LILLY 

GliDQIUPI 
TMLBT; OJtAL 

P:DPJPI QaSMl:tYP> 
M INVANBD 

M 

M NnM 

M 

GLJCOfXM9W'D 

I 

• 
Ii 

IQ 1NG UBI/VIAL 

lMG/VlAL 

1.J.E -1.J.E -
■ 1NG 
2MG -1NG -2MG 

"20918 001 
JUN 22, 1998 

N209211 001 
SEP 11, 19911 

N'ISlH 001 
JUN 22, 19H 

N'ISlH 002 
JUN 22, 19H 

N'IU92 001 
JUN 26, 19H 

N'14'192 002 
JUN 2,, 1998 

NH902 001 
NH900 001 ~-. 
Nl2827 001 ~-. 
Nl2827 002 

<IW!J<;IQJN; Q0NYCIN §UWltD; PQLJMYXJH I §YLt'ltTlli 
SOLU'l'lON/DROH; OPHTIW:.MIC: 

ii .«-.al:il~ 
U + MONARCH PHMMS 

<IW!HfflON IM>ROCHLQRIP§ 
TABLIT; OJtAL 

KYTRIL 
® SMlTHKLlNB HBCHM IQ 2MG BASE 

AAJPAfLOXACIN HYJ)fil)CHlQBJPI 

TABLET; ORAL 
RAXAA 
;~~ 

+ 

GJWWQI AC§TAD 
TABLIT; OJtAL 

OOMPID AgT:ft.D 
M ION 

M 

~~~ 

BQ 200MG BASIi: 

EQ 400MG BASE 

EQ 600MG BASE 

19 i!R ™' 
IIO M WI 

HYJ>RQCHLORQTHIAZID§ 

imjjR 
10MG;25MG 

H 

N20305 002 
JUN 15, 1998 

~~ 
.t>m; 
N20695 001 

NOV 06, 1997 
N20695 002 

MAY 14, 1998 
N20695 003 

MAY 14, 1998 

N'14517 001 
SEP 30, 1998 

N'14517 002 
SEP 30, 1998 

kbm8i®1t 
Nl3553 001 



PIDSUI PIXPMC!l:9PIM 

'l"MLff I ODL 

:>. •c1111 'Pe 
,> 
,>. 
> • ~it-• • MATSON LMS 

• 
WANNR9L 

'l"ABLff; ODL 

• •1aam111w11 

• • 
• 

• ~ • • • • • • 
• 
@ 

U Da'N ~ Llft I ~•r:tft IDIP~ m:aD U I JU• H • MOV• H 

IR UII IHI 

11•--
Eli rnr 
ffi "'""PT 
IQUIIMD 

m•DP 

--lOMG 

20MG ----al -O.SMG 

lMG 

2MG 

ll'H1HH1 
NOV 25, 19H 

llffHH 002 

llff4'62 OU 
Jm :as, un 

llff4'163 002 
Jm 25, 1997 

N'72113 001 
AOO 27, 1991 

N'72353 001 
AUG ... a1. •.... un 

N71071 001 
NOV 03, 19116 

M'71072 001 
NOV 03, 19116 

M'71073 001 
NOV 03, 1986 

IWQOBJPQL 
TML'ft; ORAL 

m.gppmpt. 
a PUl\l:PAC PIWlM 

• 
@ 

IWQQBJPQL MSNfOAU 

M 
M 

INJl:CTAILB; INJIC'l'ION 
PlAtPPPe PISWPU 

HDfOIU> 

IWQRPJP9L Y,CTAU 
INJl:CTAIU; INJIC'l'ION -~ 

II 
• 
• 

BHAAJH SODIUM 
INJBCTAILB; INJBCTION 

SMG 

l0MG 

20MG 

IR HM NIM 

IR HOM NIM 

~ "~ ' ~ ' t{ . 

."' 

BQ 5MG BASIII/ML 

IQ SMG BASI/ML 

HBP FLUSH KIT IN PLASTIC CON'l'AINBR 
GD AM PHARM PARTNIRS 10 UNITS/ML 

• ··j 

100 UNITS/ML 

.~~ .,,~ 

35 

N71074 001 
NOV 03, 19116 

N71075 001 
AUG 04, 1987 

N71076 001 
l\'00 04, 1987 

1174811 001 
JAN 30, 1998 

1175305 001 
SIP 211, 1998 

N72516 001 
FIB 25, 1993 

N72517 001 
FEB 25, 1993 



U: DllW PllQDDC'l' LIST / CUHULA'l'IVB SUHr.amrf IIUDD 11 / JU' 9111 - uov• 9111 36 

HBPARnt §OPIUM 

H 

H 

II 
ii 

>...miI,..> !it 
>...miI,..> 
>.,Al;!!L> 
>.,Al;!!L> 

INJBCTABLB; IlfJBCTION 
PIMP! r.ocg n,un 

AM PHARM PARTNERS 

@ ~ 

·-@ 

10 01IIT8/KL 

10 UNITS/ML 

HEPARIN LOCK FLUSH PRESERVATIVE FREE 
@ AM PHARM PARTNERS 10 UNITS/ML 

@ 

i fjjiiiii 

i 

100 UNITS/ML 

itWMfiiit.i 
i®HtitftitSJffiii 

N17029 011 
SEP 22, 1987 

N17029 012 

~ 
HEPARIN LOCK FLUSH PRESERVATIVE FREE IN PLASTIC CONTAINER 

H 
H 
H 
H 
H 
H 

I 

@ AM PHARM PARTNERS 

@ 

i -:• 
BBPllnr SODIUH 

@ 

@ 

@ 

@ 

@ 

AM PHARM PARTNERS 

td,j,t#.».ffl. 

10 UNITS/ML 

100 UNITS/ML 

tifaimi.iliti 
t~==::•mtiti 

N17029 008 
SEP 22, 1987 

N17029 009 , 
1f17029 001 
N17979 001 
N17651 006 
N17029 003 
N17979 002 
N17029 004 
N17651 005 
N17029 002 
N17979 003 
N17651 00~ 
N17651 008 
t.lin.iOi'.f.t 
1111::::11 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
D~Iml 

I • 

~ 

a 

II 

• 
it 

@ -ii 

@ 

~ 

@ 

200 UHI'l'S/l00IIL 

200 UNITS/lOOML 

DJ?dflftiW 
iieh=s.mt:t~ 

10,000 UNITS/lOOML 

5,000 UNITS/lOOML 

IUH 12,500 mrITS IN PP~'JlOSB s, 
G'fft?W#/4iM 

N19953 001 
JUL 20, 1992 

N19042 001 

;11,1 
•:,:,u:Krtm 

Jal■ 
N18911 006 

JAN 30, 19115 

Jli.1111 
N18911 007 

JAN 30, 1985 
IN PLASTIC 

.Jlllf:tlf 
5,000 UNITS/lOOML N19339 001 

MAR 27, 1985 
HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.45% IN 

PLASTIC CONTAINER 
@ B BRAUN .~ 5,000 UNITS/lOOML 

,J:ijmjf~tt'il:ii~ijijt 

',.,;:>ARIN SODIUM 2 , 0 0 0 UNITS IN SODIUM CHLORIDE 
PL.\STIC CONTAINER 

@ B "\RAUH 200 UNITS/lOOML 

N19802 001 

diti:iii 
0.9' IN 

N19042 002 
MAR 29, 1985 
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HEPARIN SODIUM 

at 

• 
ii 

• 

at 
AP 

ii 
it 

INJECTABLE; INJECTION 
HEPARIN SODIUM 2,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

PLASTIC CONTAINER 
i - 2~!ilililii'$.li~- dllllll 
HBPU:ur SODIUM 20,000 UNITS IN DBXTllOSI s, IN PLASTIC 

@ 

@ 

CO!'£ADIP 
B BRAUN 4.000 UlfITS/lOOIIL 

~ llDl'il'&tDliW 

#G@te/'ffltffttM 
5,000 UNITS/l00ML 

10,000 UNITS/l00ML 

QPAJI.IN SODIUM 25. 0J>Jl~tJNITS __ l:ILJ)_~XTll~SJLll 

N19952 001 
Jm.! ... :?.,9., .... ~9.?.~ 

nD.lltD.1 
i:1iMiiWdtii2 

~tlllll 
J'Ml,ilb.:):::::t:H! 

Nl8911 009 
JAN 30, 1985 

Nl8911 008 
JAN 30, 1985 

IN _l'J,,MTIC 
CONTAIIIBR 

B BRAUN N19952 004 
JUL 20, 1992 

N19952 005 
JUL 20, 1992 

Nl9134 001 
~ ~!), .1,9.B.5 

nJ§iS:2 •o:H .nm:: :M#@@) 
ffl;J.$!12'005 

JJ#ittM/@~ij~ 
,t9li!H ClOl 

iiWt'i~Yi!iss 
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.451 IN 

51 000 UNITS/lOOIIL 

10 1 000 UNITS/lOOML 

@ 5,000 UNITS/lO0ML 

tiimAw uo®='•••xtstiiiom. 

iii! 

IP*'Oo:jjj•••:w;tii;,ii;topjr.i 
iilooo mt:t1SZiM;¢ 

PLASTIC CONTAINER 
@ B BRAUN 5,000 UNITS/l00ML Nl9802 005 

JUL 20, 1992 
@ 10,000 UNITS/l00ML Nl9802 002 

ii MCGAW ~}~QO 'Ul!l'ITS/1POl¢ ~ili;,~}::; 
@ tiiiijao •~1tst10'0;.m l~!!i~~~i!! 
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

PLASTIC CONTAINER 
@ B BRAUN 5,000 UNITS/l00ML N19135 001 

MAR 29, 1985 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

PLASTIC CONTAINER 
@BBRAUN .~ 
i 

5,000 UNITS/l00ML 

!$.:~•Qi>:O:::'W.tftMtoo.m; 

i1'Poa•twttstt:otiit 

Nl9802 003 
JUL 20, 1992 
.... ifjJJJ.jJf~J 
~:::~~JIHt~•~f 

Nl:9:1Ul'2:?0:0•3 
awii<Bt:ii!fa 

HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0.91 IN 
PLASTIC CONTAINER 

@ B BRAUN 

i~ 

1,000 UNITS/l00ML 

t•~•iQit:••wtits'tU/tiit 
HBPAJI.IN SODIO'M IN PLASTIC CONTAIIIBlt 

at 
at 
!f 

!f 

Ai 
M! 
D. 

AM PHARM PARTNERS 1.000 UNITS/ML 

ritiiSAWA 

it 

5 1 000 UNITS/ML 

10 1 000 UNITS/ML 

20 1 000 UNITS/ML 

1i gpg Dnitih 
.uou:•mtltlti 
11naoo= m,;s/m. 
2piQM mniital5 

HBPAJI.IN SODIO'M PRESERVATIVE FREE 
~ + AM PHARM PARTNERS 11 000 UNITS/ML 

11 + ~tiiAWA 

HBPFLUSH-10 
!f AM PHARM PARTNERS 

u FUJISAWA 

U 991'!:' Wtw#tWt 

10 UNITS/ML 

10 tlif!zj/m, 

N19042 004 
~ -~~~ . }.~~~ 

Nl:9:042\::CO:Ot 
~tli~¥':fh$. 

Nl7029 013 
DEC 05, 1985 

N17029 014 
DEC 05, 1985 

Nl7029 015 
DEC 05, 1985 

Nl7029 016 
DEC 05, 1985 

nJ~ll~~£;~ 
Jo .. 1,n:lin 

:~ill!i~lil 
0E¢oj/'f911s 

N17029 010 
APR 28, 1986 

tnPltdUt~ AP:1t•:2s;:::,uH 
N17651 009 

JUN. ~~, 19~:4 
.l1&U·Ji0!1 

.:mN ~t;•,·da:.. 
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HYDf.ALAZIQ IJYD80CHLORJPI 

ii I;wiilfJICTION 

• 
Ii nalitifl' IICL 

H + 

!LIi! 
#Mlfl 
20MG/JIL 

> ...J2LL> 11 i ~ 
>.,.W_> -2011G/JIL >.Al2JL> H 
>.Al2JL> 

HYDROCHLOROTHIAZIDE; IRBESARTAN 

TABLET; ORAL 

+ 

AVAPRO HCT 
@ SANOFI 12.SMG;75MG 

12.5MG;l50MG 

~;~lll:1i~ 
f. t:2m~.-1:s.• 

HYDROCHLOROTHIAZIDE; METHYLDOPA 

• • 
TABLET; ORAL 

• 
• 

UD BYDR1 

-~:QM 
15MG;2SOMG 

25MG;250MG 

-J-N08303 003 

lif88517 001 
AUG 22, 1985 

N20758 001 
SEP 30, 1997 

N20758 002 
SEP 30, 1997 

.,1,11111, 
-.ig,1.U:--:o.:®l 

m::=:i:Mi?i:H''i. 

:IC 
N70829 001 

MAR 09, 1987 
N70830 001 

MAR 09, 1987 

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
_______ l?R~UD BYD-ROTBIAZIDB . ---:-;-;_ -- ~-
II IMiiM 

@ 

@ 

25MG;40MG 

25MG;80MG 

HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
HYDROPRES 25 

BP MERCK 
fi -\-'::~ 

HYDROPRES 50 
BP + MERCK 
tti ;. m~:Almsc~a 

25MG;0.125MG 
!'Si«J:i''it=i=l=~:a 

s.qf:11!3!:~::,:,;_?,~f:"1!3 
l~J::0.,,,,,U,$MQ 

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE 

y 

• 
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE 

TABLET; ORAL 
TIMOLIDE 10-25 

+ MERCK 
;. ~':=iiiuiUiiii ia,::tli 

HYDROCHLOROTHIAZIDE; TRIAMTERENE 

CAPSULE; ORAL 
TRIANTBU:O DD BYDJlOCBLOJlOTBIAZIDB 

y BARR 25NG137.SMG 

38 

___ .J@mt 
N71498 001 

DEC 18, 1991 
N71501 001 

DEC 18, 1991 

N11958 002 
i:t't~lii'=?ii:H 

=.t~llls~~ 

H86881 001 

il'dii't'':'ott 

111.liriil 

H74970 001 
JAN 06, 1998 
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HYDJtOCHLOROTHIAZIDB; TRIAM'l'JllPE 
TABLET; ORAL 

rum:em pp IIJPIOCIILOIO'fAZIDB 
A! BARR .aHS1.ll:.!!i 

HYDROCHLOROTHIAZIDI; VALSARTAN 

TABLET; ORAL 

+ 

DIOVAN HCT 
NOVARTIS 

CREAM; TOPICAL -~ 
Al'. PARKEDALE 

I 
At 
At 

ELDECORT ·-• @ ICN 
@ 

LOTION; TOPICAL 

en~ 

HEALTHPOINT 

SOLUTION; TOPICAL 

ii i''IIIL 
Al'. + MEDICIS 

12.5MG;80MG 

12.5MG;160MG 

t.t5:t 
o.5t 

f{U 
.Lil 

li:ij 
lt 
2.5t 

.2.:.ll 
ll 

a 
ll 

1171251 002 
MAY 05, 1998 

N20818 001 
MAR 06, 1998 

N20818 002 
MAR 06, 1998 

ffli'Uit.l®:l 
N85805 001 

®1111■ 
1188250 001 

JUN 06, 1984 

■111:1111 
N80459 001 
N84055 001 

•i:111 
N80426 002 
N80426 001 

nnu?Jijft 
111'80425 001 

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

SUSPENSION/DROPS; OPHTHALMIC 
COR'l'ISPORIH 

ii ~· atib~ 
Al'. + MONARCH PHARMS 

SUSPENSION/DROPS; OTIC 
~--·········· i~(:(:--

Al'. + MONARCH PHARMS 

HYDROCORTISONE VALERATE 

t.:fiiiI=!llii'i]'iilitHifr 
11MitfJ';,if"-'l~ 
,ll;BQ 3.5KG MB/ML; 
10 1 000 UIIITS ML 

CREAM; TOPICAL 
JM>JlOCOIITISOD VALBRA'R 

M 

M 

COPLEY PHARM .!!.:.ll 

TARO .!!.:.ll 

timSTCORT 
A! + WESTWOOD SQUIBB 0.2'1f 

OINTMENT; TOPICAL 
RYDROCORTIIOD VALBRATB 

A! TARO .!!.:.ll 

ffl!P'.fCORT 
A! + WESTWOOD SQUIBB 9.:.ll 

HYDROMORPHONE HYDROCHLORIDE 

SOLUTION; ORAL 
DIU.UDID 

M + KNOLL PHARM 5MG/5ML 

HYDROMOllPIIOH BCL 
M ROXANE 

TABLET; ORAL 
DILAffl>ID 

A! + KNOLL PHARM 

SMG/SML 

!!I! 

fflltllt.?O:ii 

N50169 001 

$'~U:'Jlii 
1160613 001 

1174489 001 
AUG 12, 1998 

1175042 001 
AUG 25, 1998 

1117950 001 

1175043 001 
AUG 25, 1998 

111872(; 001 
AUG 08, 1983 

Nl9891 001 
DEC 07, 1992 

1174653 001 
JUL 29, 1998 

N19892 001 
DEC 07, 1992 
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lfXDl0MOVH0P HJDBOCHLQRJPI 

II -
HJPROXYAMPHBTAMIQ HYDRQBRQMIDB; TRQPICAMIDB 

SOLUTION/DROPS; OPHTHALMIC 
PARBMYD 

+ AXORN ll;0.251 ~- if:Hfifiti 

HYDROXYCHLORQOUIQ SULFATE 

TABLBT; ORAL 
IIJPIOffCIILOROOINB St7LIP'A'l'B 

II MYLAN ll2!i 

~n @ULIP'til-ij - ~.,. 

II WATSON LABS ,W!!i 

HYPRQXYYYA 

CAPSULE; ORAL 

DRW:.-rMmntNtu 3jR 

+ 

mm 

200MG 

300MG 

400MG 

I ; lliliL MYERS SQUIBB -

IIJPIODJJMA 
II BARR ll2!!i 

111u,1 001 
JUL 29, 1998 

N19261 001 

.,~f~ii 

MH274 001 
MAY 29, 1998 

Jffl:ili 
N40133 001 

NOV 30, 1995 

&sii,ifiiU 
iiif:~:iM0:Jifi:i 

N16295 002 
PEB 25, 1998 

N16295 003 
PEB 25, 1998 

Nl6295 004 
FEB 25, 1998 

N1G2!15 001 
itt-m\Al. 
1175143 001 

OCT 16, 1998 

HYDROXYURBA 
CAPSULE; ORAL 

IM>llODJJMA 
II DURAMBD 

HYDROXYZIQ HYDROCHLORIDE 

TABLET; ORAL 

Ii ~D.JICL 

• • 
II WATSON LABS 

II 

II 

HYDROXYZINE PAMOATB 

CAPSULE; ORAL 

• Pi~!lm~'l'I 

• 
@ 

@ 

IBUPROFEN 

SUSPENSION; ORAL 
CHILDREN'S ADVIL 

ix A,ifjR:~ 

BX WHITEHALL ROBINS 

SOONG 

Bit 
uw; 
a& 
~ 

ll!!!! 
SONG 

IPllffiiii 
IPl@WVA 
EQ SOMG HCL 

BQ lOOMG HCL 

i'«lmtG/s& 

lOOMG/SML 

40 

N75020 001 
JUL 30, 1998 

-.@ 
1111149 001 

MAR 18, 1994 
1181150 001 

MAR 18, 1994 
1111151 001 

MAR 18, 1994 

-N87767 001 
AUG 16, 1982 

N87790 001 
AUG 16, 1982 

.,,m1i~:illl 
N19833 002 

SEP 19, 1989 



JIPflOrp 

SUSPIDJSIOlf; OltAL 
JUDPDI 

II ALPHARMA 

!IZtUI 
11 + MCNIIL 

ii I 

TABLET; ORAL 

• J8mllf 

• ii 
@ 

@ 

@ 

INDAPAMIQB 
TABLBT; ORAL 

P!PMWPI 
II ALPHAPHARM 

I! 
II TEVA 

INDQMBTHACIN 

• • 

1 « I e 
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1oop1sm. 

1oom1sm. ~1-
-.. -4J0MG 

600MG 

800MG 

.l:..ll!m 

.L!li 

.l:..ll!m 

--

lf7078 001 
MAR 25, 1998 

RUH2 001 

:iii.Iii 

m@ 
N72064 001 

JAN 14, 1988 
N72065 001 

JAN 14, 1988 
N71938 001 

JAN 14, 1988 

lf75105 001 
JUL 23, 1998 
■75105 002 

JUL 23, 1998 
■7408 002 

FEB 12, 1998 

INI>OMffllACIN 
CAPSULE; ORAL 

DIDOIIBTJIM.l)f 
@ DANBURY PHARMA 

@ 

I! EON 

INSULIN LISPRO 
INJECTABLE; INJECTION 

HUMALOG PEN 
+ LILLY 

IODAMIDE MEGLOMINE 

IN~qAA!'.:-.~i. ... ~NJECTION 
laa~H 

@ 

IOPAMIDOL 

INJECTABLE; INJECTION 
IOQIIDQL 

it ELKINS SINN 

IOfYJ;DOL-250 
H ABBOTT 

IOP.MttDOL-300 
H ABBOTT 

IOPYJ;DOL-370 
H ABBOTT 

2SMG 

S0MG 

ll!m 

100 UNITS/ML 

:z;d 
241 

m 

m 

ill 

Ill 

N72996 001 
JUL 31, 1991 

N72997 001 
JUL 31, 1991 

R7HH 001 
MAY 28, 1998 

N20563 002 
AUG 06, 1998 

lriitJJJ'Miil 
Nl7903 001 

■74629 004 
MAR 31, 1998 

1175005 001 
FEB 24, 1998 

1175005 002 
FEB 24, 1998 

1175005 003 
FEB 24, 1998 
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}:QTRQW 

INJECTABLE 1 INTRATHECAt. 
OSMOVIST 190 
~~ ~ffl 

@ 40.61 

0
~~"8 sis~:S.1 

@ 51.31 

IOV§RSOL 

INJECTABLE; INJECTION 
OPTIRAY 240 

+ MALLINCKRODT 

OPTIRAY 320 
+ MALLINCKRODT 

OPTIRAY 350 
+ MALLINCKRODT 

IPRATRQPIUM BROMIDE 

51' 

68' 

74' 

AEROSOL, METERED; INHALATION 

A~~)t~ ~H~to.<it• 
+ 0.018MG/INH 

ISOPROTERENOL HYDROCHLORIDE 

AEROSOL, METERED; INHALATION 
ISUPREL 

~ ~ O.:ft:O;iGtnm 
+ 0.103MG/INH 

w,·1•ci.s:•~"' ~,..:;.~t ~~~?"' _'!.is, ;e:, •::,'1.~111s9 
Nl9580 001 

DEC 07, 1989 fte,1-~ 
Nl9580 002 

DEC 07, 1989 

N20923 001 
MAY 28, 1998 

N20923 002 
MAY 29, 1998 

N20923 003 
MAY 28, 1998 

nJf:il!!i:H 
Nl9085 001 

DEC 29, 1986 

w:.:tf11::1to::t 
Nlll78 001 

>.Alm..> 
>...!121L> 

ISOSORBIDE PINITRAT§ 

TABLET; SUBL.INGUAL ~--"-~ ~ .. 
<§I 

@ 

ISOSORBIDE MONONITRATE 

TABLET; ORAL 
ISOSORBIDB MONONITRATI 

ll.5~ 

SMG 

2.5MG 

SMG 

y PUREPAC PHARM lQ!m 

y 20NG 

y TEVA llONG 

NONOXBJ 
y SCHWARZ lQ!m 

TABLET, EXTENDED RELEASE; ORAL 
1!12.!1! y + SCHERING 60NG 

ISOSOPIPB MQH:ONIT~..ll. 
y ELAN PHARM 60NG 

y KREMERS URBAN 

ISOSULFAN BLUE 

INJECTABLE; INJECTION 
LYMPHAZURIN 

+ a.t~:S:¢11: = :i:tmS 
+ US SURGCL 

60NG 

u 
n 

42 

Nl.tiJ.U; 002 
APl( ~i/ 1~96 

Nl,:Ul OQl 
l\l?l. or. i99ti 

Nl619l 002 
APR 01, 1996 

Nl6191 001 
APR 01, 1996 

N75037 002 
OCT 30, 1998 

N75037 001 
OCT 30, 1998 

N75147 001 
NOV 27, 1998 

N20215 002 
JUN 30, 1993 

N20225 002 
AUG 12, 1993 

N75041 001 
SEP 22, 1998 

N7515S 001 
OCT 30, 1998 

1ua:,M 001 
Nl83l0 001 
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QTAMIN§ lflPROCHLQRIPI W§TALQL HYQRQCKLQRJQE 

INJECTABLB; INJECTION TABLET; ORAL 

!~ 
WUHIQII HSI! 

I -- • ,_ Y. WATSON LABS .ll.2!m N75133 001 

! a~\· AUG 03, 1998 

. ' . ~ l y 200NG N75133 002 

H + PARKIIDALE I Hfw'Hlr1' NlUU 002 AUG 03, 1998 

H + NlU12 003 y 300NG N75133 003 
+ EQ lOMG BASE ML Nl6812 001 AUG 03, 1998 

y ZENITH GOLDLINE lO0NG N74787 001 
AUG 03, 1998 

KETOPRQF§N y ~ N74787 002 
AUG 03, 1998 

CAPSULE, EXTENDED RELEASE; ORAL y ~ N74787 003 
ORUVAIL AUG 03, 1998 

• ~~ff tlfQM(l ait:J~~ 
1~ 

p: ,,: ~;;~~',$ 
+ J~:,i,~,i t.ACTULOSE 

lOOMG N19816 003 POWDER FOR RECONSTITUTION; ORAL 
FEB 08, 1995 LACTULOSE 

150MG Nl9816 002 XNAtm l0QM/P.l\CRl:T N747l2 001 
FEB 08, 1995 DEC 10,1991 

+ lOGM/PACKET N74712 001 
DEC 10, 1997 

WBTMOL HYQRQCKLORIQ§ 

TABLET; ORAL LAMOTRIGINE 
LUBTALOL SSL 

>..!mL> y APOTHECON .ll2!!9 N75223 001 TABLET, CHEWABLE; ORAL 
>..!mL> NOV 20, 1998 LAMICTAL CD 
>..!mL> y ~ N75223 002 GLAXO WELLCOME 5MG N20764 001 

>..!mL> NOV 20, 1998 AUG 24, 1998 

>..!mL> y ~ N75223 003 25MG N20764 002 
> ADD > NOV 20, 1998 AUG 24, 1998 

y EON .ll2!!9 N75113 001 + lOOMG N20764 003 
AUG 04, 1998 AUG 24, 1998 

y ~ N75113 002 
AUG 04, 1998 

y 19..!!J!i N75113 003 LEFLUNOMIDE 
AUG 04, 1998 

y TEVA 12.!!.mi N7UH 001 TABLET; ORAL 
SEP 30, 1998 AAA.VA 

y 12.9.m N7UH 002 HOECHST MARION RSSL lOMG N20905 001 
SEP 30, 1998 SEP 10, 1998 

y 19..!!J!i N7U89 003 20MG N20905 002 
SEP 30, 1998 SEP 10, 1991! 
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LVLUNQMJPI 
TABLIT; ORAL 

ARAVA 
+ HOICHST MMION RSSL lOOMG ---
i 

LBPIRUplN 
INJECTABLE; INJECTION 

UFLUDAN 

-~ 
~ 

+ HOICHST MMION RSSL SONG/VIAL 

LJM>RQLJQI AC§TAT§ 
INJICTABI..£; INJECTION 

LlftRQLJPI ISE'J\D 
At BEDFORD LABS 

ld!tR0I! 
!,t + TAP HOLDINGS 

I.elYQOOPA 

CAPSULE; ORAL 
DOPAR 
~;~ 

t 
@ 

+ 
Ji 

1NG/Q.2NL 

0010.2m, 

t~-21~~ 
$00. 
lOOMG 
250MG 
500MG 

N2080'7 001 
MAR 06, 1998 

H'74728 001 
AUG 04, 1998 

NUOlO 001 
APR 09, 1985 

~:itn" i"'i) ·••···•·•··~~'i lllf~u:ifi 
Nl6913 003 
Nl6913 001 
Nl6913 002 

WNQRfflANQL IMIRAII 
INJECTABLE; INJECTION 

LIVO·DROMORAN 
+ ICN 

~iBi 

TABI..£'1' 1 ORAL 
LIVO·DROMORAN 

+ ICN 

~ ~ 

LJPQCAINE 
AEROSOL; ORAL 

XYLOCAINE 
+ ASTRA PHARMS 

DISC; ORAL 
XYLOCAINE 

M:ffl 

LIQOCAINE; PRILQCAINE 

AEROSOL; TOPICAL 
EMLA 

+ ASTRA PHARMS 

LIDOCAINE HYDROCHLORIDE 

i '"/il&,ll!i!'CTION 

• • I 
itt:tNi/S::ttm 

mxmA 

2MG/ML .,. 
2MG -
101 

i~-
2.51;2.51 

I: ... r 

I 
.. 

. 

44 

N08719 001 
DEC 19 1991 

atlitil!l~!~ 
N08720 001 

DEC 19, 1991 ....... l'i,~~,..,..,, 
.. JJ?i'1l'~'•'••:~: ··• -tl:iJ]::;::•:UJ:1 

Nl4394 001 

ij:t1:.,J))(i:t 

N20962 001 
FEB 04, 1998 

Mf~tt.tM~ 
Mlt:HIOH 
ilUUto~ 

rvi;f :t:11: );~-~ 
ifUHS\001 
iiiiil'' :Oi.a 
1a'010:@1 
11/i:ii'.iit:ai 
iijjillffO::i 



RX DaUG PRODUCT LIST/ CUNULATIVS SUPPLDIIIT NUNBBR ll / JAN'98 • NOV'98 

t.IDQCAIN§ HYJ)ltQCHI,ORJQI 

I 
At 
At 
At 

At 
At 
At 
At 
At 
At 
At 

At 

At 

a,ffi 
N80408 001 
N80408 002 
N88295 001 

MAY 17, 1984 
AM PH.ARM PARTNERS ll N80404 002 

ll Nl7584 001 
ll N80404 003 
!1 ~17584 002 

ELKINS SINN ll N84625 001 
ll N84625 002 

IN'l'L MEDICATION !!!l Nl7702 001 
LIDOCAINJ Rct. PUSIRVATIYJ FRBB IN PLASTIC COH',l'AINJR 

ABBOTT ll N40302 001 
SEP 28, 1998 

ll N40302 002 
SEP 28, 1998 .. I 

,. 
I .. 
"llr" I •

.. Ri~ff! 
tul\is. 
~ 

-~ l\ XYLOCllNJ 1' IRJSQVATm D:JIII 
At + ASTRA PHARMS il 

XYLOCllNJ IY§QVATm DP 
At 
At 

ASTRA PHARMS ll 

At + 
At + 

LISINOPRIL 
TABLET; ORAL 
u~ li:lili •... 

- '!' 

H 

Ii 

!l 
lil m 

~ 

Ll!!i 

Bil 

aii~~ft 
Nl0U7 001 

NlH0l 001 
NlH0l 002 
NlH0l 003 
N16801 004 

in:illt:~~--. 
"""""'\~~~~ii:; ~--,::6~--~ ~~ 

NU777 005 
APR 29 1993 ·-

t.lSINQPRIL 
TABLET; ORAL 

ilHTBJL 
!! + ZENECA 

t.Q!Y\:TAPIN§ 

'l'~--:'~ 

l2.!5i 

. ms~J1~H• ':t\lml'tABS 
~WC lOMG 

'l'ABLET, ORALLY DISINTEGRATING; ORAL 
CLARITIN REDITABS 

+ SCHERING lOMG 

LORAZEPAM 

INJECTABLE; INJECTION 
LQWIQM 

At AKORN ~ 

At ELKINS SINN ~ 

At mL!li 

At TAYLOR ~ 

TABLET; ORAL 

• .... {· ., 1nw 
ii .. 
II -H WATSON LABS .!!..:l!m 

H ~ 

y ~ 

45 

Nl9777 002 
MAY 19, 1988 

0~
2~1~'\~:~ 

N20704 001 
DEC 23, 1996 

N7U74 001 
JUL 23, 1998 

N7U96 001 
SEP 28, 1998 

N7U96 002 
SEP 28, 1998 

N75025 001 
JUL 23, 1998 

• N72926 001 
OCT 31, 1991 

N72927 001 
OCT 31, 1991 

N72928 001 
OCT 31, 1991 



U DllOO HOl>VCT LIST / CUlfflLATXVS IIIUHLBN!Dft' IIUDU 11 / JU' H • HOV' H H 

LO'J'lpYDNOL E'MOMU 

SUSPINSION/I>ROPS; OPHTIW.MIC 
ALltBX 

+ PHARMOS 0.2\ 

LOTl!:MAX 
+ PHllRMOS 

+ 

LOXAPIN§ lM>Rogu.oRID§ 

CONCl!:NTRATE; ORAL 
LOXITANE C .~ 

+ WATSON LABS 

INJECTABLE; INJECTION 
LOXITANE IM 

f ~'B 
+ WATSON LABS 

LOXAPINE SUCCINAT§ 

CAPSULE; ORAL 

I u * 
II 
!! 
!! 
AB + 
AB 

~· . 'S 

WATSON LABS 

TABLET; ORAL 
LOXITANE 
~ ~'ts 
@ • ii WATSON LABS 
@ 

JI 

o.s, 
o.s, 

iQ\lR'~~ 
EQ 2SMG BASE/ML 

iO:tmwt~ 
EQ SOMG BASE/ML 

~<:i.EJMG~$ 
~~:s~~s 
lQ .. SQMG.-1 
EQ lOMG BASE 
EQ 2SMG BASE 
EQ SONG BASE 

N20803 001 
MAR 09, 1998 

N20S113 001 
MAR 09, 19911 

N2011U 001 
MAR 09, 19911 

lU:ffl1t; O.ti 
Nl76S8 001 

N1t03!f O.O;i 
Nl8039 001 

:n=i::i 
~'. ,~~.'.• .. ti~ Hl.'lt>~\!S tOi 
Nl7S2S 001 
Nl7525 002 
Nl7525 003 
Nl752S 004 

tti1S2S • •006 :g~f.::: 
Nl7525 006 
Nl7525 007 
Nl7525 008 

WISNJPI AC;E:AU 
CREAM; TOPICAL 

SULFAMYLON 
+ BRR.TEI< 
.~~ !1L"'.•1!2.,~!l.~ IQf:~:Q'lilnl,ll'>-...... ~;-::~ 

POWDER FOR RECONSTITUTION; TOPICAL 
SULFAMYLON 

+ MYLAN S\ 

INJECTABLE; INJECTION 
ISOLYTE S PH 7.4 IN PLASTIC CONTAINER 

Nl6763 001 
jiJjjjfm,:i 

Nl9832 003 
JUN OS, 1996 

B BRAUN 3~MG/lOOML;37MG/lOOML;0.8~MG/lOOML; 

MCGAW 

370MG/lOOML;530MG/lOOML;SOOMG/lOOML; 
12MG/100ML Nl9696 001 

■-t~--
~GNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM 

CHLORIDE; SODIUM GLUCONATE 

g_ 

g_ 

M 

I!! 

MCGAtt 



U DaUG HODUCT LIST/ CUNULATIVB SUHLBNBNT NUIIUR 11 / JAH'98 • NOV'98 

MN+'WJ9H 
LOTION; TOPICAL 

OVID! 
~~ 

@ MEDICIS 

~ 

o.s, 

MANNIIQL 

lt 

a 

lt 

it 

I 
lt 

It 

!t 

lt 

INJECTABLE; INJECTION 
MffllJOL 10\ IN iWtIC gg:jfJ;lt - -----· 1 0 

~ Jl'IIAIM 

8'!!!9ft.15\ IN ILA§TIC 100H: 
~ WillitM 

~ nwtu& 
NANNITOt, S\\ IN PLASTIC SQMJA·:u!ll 

B BRAUN S lOONL 

ttCGJ\\11 §M:U}'5 

SOLUTION; IRRIGATION 
RESECTISOL IN PLASTIC CONTAINER 

B BRAUN SGM/lOOML 
~ ~/ioom. 

MECAMYLAMINE HYDROCHLORIDE 

TABLET; ORAL 
INVERSINE 

+ LAYTON 
+ Mmtcit••~··~ 2.SMG 

:h• 

~ 
Nl8613 001 

AUG 02, 19112 

N:100011 002 JUL 26, 1993 

~•~~ 
N:100011 003 

JUL•ii'Bt_-_~1i_.ll .:nm:½ff; )'$1:) 

Nl4'138 001 
iilllt1'lt':t 

N20006 004 

~~~,t~ 
.JUL >26{ 19 !J 3 

N20006 001 
JUL 26, 1993 

~lOJOfOOl 
JUL 2$,, lU3 

Nl6772 002 
Niii"1?2- 002 

Nl02Sl 001 
RiJfasi 601 

M§G§STRQL ACEW§ 
TABLET; ORAL 

DDPDQL ACUAU 
M PHARMACHEMIE 

MEP§RIQIN§ IDPBQCHLQRJQE 
TABLET; ORAL 

II Kl\!m!l-..FL 
AA WATSON LABS 

M§PROBAMATE 

TABLET; ORAL 
IIBPllO.'l'B 

~ ,_,. llAA100\ 
@ 

MESALAMINE 

illi 

UM 
SONG 

ll!.l49 
600MG 

CAPSULE, EXTENDED RELEASE; ORAL 
PENTASA 

+ HO~ MM.ION RSSL 2S0MG 

+ ROBERTS LABS 

MESTRANOL; MORETHINDRONE 

TABLET; ORAL-21 
NORETHIN l/SON-21 

Y BAAtlt 

!! WATSON LABS 

TABLET; ORAL-28 
NORBTHIN l/SOM-28 

y ~ 

2S0MG 

9.:...Ulli11!!9 
O.OSNG1lNG 

~l!li 

47 

N'14'145 001 
FEB 27, 1998 

~;!!~:~Ill 
N40186 001 

JUN 30, 1997 

t1•d1t QOl 
N84274 001 

MA~
2t:t~i~l~ 

N20049 001 
MAY 10, 1993 

N7l5l~- QOl 
APR l~; 1988 

N71539 001 
APR 12, 1988 

Jri:1.540 ®1 
At>R.. 12> tiila 



>..W..> 
>..W..> 
>..W..> 
>..W..> 
>~> 
>~> 
>~> 
>~> 
>~> 
>~> 
>~> 
>~> 
>~> 
>~> 

U noo HODUC'r LIST / ctlNUI.ATIVB SUPPLDBlff lfflNUlt 11 / JAN' H • NOV' H 

~i PmJigop 
TABLET; ORAL-28 

PUIP 11s91-a, 
H WATSON LABS 

!!SifORMIN HJPRQCHLORJmi 
TABLET; ORAL 

!!.JWl!i1l151 

GLUCOPHAGE 
~~~5:~ 

+ bM 

+ 

+ 

METHADONE HYDROCHLORIDE 

CONCENTRATE; ORAL 
gnw,,og ng. 

,M ROXANE 

TABLET; ORAL 
NJmW>0g liCL 

M EON 

:M 

SOOMG 

62SHG 

750MG 

8SOMG 

lGM 

lONG/NL 

~ 

lOMG 

TABLET, DISPERSIBLE; ORAL 
gnw,,og liCL 

,M EON !!!,NG 

N71540 001 
APR 12, 191118 

~~~~ •. ·~ ~l~~r ~ .... '"' .... _, . .,. 
~::'V#:,.,•\';,;a, 

N20357 001 
MAR 03, 1995 

N20357 003 
NOV OS, 1998 

N20357 004 
NOV OS, 1998 

N20357 002 
MAR 03, 1995 

N20357 005 
NOV 05, 1998 

N40180 001 
APR 30, 1998 

N402U 001 
MAY 29, 1998 

N402U 002 
MAY 29, 1998 

N75082 001 
MAR 25, 1998 

MffllOCAIUWtoL 

II! IN-.ftECTION 

UP¥ 
ill lOOMG/ML 

TABLET· ORAL .. • ',l\U$ 
iii 

Ba 
7SOMG 

M ~~ 
@ 

BM 
SOOMG 

M§THYLPHENIDATE HYDROCHLORIDE 

TABLET; ORAL 
gmLIPgNIDATJ HCL 

MALLINCKRODT ,.~,.y 
,.~,. 
>..b.P!L>H 
>..AQ!L> 
>..AQ!L> H 
>..AQ!L> 

~ 

lOMG 

llNG 

H 

METOCLOPR,AMIDE HYDROCHLORIDE 

TABLET; ORAL 
NBTOCLOIPllAMIDB HCL 

INVNGX> IIICJ!fM·MP 

~i•w1 H 
@ 

@ 

METOPROLOL TARTRATE 

INJECTABLE; INJECTION 
NB'l'OIPROLOL TAJlTRA'l'B 

~ ABBOTT 

EQ SMG BASE 

EQ lOMG BASE 

ysG/NL 

u 

~ill 
N89849 001 

DEC 27, 1991 

iU:Ui ill 
N8Sl36 001 

mn1 ioc1 
1-185137 001 

N40300 001 
NOV 27, 1998 

N40300 002 
NOV 27, 1998 

N40300 003 
NOV 27, 1998 

~:!!"ii~ 
Jffl~tl:~ 

N72436 001 
JUN 22, 1989 

N70850 001 
FEB 03, 1987 

N75160 001 
JUL 06, 1998 



>..ADQ..> 
>---> 
>---> 
>---> 

U aUG PRODUC:T Lift / CUIIULlTI'VII SVHLDllllff NUIIUlt 11 / JU' H • NOV' H 

NffllONIWQLI 
LOTION; TOPICAL 

MBTROLOTION 
+ GALDDMA 

M§XIWIN HJPROCHLOltJPI 
CAPSULE; ORAL 

1R;tLDJP A 
ll DANBVRY PHARMA 

ll 

ll 

MIQAZQLAM HYQROCHLQRIP§ 
SYRUP; ORAL 

VERSED 
+ ROCHE 

MITOMYCIN 
INJECTABLE; INJECTION 

NJ'f91ICD! 
II SUPER.GEN 

II 

MQNT§LOKAST SQPIUM 
TABLET 1 ORAL 

SINGUI.AIR 

o. 75' 

ll.2E 

llml! 

ll2!li 

EQ 2MG BASE/ML 

SMO/VJAL 

20Nq/y.W. 

+ MERCK EO lOMG BASE 

TABLET, CHBABLE; ORAL 
SINGUI.AIR 

+ MERCK EO SMG BASE 

N2090l 001 
NOV 24, 1998 

N'1HH 001 
APR 13, 1998 

N'1HH 002 
APR 13, 1998 

N'14HS 003 
APR 13, 1998 

N20942 001 
OCT 15, 1998 

NHlH 001 
APR 30, 1998 

NHlH 002 
APR 30, 1998 

N20829 002 
FEB 20, 1998 

N20830 001 
FEB 20, 1998 

MOR,PHINB SYJ.iFAT§ 

~ 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

Al 

It 

CAPSULE, EXTENDED RELEASE; ORAL 
IC1\DIAN 

+ FAULDING 20MG 

+ 

+ 

~~\'ffl$ 

' if 

SONG 

lOOMG 

aM 
Jij~ 

tl>M 

TABLET, EXTENDED RELEASE; ORAL 
MQJ!UJN SULPM'B 

AB GENERICS ll!!9 

!2.19 
mg 

wm 
llml! 

ENDO PHARMS ll!m 

!2.19 
mg 

M CQN'l'JN 
+ PURDUE FREDERICK ll!m 

+ !2.19 

+ mg 

+ wm 
+ ~ 

~ :tM 

u 

N206l6 001 
JUL 03, 1996 

N206l6 002 
JUL 03, 1996 

N20616 003 
JUL 03 1995 tBml' ..... mtttl%~.,~.1~1 

A 
N'14862 001 

JUL 07, 1998 
N'1U62 002 

JUL 07, 1998 
N'14862 003 

JUL 07, 1998 
N'14769 001 

JUL 02, 1998 
N'147'9 002 

JUL 02, 1998 
N'15295 001 

OCT 28, 1998 
N'15295 002 

OCT 28, 1998 
N'15295 003 

OCT 28, 1998 

N1951& 003 
SEP 12, 1989 

N19516 001 
MAY 29, 1987 

N1951& 002 
APR 08, 1988 

N1951& 004 
JAN 16, 1990 

N1951& 005 
NOV 08, 1993 

,J.m1i1111 



U DllVG HODtK:'1' LIST/ CUNUUTIVB SVPPLIICIHT lfflMUll 11 / JAN'H • HOV'H 

MQVHifflll SUW:Atl 

~ 

~ ' 
ii ~ 

MYCOPHpOLA'fl MOflTYt. 
SUSPENSION; ORAL 

Cl:LLCIPT 
+ ROCH! GLOBAL 

ORAL 

la 

la 
mil 

200MG/ML 

MY<;OPHpOLAII MOf§TIL HYDRQCHLORIQ§ 
INJBCTABLI; INJECTION 

CILLCIPT 
+ ROCH! GLOBAL 

NADOLQL 

TABLIT; ORAL 
cogqup 

SOONG/VIAL 

M 

M 
M y 

BRISTOL MYIR.S SQUIBB lll9 

um 

I . Mllii 

II 
II • 

• . 

NS0759 OOl 
OCT Ol, 1998 

N50758 OOl 
AUG 12, 1998 

N180U 005 
OCT 28, 1986 

N180ii3 001 
N180ii3 002 
NUOU 003 
NU0U 004 

&4111~-
~ .. u". ·>'':".m ,utoi,tJia 
ltlttiii ®S 
Mllio'U O'CM 

NALBUPHINB HYQRQCHLQRIPI 

INJICTABLI; INJECTION 
INelUJIXQ & 

62 KING PHARMS 

At 

NALQXQNI HYQRQCHLORIPI 

INJECTABLE; INJECTION -~& 
@ 

10Nq/NL 

2019/NL 

UJMM 
0.4MG/ML 

NALQXQNE HXQRQCHLQRIQE; PENTAZQCINE HYDROCHLORIDE 

TMILIT; ORAL 

a ·~--
y WATSON LABS 

NNJREXON§ HXQROCHLQRIP§ 

TABLET; ORAL 
NALTRIXOQ HCL 

10 9,SMG WB, 
10 5919 WI 

y BARR SONG 

!mA 
y + DUPONT MERCK !9!!q 

NAPROXEN 

TABLET, DELAYED RELEASE; ORAL 
BC-NAPROSYN 

y + SYNTEX ~ 

so 

N?H71 001 
MAR 19, 1998 

N?H71 002 
MAR 19, 1998 

~11111 
N70172 001 

SEP 24, 1986 

dlllMI 
N?4736 001 

JAN 21, 1997 

N?U18 001 
MAY 08, 1998 

N18932 001 
NOV 20, 1984 

N20067 002 
OCT 14, 1994 



U llltUII HOl>UCT Lift / c:uNULI.Tift SVHLWT lfflDD 11 / JAN' H • ltOY• H 

W79JP 
TMLIT, DmoA.YBD RSLBASB; OR.AL 

g-anama 
Iii + SYIITU um 

Wl9PI 
Iii INVAIGD llBI! 

Iii 19.9B 

Iii PUUPAC PHARM llBI! 

Iii 19.9B 

Iii TEVA llBI! 

Iii 19.9B 

NAPROXltN SQl;!l!I! 

T~; ORAL 
DPRODII l!mJJll 

Iii AL HIKNA ag aHm WI!! 

Iii INVAM!m l!IQHUiWIII! 

a ·~;JD! 
Iii !!IQ HUi WI!! 

ii -~'WW 

NARA]:!IEI!H !!l'RR.OCHLOR.I!lli 

TASLET; OR.AL 
AMBR.GE 

GLAXO WELLCOME E0 lMG BASE 

♦ EQ 2.SMG BASE 

noon 003 
OCT 14, 1994 

r,son 001 
FU 18, 1998 

lfl50U 002 
FU 18, 1998 

lflUH 001 
FU 24, 1998 

lflU3i 002 
FU 24, 1998 

r,s:12, 001 
JUN 30, 1998 

r,522, 002 
JUN 30, 1998 

lfl4UO 002 
FU 18, 1998 

r,4495 001 

AW 
r,4495 002 

DES,"~'~'h"Ul!! 

N20763 002 
FEB 10, 1998 

N20763 001 
!!'EB 10, 1998 

Q9MYCJH §YW':AD 
TMLIT; OR.AL 
~IN SULFATE 

+ ·~-EO 3S0MG BAH 

NJ9NYCJN Stlt.fATB; PQLYIMtJN I IUW:M§ 
SOLUTION; IIUlIGATION 

• 
6.t MONAJlCH PIU\RMS 

NIYIRAPINJ 
SUSPENSION; OR.AL 

VIR.AMUNI 
+ IOEHR.INGBR. INGELHEIM S0MG/SML 

~ 

TABLET; OR.AL 

~ mg. .lL. ··" ... 'ii . ._._ - ----~~ 

@ 

NICARQIPINJ HYDRQCHLQRIQI 
CAPSULE; OR.AL 

IJCMDHDll!I ICL 
Iii GENPHARM 

Iii 

NITROGLYCERIN 

.. 
S00MG 

l!!& 

llli 

FILM, EXTENDED R.ELEASE; TRANSDERMAL 

iii lllf'W fffl!M 

51 

~~K~i 
N60304 001 

-•~s.m 
1160707 001 

N20933 001 
SEP 11, 1998 

ffl)I.J.(iii 
N83305 001 

N7U28 001 
MAR 19, 1998 

N7U28 002 
MAR 19, 1998 

i-■ 



RX DllUQ HODVCT LIST / CUNULI.TtVB SUHLJINllff NUKUR 11 / JAN' 98 • NOV' 98 

Nl'fflOGLJCPIN 
FILM, UTINDBD RELEASE; TRANSDDMAL 

llDJtlM 
Ml 3M O, lll9{P 

a ~ 

Ml 

II 
Ml 

al 
w 

,,m-a II-.'~""'" ... ~ 

Ml+ 

• ♦ 

All+ 

jj + 
Ml+ 

ii ii\ 

Ml+ 

GTJ09LJCRJI! 
Mi HU.CON LABS 

w 
w 
w 
al 
w 

MYLAN 

9,MtP 
§§WM 

9-119tP 

fflliW 
0.§Nq/p 

!WlWln 
O.lll9/Q 

t4NM 
0.219/p 

~ 

0.4NQ/IRlt 

F\WW 
0.§Nq/p 

o.jlNQ/p 

0.419/p 

0.§19/p 
O.UIQ/p 

tiilWJ 
O.jlNQ/p 

1189'1'11 001 

1W 
1189'1'12 001 

AUG 30, 1996 

~ 
1189'1'13 001 

AUG~~ 

A-~"fflj 
1189'174 001 

AUG 30, 1996 

W ,'::\~J .. -· '~'',l~j;,, ,.· 
~ \~;.l~ 

N20H5 001 
APR 04 1995 

.. ,..~!mi9 1'U'K,-~wa:-~:~~fi-l 
N20H5 002 

AP~. Q'i4lt{.f.~\\j 
A~~'1¾tffl 

1120145 i)0,& 
APR 04, 1995 !Bffl" :ii'.,,,. 
.. ~·~ i~@ ,t 
~-:\ ~\~, 

N20H5 005 
APR 04, 1995 

11898H 001 
OCT 30, 1998 

1189885 001 
OCT 30, 1998 

1189886 001 
OCT 30, 1998 

N'15033 001 FEB 06, 1998 ·--H'1U09 001 
AUG 30, 1996 

NITROGLYCERIN 
FILM, EXTENDED REL!ASE1 'i'RANSDERMAL 

Nt .. YCIRJN II ~ tiWIR 
W 0,119/Q 

ii liM!M 
W o • §NQ/IRlt 

JW§Dm·l!JPQ 
Y,i + NOVARTIS 

ii + 

W+ 

II + 

W+ 

• + 

W+ 
a + 

NQRETHINDRQNE 

TABLET; ORAL 
♦NO~ 
+ WATSON LABS 

NORETHINDRONE ACETATE 

TABLET; ORAL 

9 • WtP 

9fMtll 
0.2NQ/HR 

hM/ffl 
0.4NG/ffll 

·••t• 
0.§NQ/HR 

OdMG/MR 

ih3Stii3 
0,35MG 

II AY:li~:A'mft -

H + ~ 

a i,111Lv.ji -

52 

-::.~,' :u· ~;iiJfti\1! 
N'1U0'1 001 

AUG 30, 1996 
w~:litw,1i{:':ftl 

.. ~~it:~ii;s:,.;;: ~t.i:sl:j~:\~~"'-
N'1U59 001 

AUG 30, 1996 

N201H 001 

l111iH! 
N201H 002 FEB 27, 1996 

~ll!~tflt 
N201H 003 

FE~ilh:?iil 
m:a,J1:i~1 

N20H4 004 

FELiltiti:~ 
m'i,•N::it9l 

iii:ijij: o'oi 
J\117060 001 

a.1~11'1111 
NlH0S 001 

APR 21, 1982 

tiitd!Aiii 



U DaUG HODUC'l' Liff / ~'l'IVR I/IUHLIIUDl'l' NU1DD 11 / JAR' H • NOV' !18 

NOUTJIJA9U ACETAT§ 
T, 

NY§TATIN 
SUSPENSION; ORAL 

NYUITU! 
M UDL 

QCTMOIJPI ACJIAT§ 

INJECTABLE; INJECTION 

5MG 

100.000 fflT§IML 

>~> SANDOSTATIN LAR 
EQ lOMG BASE/VIAL 

EQ 20MG BASE/VIAL 

EQ 30MG BASE/VIAL 

>~> 
>~> 
>~> 
>..!ii&,_> 
>~> ♦ 
>~> 

QLANWIN§ 

TABLET; ORAL 
ZYPREXA 
• ttn 
♦ 

@ 

@ 

QMIPWQLE 

all~ 

2.5MG 

15MG 

20MG 

CAPSULE, DELAYED REL PELLETS; ORAL 
PRILOSEC 

+ ASTRA MERCK 40MG 

Nl2184 002 

NHlU 001 
JUN 25, 1998 

N21008 001 
NOV 25, 1998 

N21008 002 
NOV 25, 1998 

N21008 003 
NOV 25, 1998 

..aimim 
~~~l~ 

N20592 001 
SIP 30, 1996 

N20592 005 
SEP 09, 1997 

N20592 006 
SEP 09, 1997 

N19810 002 
JAN 15, 1998 

ORPH§NADRIN§ SJTRAII 
TABLET, EXTENDED RELEASE; ORAL 

12!,tt,};l 
Al + 3M 1.l!9m 

9VIPN>IJP SUMD 
Al INVAMED lPSlli 

9WIW 
TABLET· ORAL 

ii iiiii&N~ 
@ 

M "'°lirn A'tm'r 
♦ 

--15MG 

.&Ill 
15MG 

OXYBUTVNIN CRLQRJPE 
SYRUP; ORAL 

PJDQW 

I ; ~''MllON l(m, Ell 
TABLET; ORAL 

PJDOW 
• : ~l;Mttbif}~ II 

QXYCOPON§ H)'I)IU)CHLORIP§ 

TABLET, EXTENDED RELEASE; ORAL 
OXYCONTIN 

BX + PURDUE PHARMA l0MG 

ROXICODONE 
BX ROXANE 

·► 

l0MG 

30MG 

53 

Nl2157 001 

N.0284 001 
JUN 19, 1998 

..,)Atl=o•t 
ANfii.i=!i'iia' 

N71494 001 
APR 21, 1987 

lf:l$Ht ••• 
Nl5539 008 

NU211 001 
MiUlli®l 

N17577 001 n,,,,rm 

N20553 001 
DEC 12, 1995 

N20932 001 
OCT 26, 1998 

N20932 002 
OCT 26, 1998 



U DaVG PRODUCT Llft / CUIIUL&Tnll 8UHLIINIDIT IQIBD 11 / JAIi' H - NOV' H 

QffloSIN 

PWCALCITQL 
INJECTABLE; INJECTION 

UMPLM 
+ ABBOTT 

PMQMOMYCIN §ULfAU 
CAPSULB; ORAL 

IPM'UI 
M XING PHARMS . ~ ---~ I + PARICEDALB 

W9191Y£!1 I\IULf:ID 

aw 
2SOMG 

1r:1am 

O.OOSMG/ML 

M CARACO 19 2§919 WI 

Ii -~-

PMQUTifflii ffYPRQCHLORIDI 

CAPSULE; ORAL 
PAXIL 

SNITHXLINE BEECHAM EQ lOMG BASE 

EQ 20MG BASE 

EQ 30MG BASE 

~"ffl 
NS0287 001 

~-. 
1111261 001 

N208l9 001 
APR. 17, 1998 

Hi2310 001 
~~ 
H60521 001 
~~~ 

N641'71 001 
J"JN 30 199'1 

iltlm•; 
~~l'fflii 

N20885 001 
OCT 09, 1998 

N20885 002 
OCT 09, 1998 

N20885 003 
OCT 09, 1998 

>...Al&,,.> 
>...Al&,,.> 
>...Al&,,.> 
>...Al&,,.> 
>...Al&,,.> 
>...Al&,,.> 
>...:miI,.> 
>...:miI,.> 
>..JlliI,.> 
>..JlliI,.> 
>..JlliI,.> 
>..JlliI,.> 

PMQX§TIN§ IM>ROCHLQR.JPI 
CAPSULB; ORAL 

PAXIL 
+ SNITHICLINE BHCHAM EQ 40MG BASE 

PIN',l'OSAN POLY§UWAT§ SQPIUM 
CAPSULB; ORAL 

ElrMII\ON 
+ ALU lOOMG 

~~~ -
1/'lfflOXIm,t.Im: 

TABLET, EXTINDED RELEASE; OR.AL 
PmoJlfflLIQ 

61 BIOVAIL !!!.919 

M WATSON LABS 

1/'PINDQPRIL WUMIN§ 
TABLET; OR.AL 

ACEON 
@ HUESCHEN 

@ 

ii 

!!!.919 

2MG 

4MG 

t!MG 

.~,,~:~ :iMG 

i 

• --

54 

N20HS 004 
OCT 09, 19911 

N20193 001 
SEP 26, 1996 ~~~i~m··, .... ~,~i~.·-.· ~-,i:.{t:.,t:~::~~ 

N'75028 001 
JUL 20, 1998 

N'7510'1 001 
SEP 04, 1998 

N20184 001 
DEC 30, 1993 

N20184 002 
DEC 30, 1993 

N20l84 003 
DEC 30, 1993 

-11~11~11 ~t.iu., .. m 
• liffflt=ti 
.,111~:ili 



U DRUG HODUCT Lil'l' I c:tlll:ILA'l'IVB SUl'!PLBNDl'l' NUNB!ltll 11 / JAM' H • NOV' H 

fPNl'PJN 
CRIM1 TOPICAL 

m.mp 
61 + ALLERGAN 

DM'JRP 
61 ALPHAMA 

a 

a 

ftlANQPXJ!.JPJH HYQROCHLQRJPi; SULfffll'l'HQXAZQLI 

~

,,, 

' 
it . ~~ 

Ii lOOMG;SOOMG 

PBIRNQPYJUQJN§ H).1)ROCHLORIQI; Spt.FISOWQLI 

,wtm ' 
' 

• 
PlfflITQNINE HYDROCHLORJQI 

iwm• 
SOMG1SOOMG 

a • ma 
@ 37.SMG 

TDLET1 ORAL 
.~P ,. 
• 

~ 

*-

>..!ml.> M PUREPAC PHARM 

30MG 

.tL.DR 
>..!ml.> 

HlHH 001 
AUG 25, lH9 

H700i 001 
JAN 23, 19911 

~ 
Nl3294 001 

SEP 10, 1987 

~~9 
~~-'fl 

Nl93SII 001 
AUG 31, 1990 

Jal-
.'• 
'. 

' NH414 001 
OCT 19, 1983 

AW 
N8HOS 001 

SEP 28, 1987 
N4027i 001 

NOV 2S, 1998 

fflP'l'QWUN§ Ml§XJ,Ail:\l 

INJl!:CTM\t.E; INJl!:CTION 
JtQlil.'OWD!I MffltAD 

H HD FORD SMQ/VUL 

mnm H + NOVARTIS 

fflffi'TOIN SQPIYM 

INJICTllt.E1 INJECTION 

>~> a 
>~> 
>..!ml.> 
>..!ml.> 

'IBliRJIJ&IL. 
Ii 

PHffi'TOIN SOQIYM, PROMPT 

CAPSULE; ORAL 

SMQ/VJAL 

••• 
SONG/ML 

PROMPT PH!!:NYTOIN SODIUM 
Q J ~~ :iitti~ 

@ lOOMG 
+ ZENITH GOLDLINE lOOMG 

it ~g~ l'tiii 

PILQC:WIQ 

DRUG DELIVERY S'lSTEM; OPHTHALMIC 
OC:USERT PIL0-40 

+ AKORN llMG 
~ mi :t:M 

PJNOOLQL 
TABLET; ORAL 

ji P;t~K~ 

II 
i 

-1M 
SMG 

ss 

Nt023S 001 
MAR ll, 1998 

N08278 003 

*1BIIR 
N88Sl9 001 

DEC 19, 1984 

nil'iildi:Ji 
N80905 001 
t1.8 Q,2 ~.9,, ,9. Q.J,, 
Niii:on:t'':®t 

Nl7S'8 001 
NifiliiHilii 

-N74125 001 
APR 28, 1993 



U DltN IPIRODVC'l' Lift / ~Tnll SUIPIPLBNIIT lllaD 11 / JAN' H • NOV' H 5G 

PupoLOt, 

TMLl'f I OltAi. 

i3111tc lPIWtN 10NG 

• ~ -• -u MATSON LMS -u llli 

PIPIMe£ILLllf SQPIUM; TM9M£Tffl SQPIUM 
INJBCTABLB; INJBCTION 

ZOSYII IN !PLASTIC CORTAIDR 
+ Lmmu& 11:Q 40MG BASll:/ML; 

11:Q 5MG BABB/NL 

+ 

+ 

flllOJICffl 

CAPSUI.111; ORAL 

•'~ • U WATSON LMS 

u 

11:Q 40!4 BASB/100ML; 
11:Q 500MG BASlll/100ML 

11:Q 60NG DASI/NL; 
11:Q 7 . 5MG BASIII/NL 

--llli 
Uli 

N74125 002 
! 

lfftU'I Hl 
nan, 19H 

ll'IH3'1 H2 
na :n, 1995 

NS0750 001 
FD 24, 1998 

NS0750 003 
na 24, 1998 

NS0750 002 
na 24, 1998 

N'IHH 001 
Sll:P 29, 1995 

lll'IH60 002 
SIP 29, 1995 

IUICONSTITUTION; ORAL 

Ii 

• 236GM/BOT;2.97GM/BOT;6.74GM/BOT; 
S.86GM/BOT;22.?4GM/BOT N?3098 001 

• BW,.,W~ 
11:Q 500,000 U 81\SIII VIAL 

• + IMWlfrMSBi 
PONDD; FOR RX COMPOUNDIN!1 

• 
Ii 

~ ~ 

Cl 

·~"11911 --- --- ......... ·-·--- -
Ut~'WIMIRM 
100,000,000 UNITS/BOT 

PQLYMYXIN 1/1 SULFATE; TRIMBTHOPRIM SULFATE 
SOLUTION/DR.OPS; OPHTHALMIC 

At Df99PBP1 IULfAD j::9d:11Mrur.rAD 

POTASSIUM CHLORIDE 
ORAL 

• -

AUG 31, 1993 

-..:i.W.1 
N62036 001 

llilili ... ,. 
N615?8 001 

~II 
..... , 
..... : 

~ 

N62455 001 
JUL 2?, 1983 

NH211 001 
APR 13, 1998 

a'llll:I 



... 

• 

U DRUG PIROD\1CI' Lift / C111ULATIVII IOHLIIINIIIT IIUNUll 11 / .JAN' H • NOV' 98 5'1 

POfY§IW 00:91U21 
~~DftNI)BJ> ULIWIB; ORAL 

ii~ -

I 
It 

• 
• 

INJBCTABLB; INJICTION 

It + BAXTn HLTHCAU 

It + BAXTn HLTHCAU 

IMSQ 

lOMSQ 

2.2'g/10M, 

K • POfJffl¥1 c;m.o11a •W,,ff;0tRI convm 
It + BAXTn HLTHCARI 2.Hg110-, 

TA!aLIT, DTINDBD ULIWII; ORAL 

M •l•fflL.- 1W >..!PP..> 
>..!PP..> 
>..!PP..> 
>..!PP..> M 
>..!PP..> 

• 
ILOl·CCIII po 

UPSIID. SMITH 

• 

1W -lOMSQ 

---N'133H 001 
JAN :u1, 1992 

972427 001 
MAil 28, 1990 

WH8'10 001 
~~ 

11201U OH 
AUG 11, 1998 

N:l.9904 002 
DSC 26, 1989 

11201n 003 
AUG 11, 1998 

lif1H04 003 
DSC 26, 1989 

11201n 004 
AUG 11, 1998 

lif1H04 004 
DSC 26, 1989 

111HU 001 
JUN 13, 1986 

11'14'1211 001 
NOV 20, .i.998 

N19381 001 
APR 16, 1986 

POfMSJUM CHLORIQI; SQPIW C:HLQRIP§ 
I 

It 

~~':t\iB'B't\'lit~to•rlit•:1$ 
)tMM'tlitfiRMttt:OMt ·•m~'lll\{"'-"·• 

l ••• JL,aii~~\td 
-~:~:._:~~::~:~ill'f.:2 • 3'1MG/100ML;900MG/lOOML Nl9708 001 

· f ~tffl~;l'ffilBtw~ttii:ia}l•fd 
9 

• 
19 

• 
9 

\Wl:t'lRfllMit~ . •.· --•tf~}m.❖. ' . . . . . . .. . M1tti:,{(l'Hi 
75MG/100ML; 900MG/100ML Nl9708 00'2 • 

\~MJo\.:fi\%ti(tU'ffll'.~•••rii~l,~~i 

• 
ft~t~ltliRJ{ijM .dliltll 
110MG1100ML; 900MG1100ML Ni91ci'a· ooj 

~~11•;~•~~-*~}-nn,i~,h:~~~ 
a~ia~l®it .111111 

Iii 220MG/100ML;900MG/100ML N19708 005 

&itt~itits~t\!iMWflMnii;ii~&~ilt.~~
9 

fftffltffl?t!fflttM .IJlt~, 
Iii 300MG/100ML;900MG/100ML N19708 006 

SEP 29, 1989 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.0751 IN 

PLASTIC CONTAINER 
Gt B BRAUN ·- 75MG/100ML;900MG/100HL N18722 001 

NOV 09, 1982 
_.B•r-ta~ lt.lS\m 
: . ' '• $: . ~ ~· : •, -~-\~-

SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.151 IN 
PLASTIC CONTAINER 

fl B BRAUN 150MG/100ML;900MG/100ML Nl8722 002 
NOV 09, 1982 

t .- llM'-l._~_.l:lla •1111 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.221 IN 

PLASTIC CONTAINER 
@ B BRAUN 220MG/lOOML;900MG/lOOML Nl8722 003 

NOV 09, 1982 



U DRUG HODVCT LIST / C'UNU'LA'l'lVB SUHLBHIDft' HUNBU 11 / JAH' H • HOV' H !18 

PQ'l'A.SSJUM CHLORIPJ; SODIUM CHLORIPI 
INJECTABLE; INJECTION 

SODillM CHLORIDE 0.91 AND POTASSIUM CHLORIDI 0.22' IN 
PLASTIC CONTAINER .. ~ ~.-

SODillM CHLORIDE 0.9' AND POTASSIUM CHLORIDE 0.3' IN PLASTIC 
COIITAIND. 

GB BRAUN 300MG/lOOML;900MG/lOOML Nl8722 004 -~ ~:-
PRAMIPJXOI.E DIHYQROCHLORIQI 

TABLET; ORAL 
MIRAPEX 

PHARMACIA AND UPJOHN O. SMG 

PRBDNISOLONII: 

SYRUP; ORAL 

ii ·~ ~ 

pltlmlll§OLOIIB 
M NBPHARMS U!!ilal! 

DIL9N 
M + MURO 1SfflWHI• 

TABLET; ORAL 
PREDNISOLONI 

it ~f\~ Sil 
BX + SMG • iii ~~ -@ SMG 

PR§PNISOLQNB SODIUM PHOSPHATE; SULFAC§TAMIDE SODIUM 
SOLUTION/DROPS; OPHTHALMIC 

N20667 006 
FEB 12, 1998 

~&• 
N40192 001 

MAY 211, 19911 

NH08l 001 
FEB 04, 1986 

~ti{ll~ 
Nll0354 001 
~m~~~ 
Nll0339 001 

,.. • • •~11'Mfj~ wlllilt 

PMQNISQLONI§ SODIUM PHQSPHATI§; SQLFA£1™1JP§ SODIUM 
__ 1ROPS; OPHTHALMIC 

PMQNISQN§ 
TABLET; ORAL 

I 
ll!IJl!llONI"""'' "" 

@ 

• • 

~~ 

PRIMIDQNE 
SUSPENSION; ORAL 

MYSOLINB 
+ BLAN PHARMA 
i~~ 

TABLET; ORAL 
fflQLJD 

M + BLAN PHARMA 
+ • t ~i~ 

BO 0.231 PHOSPHATl;lOI 

s 
lOMG 
20MG 

2SOMG/SML 
a's:RlsNt 

mm 
SOMG -

PRQCAINAMIQ§ HYJ)RQCHLORIQE 
TABLET, BXTINDBD RELEASE; ORAL 

• 'IBIRIJPI IICL BIil 

@ SOOMG 

• $'~,ws:~ AM 
@ 2SOMG 

a Pltili~ffl •• 

N74Sll 001 
JUL 30, 1996 

. ,·,:■·: ', ·i\1~~ I ·t'!l:v.'ll' 
\ ~-.-.. , . ._:~ 
. ' \'ft! 

Nll0353 001 
Nll6062 001 
Nll606l 001 

Nl040l 001 
lt:ll'ti'j:liliB1 

N09l70 002 
N09170 003 

1:111:::IJ 

J:111111 
Nll9284 001 

JUN 23, 1986 

~11:1111 
N88958 001 

DIC 02, 1985 

ilfQJMffit 



U DaVCJ HCDUCT Lift / CUNULA.TIVII SUHLllllll'l' HmmU 11 / JU' H • NOV• H 

fflOCAIWJRI HYPB9QILOIURI 
TABLIT, IXTBNDID RBLDSl1 OR.AL 

• • i 
°lillflww 

II ♦ PARUl>Atol 
II + 

II • 

PRQCARMZIN§ HJPROCHLQRIQI 
CAPSULl1 OR.AL 

MATULANI 

.. --lSI.I 

>...m.I..> ~ ~ ~~'ml 
>...6m2..> + SIGMA TAU IQ SONG DASI 

PRQCHLORPPMIQ EQISJLATJ 

INJECTABLI; INJECTION 

ii "111"°'5P!I IPH~"Wft:M\ 

@ IQ SMG BASE/ML 

PRQCHLQRPBRAZIN§ MALMII 
TABLIT; OR.AL 

Hogg.oppum NLMD 
11 TRIGIN 19 WW§ 

II 19 lONG WI 

61 

M 

ZENITH GOLDLINI 19WWI 

19 lop; WI 

RH0H 001 
Rl'1510 001 

APR 01, 1982 
RIHH 001 

JAN 16, 1985 

~~~l 
Nl678S 001 

~\ffl 
l>'ii\{O'~~,'n 

N8967S 001 
DEC OS, 1988 

Rt02H 001 
FIB 27, 1998 

NH2H 002 
FEB 27, 1998 

N.0162 001 
JAN 20, 1998 

Rt0lU 002 
JAN 20, 1998 

PR,OO§STPM 
CAPSl:.S; OR.AL 

PROMITR.IUM 
♦ SCHIR.ING PLOUGH lOOMG 

PRotffl'HAUNI HXPRQCHtoRIQI 
INJICTABLB; INJECTION •-..rmp a tMMi 

• 
@ 

@ 

SYRUP; OR.AL 
llllMTMIJR A 

M HI TICH PHARMA 

TABLET; OR.AL 
PROMETHAZINI HCL u ... G~ 
• 

PRQPQXYPHJNI HXQROCHLQRIQi 
CAPSULE; OR.AL ..... ~ 
-~~~ • . ~:-

@ 

PROPRANQLQL HYDRQCHLQRIQ§ 

TABLET; ORAL ..... ~ II~-. 

... 
2SMG/ML 

SOMG/ML 

1.:.llli 

lidM 
12.SMG 

-65MG -65MG 

!WI 

59 

Nl9711l 001 
MAY 14, 1998 

NH026 001 
SEP 25, 1998 

ffliJlU'?cmt 
N83712 001 

il'H'fttffl 
N80908 002 
BliJ.iiffl 
N83278 001 

cx.1111[11 



>...W...> 
>...W...> 
>...W...> 
>.AWL> 

U DRUG HODUCT LIST/ CVNU'LATIVB SUHLBNBNT NUNHll 11 / JAN'H • NOV'H 

PRQPRANOLQL BXPRQC:Ht.01uDE 

TABLET 1 OltAL 
UoQMOLOL A 
9 DANBURY PHMMA 

• ~ 
ii 
ll 

• 
ii 
y 

" 
\I 

• 
• 
• 
• 

60MG --all ---10MG 

20MG 

40MG 

60MG 

IOMG 

90MG 

P§l9PQ§PHIQRIN§ HYPBQC'HLORID§ 

• 
OUINIQIN§ SUL}:All 

TABLBT 1 ORAL 

II W>aaP • U MIMtf._ 

" 
-lOOMG 
BM 
200MG 

t SIi SICTIOH 1. S OF INTRODUCTION 

• 

M1 
N71CH 001 

JUL OS, 1988 
N711Sll7 001 

JUL OS, 19811 
N71688 001 

JUL OS, 19811 
N72197 001 

JUL OS, 1988 
N711SH 001 

JUL OS, 19811 
N72198 001 

JUL OS, 191111 

tilstl'\fiii 
N17603 001 

Mlft~V'i 
NISSH 001 
DlDl:tffl 
N84003 001 

>...W...> 
>...W..,> 
>.AWL> 
>.AWL> 

OOINIQINI SULFATE 
TABLBT, UTINDBD RELEASE; ORAL 

OVlNIRU y + ROBINS AK llUi 
II ~ WM''':l'fllft Ulm 

WIIJPJNI HYQIWCHLQUPlli 
SYRUP 1 OltAL 

~~ 
♦ 

TABLBT; ORAL 
IWll!ll!lD & 

y MYLAN 

y 

y RANBAXY 

y 

II ZENITH OOLDLINE 

y 

\-~ 
• 

R,IBAVIRIN 
CAPSULE; ORAL 

ift'filo WI/Mt 

IQ lSMG BASE/ML 

IQ H!!l!i WI 

G H!!l!i WI 

G &Him WI 

G H21!i WI 

G IHl!i WI 

G H21!i IYI 

~SONG 

iHIRi•r,-?m H• 
+ 200MG t 

60 

N12796 002 
1u,11:n~ 

.J,ll?illl 
Nl9675 001 

DEC 30, 1988 

N7tss:a 001 
JUL 30, 1998 

N74552 002 
JUL 30, 1998 

N7SOOO 001 
JAN 30, 1998 

N75000 002 
JAN 30, 1998 

N75165 001 
SEP 30, 1998 

N75165 002 
Sl!:P 30, 1998 

teei,o,.,oo:t 
N80907 001 

mltlill 
N20903 001 

JUN 03, 1998 



• • 

U DllN ftOMC."I' Lift / c:mm.&Tlft IDPW 11119D 11 / .Dlt' H • IIOV' H 

NfMW 

M 

M 

• 
CANULB; CML 

"IILrMMIONUSL 
IIDl?W 

Nf'.PMM 
TAILBT; ORAL 

PRil'TIN 

.wm 

.wm 

-
+ HOICHST MARION llSSL lSOMG 

RJ§P9PD §OPIUM 

TAILBT; ORAL 
ACT0lilBL 

+ PROCTD. AND GAMILB 30MG 

BJI9PRPDI HYmtOQlLOBJPI 

It 
II 

♦ 

♦ 

I i 
~ 

Ii 
@ 

-!''MM\ 
lOMG/ML 

lSMG/ML 

M2303001 

IIHlH 002 
JAN 02, 1998 

;al~ 

N.11024 001 
JON 22, 1998 

N20113S 001 
MAil 27, 1998 

- ' 

Nl8S80 001 
Nl8S80 002 

BJMDJPIM UQOAD 

TMLICT; ORAL 
MAXALT 

NIRCK 

♦ 

EQ SNG DASI 

EQ lONG BASE 

TMLICT, ORALLY DISI~TING1 ORAL 
MAXALT -~ 

MAXALT·MLT 
MIRCK 

+ 

QCMSIQMI 
SOLUTION; ORAL 

SUCRAID 
+ ORPHAN MEDCL 

SAQUINAVIR 
CAPSULI; ORAL 

FORTOVASI 

~ -
+ 

SIJ&GILINJ HYDRQCHLORIQI 
CAPSULE; ORAL 

ILPHBJL 
>..!RD.,.> M + SOMERSET 
>..!RD.,.> 
>..!RD..> SJLQILm ICL 
>..!RD.,.> M ISI LEDBRLE 
>..!RD.,.> 

--~ 
~~t--

EQ SNG BASE 

EQ lOMG BASE 

8,S00 IU/ML 

i(fi'tleiMCt-

200NG 

Hi 

Hi 

61 

N201164 001 
JON 29, 1998 

N20864 002 
JUN 29, 1998 

N2086S 001 
JUN 29, 1998 

N2086S 002 
JUN 29, 1998 

N20772 001 
APR 09, 1998 

J.lltl• 
N20828 001 

NOV 07, 1997 

1120647 001 
MAY 15, 1996 

1175352 001 
NOV 30, 1998 



►---► 
►---► 

UJ:19!!.IP IJPR9QIL9RIDI 
TABLff1 OR.AL 
•uma& • RSI LIIDlllLB 

• ilfi!ii:lf!i 

• NORTON tfATU.FQfU) 

• STASON 

§IYJLMIR HJPB9CHLORJPI 
CAPSULE; OR.AL 

UNAGEL 
♦ GBLTU 

s1x.pw,1t CITRATI 
TABLff; OR.AL 

VIAGRA 
PPIZD. 

♦ 

SINi'fflJCCffl·CJWtULQSI 
SUSPENSION; OR.AL 

SONOR.X 
+ BRACCO 

§Iffl1MTATIN 
TULl:T; ORAi. 

z~ 

U naoo PaoDUCT Liff / c:111UU.Tlff SUHLBNBHT lfll!IIID 11 / JAN' 911 - NOV' 911 62 

----
403MG 

2SMG 

SONG 

lOOMG 

7.SMG/ML 

-

• 

lffHU 001 

~ 
lff4'156 001 

NOV as, 19911 
lffU12 001 

APR. 30, 19911 

N:20926 001 
OCT 30, 1998 

N:20895 001 
MAR 27, 1998 

N2089S 002 
MAR 27, 1998 

N2089S 003 
MAR 27, 19911 

N20773 001 
OCT 29, 19911 

--.. , 

~ &'• : . 

UMYMIJ\TIN 
TABLET; ORAL 

ZOCOR .~ 
♦ 

♦ 

SQPIUM CHLORJQi 

INJECTABLE; INJECTION 

•• 
SMG 

40140 

80MG 

At 
§QPIUff QILOllJPI O.f5\ Ij wwna CONTAim - --u-• SML 

ii 

At 
At 

II 

@~ He'ttw! 
I QILOllJPII! 9,2' SQPJYN 

B BRAUN 
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MAR 09, 1988 

Nl8184 001 
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NUH2 001 
DIC 30, 1993 

N20lll 001 
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DRUG PRODUCTS WITH APPROVAL UNDER SECTION 505 OF THE ACT ADMINISTERED BY THE 
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH LIST 

CUMULATIVE SUPPLEMENT NUMBER 11 NOV •,a 

NO NOVEMBER 1991 APPROVALS 
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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 November 1998 

Name 
Generic Name 
TN-Trade Name Indication Desi&nated 

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

1,5-(Butylimino) Treatment of Gaucher disease. 
-1,5 
~ideoxy,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 

Aldesleukin 
TN= Proleukin 

Treatment of metastatic 
melanoma. 

Treatment of acute myelogenous 
leukemia. 

For the treatment non-Hodgkin's 
lymphoma. 

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

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK 
DO=05/l.2/1998 

Oxford GlycoSciences 
10, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3YS 
UK 

DD=0S/29/1998 

Sugen, Inc. 
230 East Grand Ave. 
South San Francisco, 
CA 94080 
DDz09/ll/1998 

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 
DO=09/10/1996 
MA=0l/09/1998 

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

Chiron Corporation 
4560 Horton St. 
Emeryville, CA 94608 
DD-11/24/1998 
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Orpllan Product Designations and Approvals List 
January 1998 tllrougll November 1998 

Name 
Generic Name 
TN•Trade Name 

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• Ethyol 

Amifostine 
TN== Ethyol 

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

For the reduction of the 
incidence and severity of 
toxicities associated with 
cisplatin administration. 

Arsenic trioxide Treatment of acute promyelocytic 
TN= leukemia. 

Sponsor & Address 
DD- Date Desienated 
MA•Marketlng Approval 

Ligand Pharmaceuticals 
Inc. 
10275 Science Center 
Drive 
San Diego, CA 92121 
D0•03/24/1998 

Transkaryotic 
Therapies Inc. 
195 Albany St. 
Cambridge, MA 02139 
D0•06/22/1998 

U.S. Bioscience, Inc. 
One Tower Bridge 
100 Front Street, 
Suite 400 
Conshohocken, PA 
19428 
DO•05/12/1998 

U.S. Bioscience, Inc. 
One Tower Bridge 
100 Front St., Suite 
#400 
West Conshohocken, PA 
19428 
DD=ll/24/1998 

PolaRx, Inc. 
787 7th Ave., 48th 
Floor 
New York, NY 10019 
00 .. 03/03/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN-Trade Name 

Basiliximab 
TN• Simulect 

Beclomethasone 
di propionate 
TN= 

Benzydamine 
hydrochloride 
TN .. Tantum 

Bindarit 
TN= 

Botulinum toxin 
type A 
TN= Dysport 

Indication Designated 

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. 

Treatment of lupus nephritis. 

Treatment of spasmodic 
torticollis (cervical dystonia). 

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

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DO=12/12/1997 
MA=0S/12/1998 

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

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=0B/12/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN•Trade Name Indication Desipated 

C&rbamylglutamic Treatment of N-acetylglutamate 
acid synthetase deficiency. 
TN• 

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

Dexamethasone 
TN= 

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

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

Doxorubicin 
liposome 
TN= Doxil 

Filgrastim 
TN= Neupogen 

Treatment of ovarian cancer. 

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

Sponsor & Address 
DD- Date Designated 
MA•Marketiag Approval 

Orphan Burope 
Immeuble "Le 
Guillaumet" 
60 avenue du President 
Wilson 
92046 Paris 
France 
DD=Ol/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/ll/1998 

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

Sequus 
Pharmaceuticals, Inc. 
960 Hamilton Ct. 
Menlo Park, CA 94025 
DD=ll/04/1998 

Amgen, Inc. 
1840 DeHavilland Drive 
Thousand Oaks, CA 
91320 
DD=ll/07/1996 
MA=04/02/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN-Trade Na111e Indication Desienated 

Fructoae-l,6-dip Treatment of painful 
bosphate vaso-occlusive episodes 
TH• associated with sickle cell 

disease. 

Humanized 
anti-CD2 
monoclonal 
antibody 
TH• 

Humanized 
anti-human CO2 
MAb 
TN= MEDI-507 

Hydroxyurea 
TN:s Droxia 

Infliximab 
TN=- Remicade 

Treatment of graft-versus-host 
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 of patients with 
sickle cell anemia as shown by 
the presence of hemoglobins. 

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

Sponsor & Address 
DO- Date Designated 
MA•Marketing Approval 

Cypros Pharmaceutical 
Corporation 
2714 Loker Avenue West 
Carlsbad, CA 92008 
DD•OS/29/1998 

Medimmune, Inc. 
35 West Watkins Mill 
Rd. 
Gaithersburg, MD 
20878 
DD•ll/13/1998 

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 

Centocor, Inc. 
200 Great Valley 
Parkway 
Malvern, PA 19355 
DD=ll/14/1995 
MA=0B/24/1998 
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Orphan Product Designations and Approvals List 

Name 
GeaericName 
TN-Trade Name 

Interferon 
Beta-1.a 
TN• Avonex 

L-baclofen 
TN• 

Lamotrigine 
TN= Lamictal 

Lepirudin 
TN= Refluden 

Liposomal 
Cyclosporin A 
TN= Cyclospire 

January 1998 through November 1998 

Treatment of juvenile rheumatoid 
arthritis. 

Treatment of trigeminal 
neuralgia. 

Treatment of Lennox-Gastaut 
syndrome. 

Treatment of heparin-associated 
thrombocytopenia type II. 

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

Spouor & Address 
DD- Date Desilnated 
MA•Marketin1 Approval 

Biogen, Inc. 
l.4 Cambridge Center 
Cambridge, MA 02142 
DD•l.0/1.4/1998 

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 13398 
Research Triangle 
Park, NC 27709 
DD•0B/23/1995 
MA=0B/24/1998 

Hoechst Marion Roussel 
Frankfurt am Main 
Germany 
DD•02/13/1997 
MA:m:03/06/1998 

Vernon Knight, M.D. 
Baylor College of 
Medicine, Dept. of 
Molecular Physiology 
one Baylor Plaza 
Houston, TX 77030 
DD•04/30/l998 

Liposomal Treatment of osteosarcoma. Endorex Corp. 
900 North Shore 
Lake Bluff, IL 
00=06/10/1998 

N-Acetylglucosmi 
nyl-N-Acetylmura 
mly-L-Ala-D-isoG 
ln-L-Ala 
-gylcerolidpalmi 
toyl 
TN= ImmTher 

Drive 
60044 
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Orpha■ Product Desigaatioas aad Approvals List 
Jaauary 1998 through November 1998 

Indication Desipated 

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

MN14 monoclonal For the treatment of small cell 
antibody to lung cancer. 
carcinoembryonic 
antigen 
TN• CEA-CIDE 

MN14 monoclonal Treatment of pancreatic cancer. 
antibody to 
carcinoembryonic 
antigen 
TN• Cea-cide 

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. 

Mecamylamine 
TN= Inversine 

Methoxsalen 
TN .. Uvadex 

Treatment of Tourette•s 
syndrome. 

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

Sponsor & Address 
DO- Date Designated 
MA-Marketing Approval 

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

Drive 
60044 

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

Immunomedics, Inc. 
300 American Road 
Morris Plains, NJ 
07950 
DD:zll/24/1998 

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

Layton Bioscience, 
Inc. 
105 Reservoir Rd. 
Atherton, CA 94027 
DD=l0/14/1.998 

Therakos, Inc. 
437 Creamery Way 
Exton, PA 19431 
DD=l0/14/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Geaeric Name 
TN-Trade Name 

Murine MAb 
(Lym-1) and 
Iodine 131-I 
radiolabeled 
murine MAb 
(Lym-1) to human 
B-cell lymphoma 
TN• Oncolym 

OCtreotide 
TN• Sandostatin 
LAR 

Indication Designated 

Treatment of B-cell 
non-Hodgkin's lymphoma. 

Treatment of acromegaly. 

OCtreotide Treatment of severe diarrhea and 
TN= Sandostatin flushing associated with 
LAR malignant carcinoid tumors. 

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

Oxypurinol 
TN= 

Treatment of hyperuricemia in 
patients intolerant to 
allopurinol. 

Sponsor & Address 
DO- Date Designated 
MA•Marketing Approval 

Techniclone 
Corporation 
14282 Franklin Ave. 
Tustin, CA 92780 
DD=ll/27/1998 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD:08/24/1998 
MA=ll/25/98 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD=0B/24/1998 
MA=ll/25/98 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD=0B/24/1998 
MA=ll/25/98 

ILEX Oncology, Inc. 
11550 IH-10 West, 
Suite 300 
San Antonio, TX 78230 
DD=ll/09/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN-Trade Name Indication Designated 

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

PEGASYS 
TN• 

Pentostatin 
TN= 

Phenylacetate 
TN== 

Pilocarpine HCl 
TN= Salagen 

Treatment of renal cell 
carcinoma. 

Treatment of cutaneous T-cell 
lymphoma. 

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

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

Prostaglandin 
encl ester 
(AS-013) 

El Treatment of Fontaine Stage IV 
chronic critical limb ischemia. 

TN= 

Radio labeled 
monoclonal 
antibody to co22 
antigen on 
B-cells 
TN= LymphoCIDE 

Treatment of non-Hodgkin"s 
lymphoma. 

Sponsor & Address 
DO- Date Designated 
MA•Marketing Approval 

Inspire 
Pharmaceuticals, Inc. 
4222 Emperor Blvd., 
Suite 470 
Durham, NC 27703 
DD=l0/27/1998 

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/l.998 

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 
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Orplaan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN-Trade Name lndicatioa Desi&aatecl 

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

Recombinant 
human Clara Cell 
lOkDa protein 
TN• 

Recombinant 
human tumor 
necrosis factor 
receptor fusion 
protein 
TN= Enbrel 

Recombinant 
humanized MAb 
ScB 
TN= 

Recombinant 
humanized 
monclonal 
antibody Sc8 
TN= 

Recombinant 
humanized 
monoclonal 
antibody ScB 
TN= 

Rifapentine 
TN= Priftin 

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. 

Sponsor & Address 
DO- Date Desi&■ated 
MA•Marketina Approval 

xoma Corporation 
2910 Seventh Street 
Berkeley, CA 94710 
DD•06/22/1998 

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

Immunex Corporation 
51 University St. 
Seattle, WA 98101 
DD=l01',7/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DD•l0/14/1998 

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 
DDa06/09/1995 
MA=06/22/1998 

.. 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Ceaeric Name 
TN•Trade Name 

Rifaximin 
TN• Normix 

Indication Designated 

Treatment of hepatic 
encephalopathy. 

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

Sacrosidase 
TN= Sucraid 

Sodium 
phenylbutyrate 
TN= 

TAK-603 
TN= 

Tacrolimus 
TNs Prograf 

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. 

Sponsor & Address 
DO- Date Designated 
MA•Marketing Approval 

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 
Atubulatory Care Center 
Philips Building, 
Suite 2Q; 10 Union 
Square East 
New York, NY 10003 
DD:04/30/1998 

Orphan Medical, Inc. 
13911 Ridgedale Drive 
Suite 475 
Minnetonka, MN 5S30S 
DD=l2/10/1993 
MA=04/09/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
00=04/24/1998 

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

Fujisawa USA, Inc. 
3 Parkway North Center 
Deerfield, IL 60015 
00=04/06/1998 



Name 
Generic Name 
TN•Trade Name 

Temozolomide 
TN• Temodal 

Temozolomide 
TN• Temodal 

Tetrabenazine 
TN= 

Thalidomide 
TN= Thalomid 

Thalidomide 
TN= 

Thalidomide 
TN= 

Thalidomide 
TN= Thalomid 

Orpha■ Product Designatioas and Approvals List 
Jaauary 1998 through November 1998 

Indication Designated 

Treatment of recurrent malignant 
glioma. 

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 
DD= Date Designated 
MA=Marketing Approval 

Shering-Plough 
Research Institute 
2000 Galloping Hill 
Rd. 
Kenilworth, NJ 07033 
DD=l0/05/1998 

Schering-Plough 
Research Institute 
2000 Galloping Hill 
Rd. 
Kenilworth, NJ 07033 
DD=l0/14/1998 

Lifehealth Limited 
Richmond House, Old 
Brewery Court, 
Sandyford Road 
Newcastle upon Tyne 
NE2 lXG England 
00=05/12/1998 

Celgene Corporation 
P.O. Box 4914 
7 Powder Horn Drive 
Warren, NJ 07059 
00=07/26/1995 
MA=07/16/1998 

EntreMed, Inc. 
9610 Medical Center 
Drive, Suite 200 
Rockville, MD 20850 
00=02/27/1998 

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

Celgene Corporation 
7 Powder Horn Dr. 
Warren, NJ 07059 
DD=l0/14/1998 
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Orphan Product Designations and Approvals List 
January 1998 through November 1998 

Name 
Generic Name 
TN==Trade Name 

Thymalfasin 
TN• Zadaxin 

Tiapride 
TN= 

Treatment of DiGeorge anomaly 
with immune defects. 

Treatment of Tourette•s 
syndrome. 

Transgenic human Treatment of cystic fibrosis. 
alpha 1 
anti trypsin 
TN= 

Valrubicin 
TN= Valstar 

Treatment of carcinoma in situ 
of the urinary bladder. 

Xenogeneic Treatment of severe liver 
hepatocytes failure. 
TN= HepatAssist 
Liver Assist 
System 

Sponsor & Address 
DD- Date Designated 
MA•Marketing Approval 

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

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

PPL Therapeutics 
(Scotland) Limited 
Roslin, Edinburgh 
EH2S 9PP Scotland 
U.K., 
DD:03/06/1998 

Anthra 
Pharmaceuticals, Inc. 
103 Carnegie Center, 
Suite 102 
Princeton, NJ 08540 
DD=0S/23/1994 
MA=09/25/1998 

Circe Biomedical, Inc. 
99 Hayden Ave. 
Lexington, MA 02421 
DD=ll/27 /1998 



DRUG PRODUCTS WHICH MUST DEMONSTRATE IN nvo BIOAVAILABILITY ONLY 
IF PRODUCT f AILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO NOVEMBER 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. PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 
11TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING SCHEDULE. NEW 
INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

PED PEDIATRIC EXCLUSIVITY 

ABBREVIATIONS 

REFERENCES 
NEW DOSING SCHEDULE 

D-31 CONTINUOUS INFUSION AS AN AL TERNA TE METHOD OF ADMINISTRATION 
D-39 CHANCE IN TIME TO TAKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEAR' fBURN 

SYMPTOMS FROM" ••• 1/2-1 HOUR BEFORE EATING ••. " TO" ... RIGHT BEFORE EATING OR llPTO 
60 MIN BEFORE CONSUMING ••• " 

D-40 ONCE-A-DAY DOSING REGIMEN 
D...fl DRUG MA V BE DOSED RIGHT BEFORE A MEAL OR ANY TIME UP TO JO MIN BEFORF. EATING OR 

DRINKING FOOD AND BEVERAGES THAT WOULD BE EXPECTED TO C:AUSE S\'MPTOMS 
D-42 TEN DA\" DOSING RlGIMEN FOR TRIPLE THERAPY, PREVACID IN COMBINATION WITH 

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

D-43 INITIATION OF TREATMENT WITH 900MC/DA Y BY DELETION OF THE REQl'IREMENT TO TITRA n: 
TO 900MG/DA \' OVER A J-DA Y PERIOD 

D-44 IN A CLINICAL TRIAL, FEWER DISCONTINUATIONS DUE TO ADVERSE EVENTS, ESPECIALL \' 
DIZZINESS AND VERTIGO, WERE OBSERVED WHEN TITRATING THE DOSE IN INCREMENTS OF 
50MC/DA \' EVERY THRii;E DA VS UNTIL AN EFFECTIVE DOSE (NOT EXCEEDING 400MG/DA \') WAS 
REACHED 

D...fS ONCE DAILY DOSING FOR MAINTENANCE ONLY 
1M6 NEW DOSING REGIMEN OF 80MG DAIL\' 
D-47 TAKE DRUG "15 MINUTES TO I HOUR" PRIOR TO A MEAi. TO PREVENT I\IEAL-INDllCED IIEARTBllRN 
D-48 ADMINISTRATION OF CISATRICUKIUM,;., NEUROMUSCULAR BLOCKING AGENT AT DOSES 01• J AND 

4X THE ED9S OF CISATRICl1NlllM FOLLOWING INDUCTION WITH THIOPENTAL 
D-49 PEDIATRIC DOSING GUIDELINES 

NEW INOICA710N 

1-212 TREATMENT OF SYMPTOMS OF DR\' MOUTH IN PATIENTS WITH SJOGREN'S S\'NDROME 
1-213 TEMPORARY REUEF OF PAIN AND PHOTOPHOBIA IN PATIENTS llNDER(;<>ING CORNEAi. 

REFRACTIVE SURGERY 
1-214 TREATMENT OF OSTEOPOROSIS 
1-215 PRE-PROCEDl IRAL APPLICATION TO ADllL T MAI.E GENITAL SKIN PRIOR TO s1n:-SPE< ., Fl{" 

SUBC'llTANEOllS INFILTRATION WITH LIDOCAINE FOR THE REMOVAi. 01• GENITAL WARTS 
1-116 FOR TIIF. LONG-TERM TWICE-DAIi.\' (MORNING AND EVENING) ADMINISTRATION IN nrn 

MAINTENANCE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH C"OPI>, INCl.lll>ING 
CHRCJNIC BRONCHITIS AND EMPHYSEMA 

,-217 PR~VENTION (DURING AND FOLLOWING HOSPITALIZATION) Of' DEEP \'EIN TIIROMDOSIS, Wlll('II 
MAY LEAD TO PULMONARY EMBOLISM, IN PATIENTS llNl>ERGOIN(i mr REl'LA<"EMENT SllRGER\' 

1-218 USE OF LIPITOR AS AN ADJUNCTIVE TIIERAP\' TO DIET l<"OR THE TREATMENT OF PATIENTS WITII 
ELF.VA TED SERUM TRIGL \'CERIDE LEVEI.S (FREDERICKSON T\'l'E l\'I 



PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

1-219 USE OF LIPITOR BY PATIENTS WITII PRIMARY DYSBETALIPOPROTEINEMIA (FREDERICKSON 
TYPE Ill) WHO DO NOT RESPOND ADEQUATELY TO DIET 

1-220 TREATMENT OF EPISODIC HEARTBURN, ACID INDIGESTION AND SOUR STOMACH 
1-221 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 

1-222 PREVENTION OF ISCHEMIC COMPLICATIONS OF UNSTABLE ANGINA AND NON-Q-WAVE 
MYOCARDIAL INFARCTION, WHEN CONCURRENTLY ADMINISTERED WITH ASPIRIN 

1-223 llSE IN THE SYMPTOMATIC RELIEF OF RHINORRHEA ASSOICATED WITH ALLERGIC AND 
NONALLERGIC PERENNIAL RHINITIS IN CHILDREN AGE 6-11 YEARS 

1-224 FOR THE USE IN PEDIATRIC PATIENTS 4 TO 11 YEARS OF AGE FOR THE l\1ANAGEMENT OF THE 
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-225 USE IN PATIENTS WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF 
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RECURRENT Ml, MYOCARDIAL REVASC'.ILARIZA TION, AND CEREBROVASCULAR DISEASE EVENTS 
1-226 FIRST-LINE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OFT~ IE OVARY IN 

COMBINATION WITH CISPLA TIN 
1-227 SHORT-TERM TREATl\1ENT OF SYMPTOMATIC GASTROESOPHAGEAL REFLUX DISEASE (GERD) 
1-221 PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF 75MG TAKEN 30-60 MIN PRIOR TO A 

MEAL 
1-229 l'RILOSEC (OMEPRAZOLE), AMOXICILLIN AND CLARITIIROM\'('.IN H>R THE ERADIC'ATION OF 

II. P\'LORI IN PATIENTS WITH DUODENAL ULCER DISEASE 
1-230 IN COMBINATION WITH CISPLATIN, FOR THE FIRST-LINE TREATMENT OF NON-SMALL CELL LllNG 

CANCER IN PATIENTS WHO ARE NOT CANDIDATES f.'OR POTENTIALL\' C'l'RATIVE SllRGER\' 
AND/OR RADIATION 

1-231 TREATMENT OF PATIENTS WITH LOCALL\' ADVANCED OR l\1ETASTA'l'IC BREAST C'.ANCER AFTER 
S,'AILllRE OF PRIOR CHEMOTHERAP\' 

1-232 TREATMENT OF RECURRENT MUCOCllTANEOUS HERPES SIMPLEX INFECTIONS IN Hl\'-AFFECTED 
PATIENTS AT A DOSE OF 500MG TWICE DAIL\' 

1-233 PROPH\'LACflC USE TO REDUCE PERIOPERATIVE BLOOD LOSS AND THE NEED f."OR BLOOD 
TRANSFUSION IN PATIENTS UNDERGOING CARDIOPULMONAR\' B\'PASS IN THE COURSE OF 
C'ORONAR\' ARTER\' BYPASS GRAFT SURGER\' 

1-234 IIOR USE IN COMBINATION WITH CISPLATIN FOR THE FIRST-UNE TREATMENT OF PATIENTS WITH 
INOPERABLE LOCAl.l.\' ADVANCED (STAGE IIIA OR IIIB) OR METASTATIC (STAGE IV} NON-SMALL 
c:r.u. LUNG CANCER 

1-235 PREVENTION OF EXERCISE-INDUCED BRONCHOSPASM IN PATIEN'IS 12 \'EARS OF AGE AND OLDER 
1-236 PREVENTION OF EXERCISE-INDUCED BRONCHOSPASM IN PATIENTS 4 \'EARS OI• AGE AND O1.DER 
1-237 MAINTENANCE TREATMENT OF ASTHMA AND PREVENTION CW BRONCIIOSPASM IN PATIENTS 4 

\'EARS OF AGE AND OLDER 
1-238 AD,IIINCTIVE 'ii'REATMENT OF l.ENNOX-GASTAllT S\'NDROMF. IN PEDIATRIC' AND ADlll.T PATIENTS 
1-239 TREATMENT OF PA 1u:N'l'S wrm HOMOZ\'GOIIS S,'AMII.IAI, 11\'PERC'IIOI.F.STEROLEMIA 
1-240 I\IANAGEMEN'I' OF SF.CONDAR\' 11\'PERPARATIIYROIDISM AND RF.SI 'I.TANT MF.TABOI.I<: llONF. 

DISEASE IN PATIENTS Wl'l'II l\10DERAn: TO SEVERE c:IIRONIC'. RENAL S,'All.llRt,: l<'tt· l!I TO !l!IMl. 
I\IIN) NOT \'El' ON DIAi, \'SIS 

1-241 l lSE IN PHOTOD\'NAMIC THERAPY (PDT) FOR REDllCTION (W OBSTRl IC'l'ION AND l•AU.IA'l'ION OF 
S\'Ml•TOMS IN PATIENTS WITH COMPl,t:TEl.\' OR PARTIAi.i,\' OIISTRllCTING ENDORRON{'IIIAL 
NONSMAU. CEI.L l.llNG C:ANC:1-:R 

1-242 TREATMENT OF MODERA n: TO SEVERE VASOMOTOR SYMPTOMS ASSO('IAn:D Wl1'11 THE 
MENOl'AllSE AND IN Tm: 1'REA'fl\1ENT OF \'lll.\'AR AND VAGINAi. ,\'l'ROl'II\' IN WOMEN wrrn AN 
INTA<:T llTERUS 

1-20 tis•: IN THE S\'MPTOI\IATI(: REl.lEF ()(,' RIIINORRIIEA ASSOCIATED Wl'l'II THE c:OI\IMON ('()I.I) IN 
('1111.DREN AGE !I TO 11 n:ARS 

1-244 1u:m1n: nm IN('IDENn: OF BREAST ('.ANCER IN WOMEN AT IIIGII ltlSK 1-'OR IIREAST ('ANn:R 
1-245 'l'REATl\tF.NT ()I, Ac:tl'ft: SINllSITIS 
1-246 'l'RF.ATI\IENT m· llN{'OI\IPI.ICA TED URINAR\' TIU,( "I' INn:cnoNS 
1-247 trsi,: IN ('ON\'l•:RSION 'l'O MONO'l'IIF.RAl•V IN Al)lll.TS WITH PARTIAi. SH/.lllU:S WIIO AIU: 

Iu:n:l\'ING TRl~.\'l'I\IENT WITII A SINGI.E ENZ\'I\IE-INl>tl('IN(; ANTU:1'11.El''l'I(' l)IUI(; 



1-249 .. 

U-215 

U-216 

U-217 
U-211 
U-219 
U-220 
U-221 
U-222 
U-223 

U-224 
ll-225 
U-226 

U-227 
U-228 
U-229 
U-230 
U-231 
U-232 
U-233 
U-234 

.. U-23!1 

ll-236 
ll-237 

U-238 

U-239 

ll-240 

PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

INPATIENT TREATMENT OF ACUTE DEEP VEIN THROMBOSIS WITH/WITHOUT PULMONARY 
EMBOUSM WHEN ADMIN IN CONJUNCTION WITH WARFARIN SODIUM AND OUTPATIENT 
TREATMENT OF ACUTE DEEP VEIN THROMBOSIS WITHOUT PULMONARY EMBOLISM WHEN 
ADMINISTERED IN CONJUNCITON WITH WARFARIN SODIUM 

TREATMENT OF CHRONIC HEPATITIS C IN PATIENTS WITH COMPENSATED LIVER DISEASE 
PREVIOUSLY UNTREATED WITH ALPHA INTERFERON THERAPY 

PATENT USE CODE 

TREATMENT OF EPILEPSY TWICE DAIL\'. TREATING A PATIENT B\' ADMINISTERING 
CARBAMAZEPINE IN A DOSAGE FORM CAPABLE OF MAINTAINING BLOOD CONCENTRATION 
FROM 4-12MCG/ML OVER 12 HOURS 
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TREATMENT OF ADENOCAR(:INOMA, INCl.llDING STAGE 02-C, DV ADMINISTERING AN AGONISTOF 
LR-RH AND FLllTAMIDE 

METHOD OF PRODUCING ANESTHESIA 
METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUG PRODllC'T 
TREATMENT OF PARKISON'S DISEASE 
METHOD OF DIAGNOSIS 
SELECTIVE \' ASODILATION DY CONTINUOUS ADENOSINE INFUSION 
METHOD OF TREATING PAGETS DISEASE llSING ACTONEL 
TREATMENT OF BACTERIAL CONJUNCTIVITIS CAUSED B\' SUSCEPTIBLE STRAINS OF 

MICROORGANISMS 
CONTROLLING INTRAOCULAR PRESSURE 
METHOD FOR DELIVER\' 
METHOD OF ENHAN<'.ING THE DISSOLUTION PROFILE OF A PHARMACEUTICAL 11ROM ,\ SOI.II> 

DOSAGE 1-'ORM C'ONTAINING THE PHARMACF.llTl\..'.AL AND SIMETHICONF. 
NASAL ADMINISTRATION 
ASTHMA 
CARDIAC INSllFFICIEN('.\' cn>Nm:STIVE HEART FAILURE) 
PREVl-:NTION OF AC:ll'fE CARDIAC ISCHEMIC EVENTS 
llSE IN PARKINSON'S DISEASE 
METHOD U.' TREATING MIGRAIN•: 
DECREASING MORTAi.iT\' CAllStm B\' c:ONGESTIVE HEART FAILURE 
METHOD Ol1 llSIN(i RIUAVIRIN TO TREAT VIRAL INFEC..TIONS IN MAMMAI.S 
METHOD OF MODllUTING THI AND T112 RESPONSE IN ACTIVATED T CELLS <WA HUMAN 

COMPRISING ADMINISTERING RIBA VIRIN TO THE T CEU,S IN A DOSAGE WHICH PROMOTES TIIE 
THI RESPONSE AND SUPPRESSES THE Tll2 RESPONSE 

TREATING MAU: PA l"fF.RN DAl.DNt:ss WITH 0.0!1 TO 3 MG/DA\' 
METHOD OF PERFORMING NMR IMAGING WITH A PATIENT COMPRISING ADMINISTERING TO Tm: 
PATIENT AN E(o'l1ECTIVE AMOUNT ()11 CONTRAST AGENT DISCLOSED IN TIIE CLAIMS 

IMAGING A HOD\' TISSll•: AND Sllll.lECTING TO NMR l'OMOGRAPII\', ADMINISTERIN<i AN AI\IOl 1NT 
OF PHARMA<:EtlTICAI. AGENT FOR Aft'ft'ECTING THE RELAXATION TIMES ()11 ATOMS IN HOD\' 
TISSllt:s llNDERGOIN(; Nl\tlt DIAGNOSIS, WIIF.REB\' THE IMAm: CONTRAST IN ENIIAN('EI> .... 

TREATING OR CONTROi.i.iNG OClll.AR INFLAMMATION WHICH <~OMPRISES TOl'IC'AU.\' 
ADMINISTERING TO TIIE AH'Ecnm E\'E A COMPOSITION COMPRISING A NSAII>. A l'Ol.\'I\U:RI(' 
QllATERNAR\' Al\ll\lONlllM <'OMPOllNI> AND DORIC ACID 

TREATMENT <>11 A('ll'l'E I\IIGRAINE ATfACKS 
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PATENT AND EXCLUSIVITY TERMS 

PATENT USE CODE 

ll-241 FOR SHORT-TERM TREATMENT ACTIVE DUODENAL ULCER, MAINTENANCE THERAPY FOR 
DUODENAL ULCER PATIENTS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE llLCER,SHORT
TERM TREATMENT ACTIVE BENIGN GASTRIC ULCER & GERD, PATHOLOGICAL 
HYPERSECRETOR\' CONDITIONS 

ll-242 USE OF FOLLITROPIN ALPHA ALONE IN IN-VITRO FERTILIZATION 
ll-243 TOPICAL ADMINISTRATION 
ll-244 PLA TEI.ET AGGREGATION INHIBITORS 
ll-245 TREATMENT OF SEBORRHEA DERMATITIS IN HUMANS 
U-246 PHOSPHATE BINDING 
ll-247 TREATMENT OF RHEUMATOII> ARTHRITIS 
U-248 TREATMENTOF HIV 
ll-249 METHOD OF TREATING ALLERGIC OR NON-ALLERGIC RHINITIS RN PATIENTS B\' ADMINISTERING 

AEROSOLIZED PARTICLES OF MOMETASONE FUROATE 



I > 
> 
> 

APPL/NGO .... 
020977 001 

I 
02091I 001 

> 
> 
> 

020482 004 
02CII02 001 

?!V2? 

020059 001 

020503 001 
020560 001 
020560 002 
020560 003 
020511 001 
019717 001 
019717 002 
019717 003 
050740 001 
020304 001 
020420 001 

020702 001 

020702 002 

020702 003 

020114 001 
018521 001 
017573 001 
020486 001 
019408 001 
020816 001 

020441 002 
020358 001 

020358 002 

020358 003 

020711 002 
020711 003 

t 

PRIICRIPTJCIIII AND OTC DIIUI PICIDUCT 
PATENT AND EXCLUSIVITY DATA 

ltHI) and ND repreaent Pediatric Exc:lualvlty 

IIJlll!DIUT lfAM; TIUDI 1M1! 

AIACAVIR SUCCIIIATE;ZIAGl!I 

AIACAVIR SULFATE;ZIAGl!I 

ACAIIIIOH;PRECOSE 
ACETANIICIPHEN;EXCEORIN (IUGltAINU 
ADENOSJNE;ADENOKAI 

ALIIUTEltOL SULFATE;PROVENTIL•HFA 
ALENDICIIIIATE SODJUN;FOIAIWC 
ALENDICIIIIATE SODIUN;FOIAIWC 
ALENDICIIIIATE SODIUN;FOIAIWC 
ANLEXAIOX;APIITIIASOL 
ANLClDIPINE IIESYLATE;NOltVASC 
ANLClDIPINE IIESYLATE;IIIORVASC 
ANLClDIPINE IIESYLATE;NOltVASC 
ANPIIOTERICIN l;ANIISN 
APROTUUN IOYINE;TUSYLOL 
ARIIUTANINI! HYDROCHLORIDl!;GENl!SA 

ATORVASTATII CALCIIJll;LIPITOR 

ATORVASTATIN CALCIIJll;LIPITOR 

ATORVASTATIN CALCIUN;LIPITOll 

AZEWTINE IYDIOCHLOlllDE;ASTELIN 
IIECLCMETHASONI! DIPIOPICIIIIATE ;VANCEIIASE 
IIECLCMETIIASCIIIIE DIPIOPIONATE;VANCERIL 
IIECLCMETHASCIIIIE DIPIOPICINATE;VANCERIL DOUILE STRENGTH 
IIETMETHASONI! DIPROPICINATE;DIPIOLIENE 
IRIN20LANIDl!;AZOPT 

IUESOH IDE;PUUU CORT 
IIJP!tOPJCIIII HYDIIOCHLOlllDl!;WELLIIUTRIN 

IIIUPROPICIIII HYDIIOCNLOlllDE;WELLIIUTRIN 

UROPJCIIII NYDROCNLORIDE;WELLIBUTRIN 

IIIUPROPICIIII NYDROCNLORIDE;ZYIAN 
IIIUPROPJOII HYDROCNLORJDE;ZYIAN 

PATENT 
&UER 

5089500 
5089500ltHI) 
5036394 
5036394~ 

5089500 
5089500ltHI) 
5034394 
5034394*PED 
4904769 

5070l77 
5731296 
5766573 
5804570 
5804570 
5804570 
5362737 
4572909 
4572909 
4572909 

5108363 
5234404 
5395970 
4681193 

4681193 

4681193 

5164194 
4364923 
4364923 
4364923 
4489070 
5240923 
5371703 
5461081 

5763493 
5731000 
5763493 
5731000 
5731000 
5763493 
5731000 
5731000 
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PATENT/HD EXCL USE EXCLUS EXCLUS 
EXPIRES CClDE CClDE EXPIRES 

JUN 26, 2009 
DIEC 26, 2009 
JUN 26 2009 
DIEC 26: 2009 

JUN 26, 2009 
DIEC 26, 2009 
JUN 26, 2009 
DIEC 26, 2009 
FEB 27, 2007 

DIEC 10, 2008 
MAit 24, 2015 
JUN 16, 2015 
FEB 17, 2015 
FEB 17, 2015 
FEB 17, 2015 
NOV 08, 2011 
JUL 31, 2006 
JUL 31, 2006 
JUL 31, 2006 

APR 28, 2009 
AUG 10, 2010 
MAit 07, 2012 
SEP 24, 2009 

SEP 24, 2009 

SEP 24, 2009 

OCT 16, 2011 
DEC 21, 1999 
DEC 21, 1999 
DEC 21, 1999 
NAY 13, 2003 
AUG 31, 2010 
AUG 31, 2010 
OCT 24, 2012 

AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 
AUG 12, 2013 

U•241 PED 
U•241 ICE 

U·241 PED 
U•241 ICE 

u-116 
u-221 

ICE .., 

Ml 17, 2004 
DEC 17, 2003 

JUN 17, 2004 
DEC 17, 2003 

SEP 06, 2000 
JAN 14, 2001 

1·235 SEP 23, 2001 

u-243 

ClDE AUG 11, 2004 
I •233 AUG 28, 2001 

u-220 
u-220 
u-161 1-218 

1·219 
u-161 1-218 

1·219 
U•161 H!18 

1·219 
U·207 

JUL 10, 2001 
JUL 10, 2001 
JUL 10, 2001 
JUL 10, 2001 
JUL 10, 2001 
JUL 10, 2001 

U•224 ICE APR 01, 2003 
u-224 
u-225 

D•45 OCT 08, 2001 
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IJllllll:IUPTICII MD OTC HUG PIIGDUCT 

NTBT MD IEXCWIIVITY DATA 
"'PD and ,a rep aent Pediatric Exclusivity 

APPL/PICID IIIGll!DIEIT IME; TUN IWE PATIENT PATIENT/ND EXCL USE EXCLUS EXCLUS .... .... EXPIRES CODE CODE EXPIRES 

020524 001 IUTUAFIIIE IITNGCIUIIIDE;MIIITAX 5021458 OCT 11, 2010 U•177 
020554 001 CALCIFOTIIEIIE;D«MaX 4866IM8 DEC 29, 2007 
020611 001 CALCIFOTIIEIIE •ll«MaX 4866IM8 DEC 29 2007 
OZOS1J 002 CALCITCIIIII. ULD~IACALCIII 5m569 IN s,: 2015 U•227 
01'°"4 001 CALCITIIOL;IIGCAL 1•240 NOV 20, 2001 
021068 001 CALCITIIOL;IIGCALTIICL Nl)f NOV 20, 2001 

1·240 NOV 20, 2001 
020521 001 CALFACTAIIT;IIIFAUF IJIIIISIIVATIVE FREE ICE JUL 01. 2003 
OZOIH 001 CAIIDESAITAII CILmTIL;ATACMD 5196444 API US, 2011 U•J ICE M 04, 2003 

5534534 JUL 09, 2013 
5103110 API 11, 2011 
5705517 API 11, 2011 

OZOIH 002 CAIIDESAIYAII CllmTIL;ATACMD 5196444 API 11, 2011 U•J ICE M 04, 2003 
5534534 JUL 09, 2013 
5103110 API 11, 2011 
5705517 API 11, 2011 

OZOIH 003 CAIIDESAITAII CllmTIL;ATACAND 5196444 API 11, 2011 U•J ICE M 04, 2003 
5534534 JUL 09, 2013 
5103110 API 11, 2011 
5705517 API 11, 2011 

OZOIH 004 CAIIDESAITAII CILIICITIL;ATACNIO 5196444 API US, 2011 U•3 ICE M 04, 2003 
5534534 JUL 09 2013 
5103110 API us: 2011 
5705517 API US, 2011 

OZOIN 001 CAFECITAIIIIE;ICILCIDA ICE API 30, 2003 
OZOIN 002 CAFEl:IT All llE;ICILCIDA ICE API 30, 2003 
020712 001 CAIUNAZEPIIIE;CAIIATltOL 5326570 JUL 05, 2011 U•215 
020712 002 CAIIIMAZ£PINE•CAIIATltOL 5326570 JUL 05, 2011 U·21S 
0199n 001 CARTEOLOL HmmLCIIDE;CCUPltEU 4309432 JAIi 02, 2000 
020297 001 CAIVEDILOL;COltEG 4503067 IN 05, 2007 u-3 

5760069 M 07, 2015 u-m 
020297 002 CARVED ILOL; COltEG 4503067 IN 05, 2007 u-3 

5760069 M 07, 2015 u-m 
020297 003 CARVEDILOL;COltEG 4503067 IN 05, 2007 U•3 

5760069 M 07, 2015 u-m 
020297 004 CARVEDILOL;COltEG 4503067 IN 05, 2007 U·3 

5760069 M 07, 2015 u-m 

Si 020998 001 CELECOXll;CELEIIIIEX NCI DEC 31, 2003 
> 020998 002 CELECOXll;CELEIIEX ICE DEC 31, 2003 

020774 001 CHLCIMEXIDINE GLUCCIIATE;PERIOCHIP HP MAY 15, 2001 
020231 002 CINETIDINE;TAGNIET Ill 0·41 .IUH 05, 2001 
020369 001 CIPROFLOXACli HYDROCHLCIIDE;CILOXAIII 4670444 JUN 02, 2004 U·223 NDF IN 30, 2001 
020805 001 CIPROFLOXACIII HYDROCHLOltlDE;CIPRO IIC 4670444 DEC 09, 2003 MC FEB 10, 2001 

4844902 FEIi 11 , 2008 
019847 ~1 CIPROFLOXACIN;CIPRO 1-164 SEP 11, 1999 

1·245 M 03, 2000 
020780 001 CIPROFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020780 002 CIPROFLOXACIN;CIPRO 4670444 DEC 09, 2003 
019857 001 CIPROFLOXAClll;CIPRO IN DEXTROSE 57' 1-164 SEP 11, 1999 

1·2,45 M 0:S, 2000 
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PIUCIIPTIOII MD OTC HUG NCIDUCT 

PATDT MD BCWSIVITY DATA 
e,a anl PB NpNIHnt Pediatric IExclusMty 

....,,,. I_.IRT IWIIE; TUN IWIIE PATENT PATENT/PIED DCL USE DCLUS IEXCLUS .... tUel!llt DIPIIH COOIE CClDE DIPllltES 

019151 001 CIPIOFI.OIIAClll;CINO Ill DUIN CIUIIDIE 0.91 1-164 SEIP 11, 19" 
1·245 JUII 03, 2000 

020551 001 CIIATRACUlllUII NSYLATIE;IIIMD D·48 OCT 15, 2001 
020551 002 CIIATRACUlllUII NSYLATIE;IIIMD IPlltESIEltVATIW FREIE D·48 OCT 15, 2001 
020551 003 CISATIACUIIIUII NSYLATIE;IIIMD IPlltESIElltVATIW FREE D·48 OCT 15, 2001 
020822 002 CITALOIPUN IIYDIClflllOIIIDIE; CEI.EXA NCIE JUL 17, 2003 
020822 003 CITALOIPUN IIYDIClflllOIIIDIE;CELW NCIE JUL 17, 2003 
020822 004 CJTALOIPUN IIYDIClflllOIIIDIE;CELW HCE JUL 17, 2003 
020839 001 CLOPIDOGRIEL IISULFATIE;PLAVIX 4529596 JUL 05, 2003 

4847265 FH 12, 2008 
5576328 JAN 31, 2014 

?8? 020574 001 CLOTRIMZOLIE;GYIIIE•LOTIIMIN 3 NIP NOV 24, 2001 
017922 001 DIEMIIPIIESSIII ACIETATIE;DDAVIP 5763407 DIEC 23, 2013 
017922 002 DIEMIIPIIESSIII ACETATIE;DDAVIP 5763407 DEC 23, 2013 
017922 003 DIEMIIPIIESSIII ACIETATIE;DDAVIP 5763407 DEC 23, 2013 
01ml 001 DEMIIPIIESSIII ACETATIE;DDAVIP 5763407 DEC 23, 2013 
01ml 002 DIEMIIPIIESSIII ACIETATIE;DDAVIP 5763407 DEC 23, 2013 
019955 001 DIEMIIPIIESSIII ACETATE;DDAVIP 5763407 DEC 23, 2013 1•40 MIi 25, 2001 
019955 002 DIEMIIPIIESSIII ACIETATE;DDAVIP 5763407 DEC 23, 2013 1·40 MIi 25, 2001 
020713 001 DIESCIGESTlltEL;NIRCETTIE NIP AN 22, 2001 
020344 001 DIEXFEIIFLURMIIIIE IIYDlltOCNLCIRIDIE;REDIJX 4309445 FEIi 19, 2004 U•133 
020809 001 DICLOFIENAC DIUll;OICLOFENAC SClOIUN 5603929 NOV 16, 2014 U•239 

5653972 NOV 16, 2014 u-239 
020037 001 OICLOFIENAC IOOIUN;WI.TMEII 1·213 fH 25, 2001 
020141 001 DIIITDIOlltGOTMIIIIE MSYLATE;MIGRAIIAL 4751423 JUL 31, 2001 

4462983 JUL 31, 2001 U•227 
5169849 DEC OIi, 2009 

U•227 
020401 001 DILTIAZEM NYOROC81LCIIIDIE;TIAZAC 1-133 JAi 30, 2001 
020401 002 DILTIAZEM NYOROCILCIIIH;TIAZAC 1-133 JAi 30, 2001 
020401 003 DILTIAZEM IIYOROCILCIIIDIE;TIAZAC 1-133 JAN 30, 2001 
020401 004 OILTIAZEM t!VOROCILCIIIDIE;TIAZAC 1-133 JAN 30, 2001 
020401 005 DILTIAZEM IIYOROCIILCIIIDIE;TIAZAC 1-133 JAN 30, 2001 
020449 001 DOCETAXEL;TAXOTHE 1·231 JUN 22, 2001 
020690 001 DOIIEIPEZIL IIYOROCILOIIIDIE;MICIEPT 4195841 NOV 25, 2010 
020690 002 DCIIIIEPEZIL IIYDROCIILOIIIDl!;MICIEPT 4195841 NOV 25, 2010 
020869 001 DOIIZOI.MIDIE IIYOROCIILOII IDE ;COIOPT NC AN 07, 2001 
020972 001 IEFAVlltlENZ;UTIVA NCE SEP 17, 2003 
020972 002 EFAVIR!NZ;UTIVA ICE SEP 17, 2003 
020972 003 EFAVlltlENZ;UTIVA NCIE SEP 17, 2003 

~ 020164 001 EDAPMIN SClOIUN;LMNOX 1·248 DEC 31, 2001 
1·217 JAN 30, 2001 
1•222 MIi 27, 2001 

~ 020164 002 EDAPMIII IOOIUN;LMNOX 1·241 DIEC 31, 2001 
1·222 MIi 27, 2001 
1·217 JAN 30, 2001 

"-ADD"- 020164 003 EDAPMltl SODIUN;LMNOX 1•248 DEC 31, 2001 
020164 004 EDAPMltl IOOIUN;LMNOX 1•241 DIEC 31, 2001 

> 020164 005 IEDAPMUI IOOIUN;LMNOX 1·241 DIEC 31, 2001 
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PRESCIUPTICII MD OTC HUG NCOUCT 
MTDT MD PCWSIVITY DATA 

"Pa and ND NpnHnt Pediatric: Exc:luafvitv 

.,._,,. I_.IDT .,_; TUN .,_ PATENT PATIENT/PED ECCL USE ECCLUS ECCLUS .... IUliEI ECPIRH CODE CClDE ECPJHS 

-- EPIOIMTM NESYLATE;TEVETEII 5115351 FEIi 09, 2010 u-:s D·40 OCT 28, 2001 
0207JI 005 EPIOIMTM NESYLATE;TMTEII 5115351 FEIi 09, 2010 u-:s D·40 OCT 28, 2001 
020711 001 EPTIFII/IATIDE;IIITEGIILIII 5756451 NOV 11, 2014 IICE MAY 18, 2003 

5616570 IIOV 11, 2014 
5807825 SEP 15, 2015 u-244 

020711 002 EPTIFII/IATIDE;INTEGIILIII 5756451 IIOV 11, 2014 IICE MAY 18, 2003 
5616570 IIOV 11, 2014 
5807825 SEP 15, 2015 u-244 

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

020375 003 ESTRADJOL;CLIMARA 5223261 JI.IN 29, 2010 
020870 001 ESTRADIOL;CNIPATCH NP AUG 07, 2001 
020870 002 ESTRADIOL;CNIPATCH NP AUG 07, 2001 

;fl; 020847 001 ESTRADIOL;ESCLIN 4842864 MAIi 25, 2008 

- 020847 002 ESTRADIOL;EICLIN 4842864 MAIi 25, 2008 
> 020847 003 ESTRADIOL;ESCLIN 4842864 MAIi 25, 2008 
> 020847 004 ESTRADIOL;ESCLIN 4842864 MAIi 25, 2008 

020847 005 ESTRADIOL;ESCLIN 4842864 MAIi 25, 2008 
020527 002 ESTROGENS, CCIIJUGATED;PRENPIIASE 14/14 5547948 JAN 17, 2015 
020527 001 ESTROGENS, CCIIJUGATED;PRENPRO 14/14 5547948 JAN 17, 2015 
OIJ209 001 ESTROGENS, ESTERIFIED;ESTMTAI 1•214 MAIi 10, 2001 
OM715 001 ESTROGENS, ll!STl:RIFIED;ESTMTAI J-ii!14 MAIi 10, 2001 
020363 001 FAMCICLOYIR;FANVIR NCE JI.IN 29, 1999 

1·232 JI.IN 12, 2001 
020363 002 FAMCICLOYIR;FANVIR 1·232 JI.IN 12, 2001 
020363 003 FAMCICLOYIR;FANVII 1·232 JI.IN 12, 2001 
020325 001 FANOTIDINE;PEPCID AC 0·47 IIOV 09, 2001 
019510 004 FANOTIDINE;PEPCID PRESERVATIVE FREE 4283408 OCT 15, 2000 
020752 001 FAMOTIDINE;PEPCID RPO 4283408 OCT 15, 2000 

4305502 DEC 15, 1998 
4371516 JAN 31, 2000 u-241 

020752 002 FANOTIDINE;PEPCID RPO 4283408 OCT 15, 2000 
4305502 DEC 15, 1998 
4371516 JAN 31, 2000 u-241 

020625 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA 4254129 FH 18, 2001 u-139 

020786 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA·D 4254129 FEIi 18, 2001 NCE JUL 25, 2001 
5375693 AUG 03, 2012 
5578610 IIOV 26, 2013 

020788 001 FJNASTERJDE;PROPECIA 5547957 OCT 15, 2013 u-236 
020180 001 FINASTERIDl!;PIIOSCAR 1·221 MAIi 20, 2001 
018830 001 FLECAINIDE ACETATE;TNOCOR 4642384 FEB 10, 2004 
018830 002 FLECAINIDI! ACETATE;TNOCOR 4642384 FH 10, 2004 
018830 003 FLECAINIDI! ACETATE;TNOCOR 4642384 FEIi 10, 2004 
018830 004 FLECAINIDI! ACETATE;TNOCOR 4642384 FEIi 10, 2004 
018554 001 FLUTMIDE;EULECIN 4472382 SEP 18, 2001 u-24 

5712251 SEP 18, 2001 u-216 
020121 001 FLUTICASONE PR<IPICIIATE;FLCIIASE 1·224 OCT 31, 2000 
020371 001 FOLLITROPIN ALFA/IIIETA;GONAL•f 4589402 JUL 26, 2004 u-242 

5767251 JI.IN 16, 2015 

f 



99 
NUCIIPTIGN MD OTC DU NCIDUCT 

IMTUT MD DCI.USIVIT'I DATA 
.,_ end ND .. .,._t Pecli1tric ll!m:luaMtv 

APPL/PD 1--l&T IMI; TUN IWIII! IMffllT IMTll!IITIND IXCL USE IEXCI.US IEIICLUS - IUMlt IIIPlltH CODI CODI EXPIUS 

02031I002 FOI.LITDII M.fAIIITA;DAL•f 4SIM02 MHIOM u-m 
5767251 Ml 16: 2015 

010961 001 FCINIVIUD DIUN;VITMVUE NISRVATIVE NH NCI! AUGH,2003 
020450 001 F08Ptia'ITOII DIUN;cnu'IX 4260769 AN 07, 2003 
~ ., WAPHTllil;--TII 0·43 Sll!P 29, 2001 
020235 002 WAPll!NTll;EIIIGIITII 0·43 Sll!P 29, 2001 
020235 003 WAPHTIN;EIIIGIITIN 0·43 Sll!P 29, 2001 
02NR 001 WAPHTIN;EIIIGIITIN 4081544 JAIi 16, 2000 

4194476 MY 02 2008 
SOM479 JAIi 02: 2010 

02NR 002 WAPll!NTll;--TIII 4081544 JAIi 16, 2000 
4194476 MY 02 2008 
50M479 JAIi 02: 2010 

01959' 001 GMl:IHNTll!TATI DINEGLUNllll!;MMVIST 5560903 OCT 01, 2013 
020460 001 GAIICI CLOVllll;C'ITMIII! 4423050 MY 21, 2001 U•64 

4642346 Ml 24, 2005 
4507305 MY 12, 2001 U•64 

020509 001 GINCITAIIIII! IIYDIIIOCleLOltlDl;IENZAR 1·234 ~ 26, 2001 
020509 002 GINCITAIIIIE lffDltOCIILOltlDl;IENZAR 1•234 AUG 26, 2001 
020695 001 GHIMFLOIIACII IYHOCII.OltlDl;IWCAlt 5563138 OCT 08,, 2013 
020811 001 MYDROCm.OltOTIUAZIDl;DIOVAM ltCT 5399578 MAR 21, 2012 U•3 NCI DEC 23, 2001 

NC MAR 06, 2001 
020811 002 MYDROCm.OltOTIIIAZIDl;DIOVAM ltCT 5399578 MAR 21, 2012 u-3 NCE DEC 23, 2001 

NC MAR 06, 2001 
020716 001 IIYDROCODOIII! IIITMTRATE;VICOPROFEN 4587252 DEC 18, 2004 u-55 
016295 002 MYOltOXYUIIIIEA;DIIIOIIIA COE FEB 25, 2005 
016295 003 IIYHOltYURIEA;DIIIOIIIA O!)E FEIi 25, 2005 
016295 004 IIYDROIIYUIIEA •DIIIOIIIA COE FEIi 25, 2005 
019771 001 IIIIUNOFEN;MVIL OOU) ANO SINUS 4552899 ttOY 12, 2002 

4552899"PED NAY 12, 2003 
019133 002 IIIIUNOFEll;CNILDUM'S ADVIL 4788220 ttOY 29, 2005 

4788220"'PED NAY 29, 2006 
020589 001 IIIIUNOFEll;CNILDltll!ll'S ADVIL 4788220 JUL 08, 2007 NP JUN 16, 1998 

4788220*PED JAN 08, 2008 PED DEC 16, 1998 
~ 020944 001 IUIOFEN;CIIILDltll!ll'S ADVIL NP NOV 15, 1999 

020516 001 IIIIUNOFEll;CHILDltll!ll'S MOTRIN 5374659 DEC 20, 2011 NP JUN 16, 1998 
5374659*PED Ml 20, 2012 PED DEC 16, 1998 

020601 001 IIIIUNOFEll;CNILfflll'S MOTRIN 5215755 JUN 01, 2010 NP NOV 15, 1999 
5215755*PED DEC 01, 2010 PED MY 15, 2000 

020603 001 IIIIUNOFEll;CMILOREll'S MOTRIII 5374659 DEC 20, 2011 NP JUN 16, 1998 
5374659*PED JUN 20, 2012 PED DEC 16, 1998 

020267 002 IIIIUNOFEll;MIOlt STRENGTH ADVIL NP JUII 16, 1998 
PED DEC 16, 1998 

~ 020944 002 IIIIUNOFEll;MIOlt STRENGTH ADVIL NP ttOY 15, 1999 
020601 003 IIIIUNOFEN;MIOlt STRENGTH MOTltlll 5215755 JUN 01, 2010 NP NOV 15, 1999 

5215755*PED DEC 01, 2010 PED NAY 15, 2000 
020602 001 IIIIUNOFEN;MIOit STRENGTH MOTRIN NP JUN 16, 1998 

PED DEC 16, 1998 
019142 001 !IIIUNOFEN;MOTRIN 5374659 DEC 20, 2011 

5374659*PED JUN 20, 2012 
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PHSC:IUPTION MO OTC NUG NODUCT 

MTHT MO Da.USIVITY DATA 
-m and ND ~t hdiatric lxcluaMty 

APPVPMID I.UIUT DIN, TRMI DIN MTHT MTDTIPD EICCL Ufl! l!ICC:LUS IICCLUS 
IURlt IUtlllt EICPIRH c:aDE c:aDE EICPIHS 

020135 001 llll.lPIOFH;NOTRIN 5215155 M 01, 2010 
S:ROISS M 14, 2011 
5215755-m DIC 01, 2010 
5:ROISS~ DIC ,4, 2011 

020135 002 IIII.IPIOFH;NOTR IN 5215755 M 01, 2010 
5:ROISS M 14, 2011 
52151'55~ DIC 01, 2010 
5]20855~ DIC 14, 2011 

020812 001 IIIIUNIOFEM;PEDIATltlC ADVIL MP JUN 16, 1998 
PED DIEC 16, 1998 

0209ll 001 IMltSOL;OPTlltAY 240 4396598 DIC 30, !002 
0209ll 002 IMltSOl.;OPTlltAY 3!0 4396598 DIC 30, 200:.! 
020923 003 IMlltSOL;OPTlltAY :SSC 4396598 DIEC 30, 2002 
02039:S 001 INATROPIU4 NONIDIE;ATRMIIIT 1•223 APR 01, 2001 
020394 001 INATROPIUN NONIDIE;ATRMIIIT 1•243 NOV 09, 2001 
020571 001 IIUIOTECM m>ROCNI.OlltlDIE;CMPTOSAR 4604463 AUG 20, 2007 
0200U 001 ITIWDIAlOI.E;~ 5633015 MY 27, 2014 
020657 001 ITIWDIAlOI.E;~ 4267179 M 23 !000 

5707915 JAN ,:s: 2015 
4727064 fEI 23, !005 

019927 001 ICETOCONAZOLE;IIIIZOltAL 4942162 fH 11, 2003 
020310 001 ICETOCONAZOLE;IIIIZOltAL A•D 4942162 FH 11, 2003 U•245 

4335125 M 15, 1999 
5456851 APR 07, 2014 

~ 020241 001 I.ANOTRIGINE;LAMICTAL 1·247 DIEC 14, 2001 
ODE AUG 24, 2005 
1·238 AUG 24, 2001 

~ 020241 002 LANOTRIGIUE;LAMICTAL 1·247 DIEC 14, 2001 
ODE AUG 24, !005 
1·238 AUG 24, 2001 

~ 020241 003 LANOTRIGINE;LANICTAL 1•247 DIEC 14, 2001 
ODIE AUG 24, !005 
1·238 AUG 24, 2001 

~ 020241 004 1.ANOTRIGINE;LANICTAL 1·247 DIEC 14, 2001 
OOE AUG 24, !005 
1·238 AUG 24, 2001 

~ 020241 005 LANOTRIGINE;LAMICTAL 1·247 DIEC 14, 2001 
ODE AUG 24, !005 
1•238 AUG 24, 2001 

~ 020241 006 LANOTRIGIIIIE;LAMICTAL 1•247 DEC 14, 2001 
ODE AUG 24, !005 
1·238 AUG 24, 2001 

020764 001 I.ANOTRIGIUE;LAMICTAL CD 5698226 JAM 29, 2012 OOE AUG 24, 2005 
4602017 JUL 22, 2008 U·106 1·238 AUG 24, 2001 

020764 002 LANOTRIGIUE;LAMICTAL CD 5698226 JAM 29, 2012 OOE AUG 24, !005 
4602017 JUL 22, 2008 U·106 1•238 AUG 24, 2001 

020764 003 LANOTRIGlll!;LAMICTAL CD 5698226 JAM 29, 2012 OOE AUG 24, !005 
4602017 JUL 22, 2008 U·106 1·238 AUG 24, 2001 

020406 001 L~E;PIEVACID 1·227 MR 12, 2001 
0·42 JUL 20, 2001 
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105 
NUCIUPTICIN MD OTC Nl'6 NOIUCT 

MTHT MD Dtl.USIVIT'f MTA 
111Pa and Pa r..-lNl'lt Pediatric Em:lwsivity 

APPL/PD IRmlm UNE; TMN UNE MTfllT MTEIITMD ElCCI. USE Dtl.US IEltCI.US -- -- IIEXPlRH alOI alOI EXPIRES 

cam 081 SIIEIIICDIE•m.1.ut.•:SCIIIOltlC • OCT 29, 2001 119116 081 SIWASTATlll;ZClall 4444714 HC 23, 2005 U•59 0·46 JUL 10, 2001 
1•239 JUL 10, 2001 019766 002 SIIINASTATll;ZCICGlt 4444714 HC 23, 2005 IM9 0•4.i JUL 10, 2001 
1-m JUL 10, 2001 Otw66 om SINVASTATll;ZCICGlt 4444714 HC 23, 2005 u-s, &1•46 JUL ,o. 2001 
1-m JUL 10, 2001 Ot9766 084 SINVASTATll;ZCICGlt 4444714 HC 23, 2005 u-59 1>·46 JUL 10. 2001 
1·239 JUL 10. 2001 019766 005 SIIINASTATIN;ZCICGlt 4444714 HC 23, 2005 IS JUL 10. 2001 
1·239 JUL 10, 2001 
D·46 JUL 10, 2001 019676 081 SatATIIOPUil, IIOS'fllTIETIC;MDIII ClOE OCT 29, 2004 019676 002 SatATIIOPUt, IIUOS'fllTIETIC~II ClOE OCT 29, 2004 0201!1 001 SO'ffllM OIL;UPOS'fll IU • JAN 13, 2001 020626 001 SINTRiPTAN;INITm 5037145 A1.1G 116, 2008 

5301953 HC 02, 2012 
5554639 SEP 10, 2013 u-m 
5705520 HC 10, 2011 u-m 020626 002 SINTRIPTAN;INlfflX 5037145 AUG 116, 2008 
5307953 HC 02, 2012 
5554639 SEP 10, 2013 u-m 
5705520 HC 10, 2011 u-m 

020626 -
SINTRIPTAN;INITm 5037145 AUG 116, 2008 

5301953 HC 02, 2012 
5554639 SEP 10, 2013 u-m 
5705520 HC 10, 2011 u-m 017910 001 TMQIU FEN C!llATf ;a ¥MO 1·244 OCT 29, 2001 017910 G02 TAIQUFEN CITRATE;aVMO 1•244 OCT 29, 2001 02CU7 001 TECNTIUN TC:·99111 APCmH;ACUTECT 5SCl020 APII 16, 2013 MCIE SEP 14, 2003 
5645115 JUL oa, 2014 
5443115 AUG 22, 2012 020l5G 001 TEI.NISARTM;NICMIDIS MCIE NOV 10, 2003 020l5G 002 Tfl.NJSARTM;NICMIDIS a NOV 10, 2003 020791 001 TfSTOSTDCINE;TfSTCJNIIIN 4379454 FEIi 17, 2001 

020715 081 TIM.HOUH;TIM.CIUI) a JUL 16, 2003 - JUL 16, 2005 
~ 020fil001 TIIYIIOTDII ALFA;TI~ - NOV 30, 2005 
~ a NOV 30, 2003 020912 081 TIROFIIM ~ORIH;MmSTAT 5m756 • oa, 2011 U·:230 MCIE MY 14, 2003 

5651929 NM 08, 2011 
5733919 OCT 23, 2016 020913 081 TIROFIN ~ORiH;MmSTAT 5m756 NM 08, 2011 U·:230 MCIE MY 14, 2003 
5651929 NM 08, 2011 
5733919 OCT 23, 2016 

020697 001 'ffll~;TASNM 5236952 A1.1G 17, 2010 a JAN 29, 2003 
5476875 HC 19, 2012 U·219 020697 002 'ffll~;TASNM 5236952 AUG 17, 2010 a JAN 29, 2003 
5476875 HC 19, 2012 U·219 
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PHSCRIPTICIN MD OTC DIM NOOUCT 
PATENT MD IEXCI.USIVITY DATA 

"ND a ND ~t hclietric litcluaMtv 

~ INIIBIINT MMI!; TUN MM1! PATENT PATENT/ND EKCL USE l!ICCLUS IEICCLUS 
NI.Nm IU&lt EICPlltH CODE CODI! EltPlltH 

Oltffl 001 TOLTEDINE TMTltATE;DHltOL 5382600 JAN U', 2012 NCI: MAit 25, 2003 
Oltffl 002 TOLTEDINE TMTltATE;DETltOL 5382600 JAN 17, 2012 NCI: NAil 25, 2003 
020844 001 TOPIRANATE;TOMW< SNINICI.E NCI: DEC 24, 2001 
020844 002 TOPIRANATE;TOMW< SHINKLE NCI: DEC 24, 2001 
020844 cm TOPIRANATE;TCfWWC SNINICI.IE NCI: DEC 24, 2001 
020671 001 TOPOTECAN IIVOMICIIUlftlDE;lftCMTIM 5004158 NAY 28, 2010 
020(17 002 TOltSEIIIDE;r.mw>l!lC 0·38 FEI 13, 2001 
020281 001 TRANAOOL IIYDltOCIILOltlDE;UI. TRAN D·44 AUG 21, 2001 
020281 002 TRANAOOL 11\'DltOCIILOlt I DE ;UL TRAN D·44 AUG 21, 2001 
020521 001 TltAIIOOLAP!tiL;NAVIIC 5744496 APR 28, 2015 U•229 
OlOS2I 002 TltAIIOOLAPRIL;NAVIIC 5744496 APR 28, 2015 U•229 
OlOS2I cm TltAIIOOLAPRIL;NAVIIC 5744496 APR 28, 2015 U·229 
020719 001 TROGI.ITAZOIIE;PHLAY 4'572912 MO\/ 09, 2008 
Cl0719 002 TROGI.ITAZOIIE;PltELAY 4572912 NOV 09, 2008 
02011t cm TROGI. ITAZOIIE;PHLAY 4572912 NOV 09, 2008 
020720 001 TROGI.ITAZOIIE;REZULIM 4572912 NOV 09, 2008 
020720 002 TROGI.ITAZOIIE;HZULIN 4572912 NOV 09, 2008 
020720 cm TROGI.ITAZOIIE •HZULIN 4572912 NOV 09, 2008 
0205l6 001 UREA, C•13;NfHTIEIC UST ICIT CW NANACTIN) woo,o OCT 27. 2009 U•147 
020675 001 UltSODIOL;UltSO 4859660 AUG 22, 2006 
020892 001 VALIWIICIN;VALSTM PRESERVATIVE FHIE NCI: SEP 25, 2003 

COE SEP 25, 2005 
020699 001 VEIILAFAltlNE ll\'DltOCffl.OltlDE;EFFEXOlt lClt 4535186 DEC 13, 2007 
020699 002 VEIILAFAlUNE 11\'DltOCIILORIH;IEFFmllt lClt 4535186 DEC 13, 2007 
020699 cm VENLAFAXINE ll\'DltOCffl.OIUDE;IEFFEXOlt lClt 4535186 DEC 13, 2007 
020699 004 VENLAFAltlNE ll\'DltOCffl.OltlH;IEFFIEXOlt lClt 4535186 DEC 13, 2007 

>ADD> 020943 001 VEWMIL ll\'DltOCffl.OltlH;VEHW ffl NP NOV 25, 2001 
020943 002 VEWMIL IIYDltOCIILOltlH;VEHW ffl NP NOV 25, 2001 

>ADD> 020943 cm VEWMIL IIYDltOCIILORIH;VEHW ffl NP NOV 25, 2001 
020388 001 VlaELIINE TMTltATE;MVELIINE 4307100 JUL 08, 2002 
020547 001 ZAFIRLUICAST;ACCOLATE 4859692 SEP 27, 2010 
020471 001 ZILMCIN;ZVFLO 4873259 DEC 10, 2010 U•161 
020471 cm ZILEUTCIN;ZYFLO 4873259 DEC 10, 2010 U•161 

-U.S.~ Prilllit,gOl!ice: 19"-454-7~ 

·• - - - . - . . . - - - ·• - - - - - . -. . - . . '-· ....... - - - - ... - - ... - - - . - - - - - - - - - - - . - - - - - .. - " - - - .. - - - . - - -
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