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with 
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1.0 INTRODUCTION 

I. I HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative 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have had their approvals withdrawn for other than safety or efficacy reasons.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 Center for Biologics 
Evaluation and Research Lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those 
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name 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 for a specific drug is indicated by an abbreviation followed by the date 
upon which the patent and/or ex&lusivity expires. Refer to the Patent and Exclusivity Terms section 
ir. 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 subject to changes, additions, or deletions, the List must be used 
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk(*) 
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative 
Supplement. 

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

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

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

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

Products that have never been marketed, have been discontinued from marketing or that have had their 
approvals withdrawn for other than safety or efficacy reasons, will be flagged in this Cumulative 
Supplement with the "@" symbol to designate their non-marketed status. All products having a "@" 
symbol in the 12th Cumulative Supplement of the 18th Edition List will then be added to the 
"Discontinued Drug Product List" appearing in the 19th Edition. 

1.2 APPLICANT NAME CHANGES 

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

NO APPLICANT NAME CHANGES - JUNE 1998 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

1.3 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG 

Novopharm's single source acyclovir tablets have been declared to be a reference listed drug for the 200 mg 
tablet in addition to the acylcovir (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 acyclovir reference listed drug. 

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

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

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS), (1) Ciba's NDA 
20-037 for Voltaren and (2) Alcon's NDA 20-809 for DSOS. Alcon was required to do a study comparing 
their 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 affect the safety 
and/or effectiveness of the proposed drug product for this indication. Prior to the approval of A Icon'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 will apply to 
the photophobia indication upon expiration ofCiba's marketing exclusivity. 

1.5 FOLLITROPIN ALF A AND BETA 

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

1.6 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES 

The Approved Drug Products with Therapeutic Equivalence Evaluations (Prescription Drug Products, OTC 
Drug Products and the Discontinued Drug Product Lists) is available on diskette, on a quarterly basis, from 
the National Technical Information Service. The telephone number for the Subscription Department is (703) 
487-6430. Written inquiries regarding this subscription may be forwarded to 5285 Port Royal Road 
Springfield, VA 22161. 

The following Approved Drug Products with Therapeutic Equivalence Evaluations files are available on 
Internet: Prescription Drug Product List; OTC Drug Products; Discontinued Drug Products; Prescription and 
OTC Drug Product Patent and Exclusivity Data; and Appendices. 

These files may be accessed on the Internet's World Wide Web. To access the CDER Home Page, use this 
Uniform Resource Locator (URL): http://www.fda gov/cder. You do not need an Internet connection to 
reach the FDA Home Page; you can use the free dial-up connection (800) 222-0185 for text based, non­
graphical use only. For further assistance, please call (30 I) 443-4908. 

The Prescription Drug Products and OTC Drug Product files will be available on a monthly basis in the near 
future. 
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1. 7 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

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

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

DEFINITIONS 

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 ingredient or as a combination product provided in a specific dosage form and strength 
for a given route of administration with approval for marketing by a firm under a particular generic or trade name. 

New Molecular Entity 

A new molecular entity is considered an active moiety that has not previously been approved (either as the parent compound or as a 
salt, ester or derivative of the parent compound) in the United States for use in a drug product either as a single ingredient or as part 
of a combination. 
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CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTI SOURCE 

TH~RAPEUTICALLY EQUIVALENT 
NOT THEfAPEUTICALLY EQUIVALENT 

EXCEPTIONS 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

COUNTS CUMULATIVE BY QUARTER 

DEC 1997 MAR 19Cl§ 

9624 9711 
2462 (25.6%) 2484 (25.6%) 
7052 (73.3%) 7117 (73.3%) 

6673 (69.3%) 6746 (69.5%) 
379 C 4.0%) 371 ( 3.8%) 

110(1.1%) 110 ( 1.1%) 

8 
551 529 

1Amino acid-containing products ofvarying composition (see Introduction, page xx of the List). 
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JI.JtL1228 SEP 1998 

9768 
2494 (25.6%) 
7164 (73.3%) 

6790 (69.:SX) 
374 ( 3.8%) 

110 (1.1%) 

9 
538 
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9 B Blll~ 20MG/100ML;SGM/100ML;30MG/100ML; 

1..-. ~,~l¼,2~1.!.H?~Ll;.2.R~,-,~,.~, 001 

.-· .. ltm 

CALCIUM CHLQRIDJ I MMNJSIUM CHLQRIDI; POTASSIUM CHLQRIPI; soon~ 
Acr,t'AII; SODIUM CHLORIDE; SODIUM CITRATJI! 

INJBCTABLB; INJECTION 
ISOLn'B I IN PLASTIC CONTAINER 

B BRAUN 3SMG/100ML;30MG/100ML;74MG/100ML; 
640MG/100ML;SOOMG/100ML; 
74MG/100ML -

CALCIUM CHLQRIDli MMNJSIUM CHLl,1RIDB; POTASSIUM CHLORIDE; SODIUM 
CHLQRJPI 

SOLUTION; PBRFOSION, CARDIAC 
PLBGISOL IN PLASTIC c, -

SOLUTION; PERFUSION/CARDIAC 
PLIGISOL IN PLASTIC CONTAINBR 

+ ABBOTT l7.6MG/100ML;325.3MG/100ML; 
119,314G/100ML;643MG/100ML N18608 001 

FEB 26, 1982 

CALCIUM CHLQRIDli POTASSIUM CHLQRIDI; SODIUM CHLORIDE 

K 

K 

• 
• -

! 30BIG/100NL; 

llB'}iXl:.3om11oom., 

::~: 

~ 

lfl.8721 001 
NOV 09, 1982 

H20002 001 
APR 17, 1992 



>~> 

>~> 
>~> 
>~> 

u moo IPltODUC'l' Lill'l' / C'OIIUL&'frt'I IUHLDB'f lliUDD ' / JU' H - .nm• H 

CALCIUM CHLQRIPI; POTASSIUM gu.qu:QI: SODIUM c:;m,oRIQI 

SOLUTIOII; IRRIGATIOII 
I 

u ,lMflopm., 
11118155 001 

II -

CALCIUM c:;m,oRIQI; POTASSIUM c:;m,oRIDI; SODIUM c:;m,oRIQI: SODIUM 
QCTAD 

INJBCTABLB; INJECTION 
I 

K 

• 
• -

i 

SOLUTIOII; IRRIGATIOII 
I 

U B BRAmf 

Ii -

CMPHMIM cu,mn:rr. 
TABLIIIT; ORAL 

ATACMD 
ASTltA MlmCIC 

+ 

, §9Mf10pm., 
11119532 001 

PD 29, 1988 
20MG/100ML;30MG/100ML;600MG/100ML; 

4MG 

8MG 

1'MG 

32MG 

001 

N20838 001 
JUN 04, 19911 

N20838 002 
JUN 04, 1998 

N20838 003 
JUN 04, 199111 

N20838 004 
JUN 04, 1998 

C:VIGU'M1D 
TABLBT; ORAL 

DLODA 
R.OCHB 

+ 

CAPTOPRIL 
TABLIT; ORAL ..... 

• II 

• 
M 

M 

M 

M 

WATSON LABS 

lSOMG 

SOONG 

---Ill .. 
ll.d!m 

llE 

1M 

ll2li 

CAPTOPRIL; HYPRQCHLORQTHWJPJ 
TABLIT; ORAL 

>..Alm...> M 
>..Alm...> 
>.J2LL> • 
>.J2LL> 

SM9HPI 25/1!5 
BRISTOL MYDS SQUIBB iJE11H!i - ••• -CDOIPI 25/25 

>..Alm...> M + BRISTOL MYDS SQUIBB iJE1ll)& 
>..Alm...> . ' 
>.J2LL> II I lilMI 
>.J2LL> 

CDOIPI 50/1!5 
>..Alm...> M + BRISTOL MYDS SQUIBB 1M11H!i 
>..Alm...> 

7 

N20896 001 
APR 30, 1998 

N20896 002 
APR 30, 1998 

M'74451 001 
PD 13, 1996 

M'7H51 002 
PD 13, 1996 

M'74451 003 
FBB 13, 1996 

M'7H51 006 
PD 13, 1996 

11118709 002 

11118709 004 
OCT 12, 1984 



U DllUG HODUCT LIST / ~TIVB IU'HLDD'l' nmmu 5 / JUI' 98 • JU'H' 98 

CAPTQPRIL; ffXPROCHLOROTHWJPI 

>..QLL.> ii 
>..QLL. cuozm so,as 
>...alm..> M BRISTOL MYERS SQUIBB ,UE1ll1i 

===• ->..QLL.> 

>...a&m..> M 
>...a&m..> 
>...a&m..> M .aam,um 
>...a&m..> 
>...aim..> M ,UE1!sm 
>...a&m..> 
>...a&m..> M .um, llli 
>...a&m..> 

CAruWNJPIQ 
CAPSULB, UTBNDBD ULDSB; ORAL 

i~iL --
i. 
+ SHIU 

+ 

CMIJDQPA 
TABI.ft; ORAL 

LOOOSYN 
+ DUPONT MDCK 
i iliiflfifllMBHiifiilid 

~ 

M 

TABLET; ORAL 

•IPMT 
DUPONT MDCK 

--200MG 

300MG 

2SMG -
.l.21!'il 1UBi 

11181709 003 

117505S 001 
JUN 18, 1998 

1175055 002 
JUN 18, 1998 

11750S5 004 
JUN 18, 1998 

117S055 003 
JUN 18, 1998 

N20712 001 
SEP 30, 1997 

N20712 002 
SEP 30, 1997 

Nl7830 001 
llfllfltffl 

H175!i;'; 001 

CARBIDQPA; LlM>PQPA 
TABLET; ORAL 

p:mp; 
M DtJPOHT MERCK 

I • ~,,.~.-r-~:-: .. ·.;,~ 

I 
TABLET, IXTll:NDBD ULDSB; ORAL 

SINDIBT CR 
DUPONT MD.CIC 2SMG;l00MG 

+ 

.-ttmi».ttilM 
l 

CARISOPRODOL 

TABLET; ORAL . ~,,_ 
M WATSON LABS 

CBFACLOR 

S0MG;200MG 

ifillclll'-M 
uiili:ffli; 

-ill!i 

POffl>ll:R FOR RECONSTITUTION; ORAL 
CRACLQI 

M NARSM lffl 12!5fi w11/m 

M lffl 1117119 WIii/PL 

M lffl 25011G Wlll/SHL 

M 19 37!5fi WIii/Sm. 

11 

1164204 001 
PBB 18, 1998 

1164205 001 
FD 18, 1998 

1164205 001 
PBB 18, 1998 

1164207 001 
PBB 18, 1998 



>..w._> 
>..w._> 
>..w._> 
>..w._> 
>..w,_> 
>..w._> 
>..w,_> 
>..w._> 
>..Alm..> 
> .. !il2JL> 
>..Alm..> 
>..Alm..> 
>..Alm..> 
>..Alm..> 
>..Alm..> 
>..Alm..> 

>..w,_> 
>..w._> 
>..Alm..> 
>..Alm..> 

> DLT > 
>..w._> 
>..w,_> 
>..w,_> 
>..Alm_> 
>..Alm..> 
>..Alm..> 
>..Alm..> 

U DRUG PJtOD1JC'l' Lll'l' / CUIIULATIVB SU'HLIIIID'l' mmn 6 / JU,• !)8 - JU'lr• 98 

C§PAZQLIN SQPIUM 
INJBCTABLI; INJECTION 

CRM9LJI @9PJW 
:It FUJISAWA 

at 

C§fTIZQXIMB sopIUM 
INJECTABLI; INJECTION 

CBPIZOX i-.-
i: 

i 

+ FUJISAWA HLTHCARE 

+ 

+ 

BO 1oa11 IYILYDL 
BO 20qN IYILYDL 

mns1•::=iiD1&m 
fO:ttll!O~ 

iilliH--
iirlMdifM!'tiftit 

EQ SOOMG BASE/VIAL 

EQ lGM BASE/VIAL 

EQ 2GM BME/VIAL 

EQ lOGM BASE/VIAL 

CEPIZOX IN DEXTROSE St IN PLASTIC CONTAINER. 
i ~ llliiiei#mihii 
8 FUJISAWA HLTHCARE EQ 4014G BASE/ML 

~CB~ PLASTIC cONTil».e.,.• 

if 

+ FUJISAWA HLTHCARE 

+ 

ld§iftiit~ 

EQ 2014G BASE/ML 

EQ 40MG BASE/ML 

HH170 001 
MAR 18, 1998 

HH170 002 
MAR 18, 1998 

NS0560 001 
SEP 15, 1983 

N50560 002 
SEP 15, 1983 

N50560 003 
SEP 15, 1983 

N50560 005 
MAR 19, 1993 

al■ NS0589 002 
OCT 03, 1984 

N50589 003 
APR 13, 1995 

N50589 004 
APR 13, 1995 

C§FURQXIMB SODIUM 
INJECTABLI; INJECTION 

c;;mmoxm 
M ASTRA PHARMS 

at 

at 

CBPHALBXIN 
CAPSUU!:; ORAL 

CllPI·P!! 
>~> M 
> ADD > AB 

>75iii:> I· • >...miL.> . 

ZENITH GOLDLINE 

-fiUiii 

BO 750Mq w11:1yw. 

BO 1.sq11 IYlfYlAL 
BO 7. Sall WR/VIAL 

POWDER POR RECONSTITUTION; ORAL 
KEPLIX 

; M'&"t 

• + 

CHLORAMPHENICOL 

CAPSULE; ORAL 

di,t&lil 
; 

M + PARKEDALE 

+ 

OINTMENT; OPHTHALMIC 

• ~s,aa111 
61 + PARKEDALE 

11:•ii• 
EQ lOOMG BASE/ML 
EQ lOOMG BASE/ML 

II! 
250JIG 
SOMG 
lOOMG 

D 
ll 

POWDER POR RECONSTITUTION; OPHTHALMIC 
CHLOROMYCETIN 

; ~~ ~ 
+ PARKEDALB 2SMG/VIAL 

9 

NH192 002 
APR 16, 1998 

HH192 001 
APR 16, 1998 

1164191 001 
APR 16, 1998 

-J■ NS0406 003 
N62117 001 

--R60591 002 
N60591 001 
N60591 003 

mBJ.'i'ffl 
&50156 001 

-if­NS 0143 001 



U DRUG PRODUCT LIST / CUIIULATIVB SUPPLINU'l' NUDD i / i/Mif• H • .ron• H 

CllI.OR»IPHpICOL 

ii 
6't 

SOLUTION/DROPS; OPHTHALMIC ,... 
PAIUCB!>ALB 

,. 
SOLUTION/DROPS; OTIC 

~~- -+ PAIUCB!>ALB O. St 

CHLOR»IPHmlJCQL; HYPROCQRIISQQ AC§TAD 
POffl>IR FOR RBCONSTITOTION; OPHTHALMIC 

CHLOROMYCBTIN HYDROCORTISONB 
1 rr•i- ~~ 
+ PAIUCB!>ALB 12.SMG/VIAL;2SMG/VIAL 

~--lfi1220 001 

iiiilii ... 
NS020S 001 

mn.1tm 
NS0202 001 

CllI.OR»IPHpJCQL; HYDRQCORTtsop ACJTAU; PQLYMYXJN P §tn.fAD 
OIN'l'MDT; OPHTHALMIC 

OPH'l'.IIOCORT . ~ 
o PARKBDALI!: lOMG/GM;SMG/GM; 

10,000 UNITS/GM 

CllI.OR»IPHpJCQL sopIOM §QCC1PD 
INJICTABLI!:; INJECTION 

... , .. ,~ . . .. 
!t + PARKBDALI!: 

CHLORDJYIPQXIDB 
TABLET; ORAL 

LIBRITABS 
+ ICN 

@ 

@ 

ilidi 
I 

SMG 
lOMG 

-i­NS0201 002 

mu11m 
BSOlSS 001 

N85482 001 
NBf,481 001 

.. 001 

CHLQN>IAZBPQXJPI HYPR0CHLOR.1PI 

II 

CAPSULI; ORAL 
&.IUJPI 

ICU 

I
ll+ 

i -
CHLOruJIXIPJNI AAtJCQNAD 

SOLUTION; DDTAL 

-
ii }lfiBIJt11iit.•1t• DB 
6't + ZILA .L.1ll 

TABLET; DDTAL 
PIRIOCHIP 

+ Pl!:RIO PRODS (IS) 2.SMG 

CHLQRPRQMAZIQ HYJ)ROCHLQRIDB 

INJECTABLE; INJECTION 
........ ~HD S • • 
CHLQRZOWQQ 

TABLET; ORAL . ~ 
~ WATSON LABS 

rem 
2SMG/ML 

-li9& 

10 

1'19028 001 
AUG 13, 1986 

N20774 001 
MAY 15, 1998 

N89563 001 
APR 15, 1988 



CHQLJSTYMNW 

H 

H 

H 

H 

H 
,M 

,M 

,M 

POWl)BJl; ORAL 
CIIOLBS1'ftP'T-

DfOVOPHARM 

CBOL1111'Yll.pY- Wiim 
DfOVOPHARM 

LOCReHt 

i 
i 

i 
i 

BOif 

cxtmxpxg 
SOLOTION; ORAL 

cmtm:tg R 
> ..N21L> M DtJRAMBD 
>..N21L> 

TABLff; ORAL • c...,,,. 
• • 

U: DaUG H.ODUCT LIH / CUKCrL&TIVB 8VPIPLl:IIDT llmXHlt Ci / JD' 98 - Jml' 98 

IQ illl IIHll!M!ltlil't 

IQ •• IIIDLICOOPl!lll 

IQ •• IIIDLIMDT 

IQ •• IIIDLICOOIPl!lll 

IQ •• mmlt.l.CD'l' 
IQ illl IIIDLl£2!2!m _,..,._ -~--
IQ illl IIIDL!A!Pt 

IQ •• mml,~m 
lilllli;--­....... ._ 

3991!iWOO• 

MM -Wfll 

1174347 001 
MAY 28, 1998 

1174347 002 
MAY 28, 1998 

1174348 001 
MAY 28, 1998 

11743H 002 
MAY 28, 1998 

11745'1 001 
AUG 1S, 1996 

11745'1 002 
Al 

11745'2 001 
AUG 1S, 1996 

1174562 002 
~ 

1175110 001 
JUN 18, 1998 

CIQTIDIQ 
TUI.BT; ORAL 

■ cw111 ... 
,M ZENITH LABS 

,M 

,M 

,M 

.. 
111m 

12M 

.il9.I!! 

19.91.!! 

CIPROfLOXACIN HYDROCHLORIDE 
OINTMINT; OPHTHALMIC 
• CILOXAN 
+ ALCON EQ o.n BASE 

CIPRQFLQXACIN HYDRQCHLQRIQI; HYDROCQRTISQNB 
SUSPENSION/DROPS; OTIC 

CIPRO HC 
+ BAYER EQ 0.21 BASE;ll 

CL§MASTIQ FtJM/WtTB 

SYRUP; ORAL 
g.ms,;m lffllWIATI 

M MORTON GROVE 

CLINDAMYCIN PHOSPHATE 
CREAM; VAGINAL 

CLEOCIN 3 

IQ 9,519 IHllSML 

+ PHARMACIA AND UPJOHN EQ 21 BASE 

INJECTABLE; INJECTION 

• CJtlliDI IPBQSIPDTf lftMMfffffiMti 

11 

Jllfl'• :.-•··.~ 

1174424 001 
JUL 28, 199S 

lf74424 002 
JUL 28, 199S 

lf74424 003 
JUL 28, 199S 

lf74424 OH 
JUL 28, 1995 

N20369 001 
MAR 30, 1998 

N20805 001 
FD 10, 1998 

lf74863 001 
MAR 13, 1998 

N50680 002 
MAR 02, 1998 

~-;{·' /:=•❖ '••= 
:- . 



U DRUG HODVC'l LH'1' / CIIIIULA'1'IVII 8UHLIIIWl'1' 1itD1BD 6 / JUI' H • .nm• H 

CLIIQMYCffl PHO§PJIAII 
INJBCTABLB; INJBCTION 

SLPPP!JSW QOSUIII 
8 MMSNI BQ 150MG BABB/ML 

SOLUTION; TOPICAL . ~----.... 
• 

CLQMifflAMIQ HYDROCHLOR.IQI 
CAPSULE; ORAL 

BQ 1t BABB 

SYWPIIJP ISL 
11 MYLUI ll& 

II lll!i 

II llli 

~ .. , 

rt,,_ i~---
TABLBT, ORALLY DISINTBGRATING; ORAL 

ICLOlfOPIN RAPIDLY ~ISINTBGRATING 
+ ROC'HB 0.125MG 

0.25MG 

N62913 001 
OCT 20, 1988 

N62363 001 
PD 08, 1982 

mun 001 
APR 30, 1998 

1174947 002 
APR 30, 1998 

1174947 003 
APR 30, 1998 

N20813 001 
DIC 23, 1997 

N20813 002 
DBC 23, 1997 

CLONMHM 
TABLET, ORALLY DISINTEGRATING; ORAL 

ICLOHOPI6 RAPIDLY DISINTBGRATING 
ROCHE 0.5MG 

lMG 

+ 2MG 

CQLISTIMmlATJ SODIUM 
INJECTABLE; INJECTION 

COLY-MYCIN M , __ 
+ PARKBDALB 

■ffifiii-
BQ 150MG IIIASB/VIAL 

CORTICOTROPJN 
INJECTABLE; INJECTION 

j~a-. 
Gil PA!UCBDALB 

• 
CROMQLYW SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
Sima u IIIAUSCH AND LOMB il 

i ii 

u c:aop.JI fODip 
ADV RBMBDIBS il 

OfficagM 
it + ALLERGAN il 

I ..-.J.-Ufffffilfi ii 

12 

620813 003 
DIC 23, 1997 

N20813 004 
Dli:C 23, 1997 

620813 005 
DIC 23, 1997 

••im 
650108 002 

N08317 002 
N08317 004 

001 

Br1'706 001 
APR 29, 1998 



U DaVG •BCIIDOC:T LH'l' / cmGL&'i'lVII IUHLalllft' 11U111D i / JD' H • Jml' H 13 

sm:OMIW!IP mp,oc;m,.qwm 
'l'MLIT;OIIAI. 

• a;JlllllllPA -
II WATSOII LABS ,U& 

MSTppqcJI 
DIJBC1'MLB; nr.JBC'l'ION 

COINIIGU 

i -lilllllllliillUililllillllll 

PALMMJI §OPIUM 
IIIJBCTABLB; nr.JBC'l'ION 

N1r1W 

1"111m11mim11m11111mm11mm: lilliillllliiiilH!ii!i!llillli 
+ 

QAPZOL 

CAPSULI; mtAI. 
WRl?L 

11 IIWtR 

II 

W?r"'YP 
II SMOFI 
II 

I>Amg.tmJCJI ~JPI 

IIIJBCTULB; IlfJECTION 
W,,......,1cm A R 

10,000 IU/ML 

DE 
llJl!i 

-
> ..Alm..> K ♦ BIDl'aU> 
>....AmL> 
> > K GDSIA SICOR ~ 19 3M MH{YW, 
>_~> 

ll'IHH 001 
1101/ 30, 19H 

INll11li 

N20287 004 
JAN 30, 1998 

1!174582 003 
MAY 29, 19911 

11'14582 002 
MAY 29, 1998 

!11117557 003 
11117557 004 

11150731 001 
JAN 30, 19911 

11114212 001 
JW 23, 1998 

puocmmm,, m11m UD,N>IOL 

TMUl':t' 1 OIIAI.· 2 8 
MIII.CB'l"l'B 

+ OltGAN0H 

puqx;oorr.yop 

II 

Onmmn'; TOPICAL 
PP9HPTMM! 

AI.TUA 

• 

• 
PRDQSI 

INJIC'l'ABLB1 INJIC'l'ION 

I 
K 

I 

0.1SMG;0.02MG 

.l.i..2.D 

IQ O • lMG PHOSPHATI/INH 

llt20713 001 
APR 22, 1998 

11'13HO 001 
APR 01, 1998 

•~ ••ni.• IQ O.lMG PHOSPHATI/Iffll M14242 001 

111111730 001 

PlfflQSI; MA<ffll§IUM CHLORIQI; POTASSIUM CHLQRIPI; POTASSIUM 
fflOSfflAII« PJWI£; SQPJYM ACJTATJ 

INJIC'l'ABLB; INJIC'l'ION 
ISOLYTI PIN DEXTROSE St IN PLASTIC CONTAINER 

B BRAUN SGM/100ML;31NG/100ML;130MG/100ML; 
26MG/100ML;320MG/100ML M19873 001 

JW 10, 1993 



U mtVG DODUCT Llft / CUIIVL&'l'l'nl SUHLmal'l' imaD IS / JD' H • JU' H H 

M 

DIJBCTABLI I IRJBCTIOH 
ISOLTn P Ilf DIXTROSB S - . 

IRJBCTABL11 llfJBC'l'IOH 
lSOLTn HIN DIXTROSB St IN PLUTIC COHTAIND 

B lilRAUN SGN/lOOML130MG/100ML;97NG/100ML1 
220MG/100ML;140MG/100ML M19844 001 - !>., ... ,1993 

IlfJBC'l'ABLI; INJBCTIOH 

H?J,;m! ' II PRD9 

. -
M 

• 
B BRAUN -

1l 

PlltAA§I; PQ'J.'M§JQM CffleOBJPI 

M 

II 

INJBCTABLl1 IlfJBCTIOH 

-
INJBCTABLB; INJECTION 

ISOLYTB MIN DIXTROSB SI IN PI.J\STIC com".lUNBP. 
B BRAUN SGM/100ML;1SOMG/100ML;130MG/100ML; 

280MG/100ML;91MG/100ML Nl9870 001 - ~l.!), 1993 

PPTRQSI: SQPIQM CHLQRIDI 
INJBCTABLB; INJBCTION 

DIXTROSB 101 AND SODIUM CHLORIDE 0.9t IN PI.J\STIC CONTAINER 

; w;UN ~:air-~:GI ~;~ 
DIXTROSlli: 51 AND SODIUM CHLOR.IDB 0.9' IN PLASTIC CONTAINER 

: WRUN =~:~-~:a ~~::,;½ 

PWIPM 
INJECTION 

II • .,fl 
• SMG/ML 
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U DRUG HODUCT Lift / CUIIULA'l'IVIII IVIPPr.mm:ft ffllmD 6 / JAH' 98 • .nm• !118 

> ...12.&!I.. > 
> ...12.&!I,.> 

DISQPYJWIIPI PffQSffl.AD 

CAPSULB, BXTDDBD ULIASB; ORAL 

ixioo11All0• mosPHAn •1:a·11·1nm 

DQSWMIQ HJPJl.oc:HLQRIPI 
INJBCTABLB; INJECTION 

P9PPK'P Ge 
>..Jm2..> H LOITPOLD 19 12 ,M Wlll{IL 

19 12 :M Wlll{IL 

19 12 • M Wlll{IL 

>..Jm2..> 
H MARBAN 

H 

DQMOLNIIPI HJPJl.QCHLORIPI; IIMOLQL !W.MD 

SOLUTION/DROPS; OPHT!W..MIC 
COSOM' 

1f145415 001 
JON 25, 1998 

1f1"279 001 
FD 18, 1998 

1174995 001 
MAR 31, 1998 

+ NDCK BO 21 BASB;BQ 0.51 BABB N20869 001 

oomnr mmp.oglLOR.IPI 
CAPSULB; ORAL 

■ RWIIL 
• • 
M 

M 

M 

WATSON LABS 

TI37P7ii - .. 
19 lQli WIii 

19 3M WIii 

IBQ !'5Qli Will 

APR 07, 1998 

1f12H5 001 
MAR 29, 1991 

1f129H 001 
MAR 29, 1991 

1f12H7 001 
MAR 29, 1991 

>..mu:..> 
>..mu:..> 
>..mu:..> 
>..JmR._> 

PQXORQIICIN HYDR.OCHLQRIPI 

INJBCTABLB; INJBCTIOH . ~~­
• 

j'ff'fflt .. .. --H 

It 

BRISTOL MYERS SOUIBB lM{YllL 

som1vw, 
lOOMG/VIAL 

~ 
250MG/ML 

P9ffl91IQM CHLOJUQI 

It 

• 
• 

lMflL 

w.aa1a -25MG 

35MG 

16 

111162,2, ooi 
APR 13, 1989 

111,2,2, 002 
APR 13, 1989 

)162926 003 
APR 13, 1989 

~rm 
N09088 001 

RH131 001 
FD 24, 1998 

1118981 002 
DBC 24, 1986 

if18981 003 
DBC 24, 1986 



• 

U mtUG HODUCT Liff / CUNULATIVII lll'O'Pl'LaD'l' lfUDD 6 / JUI' H - Jmf' H 

powwp SQPI:tm 
INJBCTABLra; INJECTION 

LOVaOY 
+ IIHO!m P0tJI,DC RORER 40MG/0.4ML 

+ 

+ 

+ 

VtJflMIJPI 
INJECTABLE; INJECTION 

IIIITBGRILIN 
+ C0R 

+ 

P.YJ'R9MXCII 
Oill'l'MDT; Oii>HTHAL14IC ...... 

U AKOU 

60MG/0.6ML 

80MG/0.8ML 

lOOMG/ML 

75MG/100ML 

2MG/ML 

-Lil 

Oill'l'MDT; TOPICAL 
.IOOUHffCIM ti- . 

• H 

II 

+ mc nms 

I + 

21 

ORAL 

N20Ui4 002 
J»I 30, 19H 

N20164 003 
MAR 27, 1998 

N20164 004 
MAR 27, 1998 

M20164 005 
MAR 27, 1998 

N20718 002 
MAY 18, 1998 

1120718 001 
MAY 18, 1998 

IIIIH030 001 
JUL 18, 1996 

P/150584 001 
JAN 10, 1985 

----B60272 002 ...,.,. 
1. 

>...llltI...> 
>...llltI...> 

P,Y'l'HRQMYCII 
TABLET, DELAYED ULDSE; ORAL 

P.J·1'H u • ABBOTT mm 

• H • 

P,Y'l'HRQMYCIN mm.succINATI 
SUSPDISION; ORAL 

DYTHROMYCIN ffllYLSUCCINA' 
I It.ii- . 
iii 

l§MOLQL HYDROCHLORJPI 
INJECTABLE; INJECTION 

BUVIBLOC 
+ ll3AXTD PHARM PROD 

• 
+ 

* ... 
i 

ii 

l§T.l\ZOJ.N! 

TABLET; ORAL ....... 
• H WATSON LABS 

H 

lOMG/ML 

lOOMG/ML 

250MG/ML 

~ --
--Di -

17 

IH22H 003 

MAR ... f. 
RU298 002 

N19386 001 
AUG 15, 1988 

N19386 003 
DBC 31, 1986 

1"119386 002 
DB~.}i, ... ;J,.9~~ 

R74818 001 
AUG 19, 1997 

R74818 002 
AUG 19, 1997 



• 

U D:ltVG HOD'l'JC'l' LIS'l' / C'111111LA'i'IVB SUHLINIDff MUDD Ii / JAJI' H • JUN' H 

ffl'MPJQL 

FILM, RXTBNDBD ULEASB; TRAMSDDMAL 
CLIIWtA 

BX + BDLBX 0.075MG/24HR 

TABLBT I ORAL 
U'IMPJQL 

11 llffl>DVOR. 

II 

II 

ffl'MPJQL CJPJOMII 
INJBCTULB; INJBCTION 

.!l..,Jli --
l,aiilllilm•1•: ·• 

• l.MG/Ml, 
e 3MG/Ml, 

ffl'MPIQL DWIM'l'I 
IHJBCTULB; IMJICTION 

PPMmP'R 
> II + DiffOL lffDS SQUID 
> II • 

~ 11--
P11QII 

IHJBCTULB; IHJBCTION 

f"ll!llllllillil 

81P~ 

• • 
l.MG/Ml, 
2MG/Ml, 
SMCJ/Ml, 

N20375 003 
MAR 23, 1998 

IIH138 001 
JAJI 30, 1998 

1140138 002 
JAN 30, 1998 

IIH138 003 
JAJI 30, 1998 

IM85470 001 
H85470 002 

IIOH02 OH 
IIOH02 003 

1/103977 001 
N03977 002 
11103977 003 

mJJNYL HTMPJQL; LIYQNOBGS§TRIL 

• 
II 

• 
II 

WATSON LABS 

WATSON LABS 

wrrw,···-r1uM 
.L!m• -2.Jai 

mJJNYL ffl'MPJQL; NQMTHiffl?l!.9D 
TULBT; ORAL•21 

• .. J(Hf·U 
II SIWU,B 

TULBT; ORAL-28 

• .. 1,11-a• 
II SIWU,B 

m>POW 
CAPSULB; ORAL 

ll'J'9POW 
M uscmr 
II TARO 

II 

TULBT; ORAL 
ll'J'9POW 

II CHBLSBA LABS 

rrs;;ww 
o,oaw,um 

w·arra 
o.o3w,um 

12.111& 

ll5lli 

12.111& 

il9li 

111 

.11111 
11173592 001 

DIEC 13, 1993 

11173594 001 
DBC 13, 1993 

11171480 001 
APR 12, 1988 

11171481 001 
APR 12, 1988 

11174939 001 
JAN 30, 1998 

1175078 001 
APR 30, 1998 

1175078 002 
APR 30, 1998 

11750H 001 
APR lli, 1998 



U Dll'OG IPROD'IJC'l' LJ:ff / CUHULA.'l'J:Vll IIIUHLDlllll'l' mJlDD Ci / JUI' 98 - Jml' 918 

BTOI>QW 

II. 

Iii 
II. 

II. 

TULBT; ORAL 
ft9POW 

MYLAN ilB -- -TARO ilB 
MATSON LABS ilB 

TULBT, IXTINI>ID RELEASE; ORAL 
LODIU XL 

+ liYITH .AYDST SOONG 

ffl>PO§IPI 
INJBCTABLB; l~Ir;N 

ffltOIIPI 
at MARS»I 

ffl>PO§IPI fHQSPHAIIJi 
NJICTION 

3M/IL 

··-,..fa.cb. -idittiidt.fm 

BTOPOPHOS PUSDVATIW ftlUJ: 
+ BRISTOL MYDS SQUIBB BQ lOONG BABB/VIAL 

+ BO SOONG B.ASl!:/VIAL 

Uffi'l'IPIQ 

TULBT, ORALLY DISINUGRATING; ORAL 
PDCID UD 

QRCJ( 20MG 

+ 40NG 

!175104 001 
F: 

!175074 001 
MAR 11, 1998 

!174892 001 
APR 16, 1997 

N20584 003 
JAN 20, 19911 

H'IUH 001 
JAN 09, 1998 

---N20457 001 
MAY 17, 1996 

N20906 001 
FD 27, 19911 

N20752 001 
MAY 28, 19911 

N20752 002 
MAY 28, 19911 

• 
f'§NOll'IPAII 

C.APSULB; ORAL 
LIPIDIL 
lill ABBOTT 

, -•nn,n 
TRICOR (MICRONIZID) 

+ ABBOTT 

FOOANYL CI'fflATB 

• ii ;.: ._lml 

at ABBOTT 

at + ELKINS SINN 

at MAR.SAM 

II 
at ♦--JdTSIN 

_ION 

Mi 
20MG 

lOOMG --
67MG 

19 o • OW WIii/iL 

19 9, OW WJII/IL 

-

u 

••owm 
Nl6Glll··· 00'1 

1U9304 002 
FD 09, 1998 

lll'727H 001 
SBP 24, 1991 

Ul9101 001 
JUL 11, 19114 

!174917 001 
FD 03, 19911 

-----nHU 001 



U DRUG HC>DUCT LIST / CONIJLA'l'IVB IU'HLaa'l' IIUNIU 6 / JD' 98 - Jml' 98 

i 

• 
• 
• 

[LOQRQPRACIL 

• 
K + 

FLUPHJNAZIQ DBCANQATE 

INJECTABLE; INJECTION 
PLUflllUIM PICMOAD 

iR -SOMG 

7SMG 

lOOMG 

HMM 

IQ ICING P!WIMS 25Mhq, 

It 
jti11Wi8ifi~~h•U11»dlt.il 
O.OSl;BQ 3.SMG BASE/GM 

iiJidilti@SdSNiiiMnl.-.. 
O.OSt;BQ 3.SMG BASB/GM 

Hl9960 001 
DIC 30, 1992 

!119960 002 
DIC 30, 1992 

Hl9960 003 
DIEC 30, 1992 

,,.,.... . ..,::~. 
11181225 001 

AUG 28, 1991 

1174966 001 
APR 16, 1998 

WliBIIM 
N50346 001 ~t-N50345 001 

lLtJYQWIQ NLMII 

TABLIT; ORAL 
;Lum.....,.. ._, 

Gffl1FIBRQZIL 
CAPSULI; ORAL 

LOPID --~-If • 

iM 
2SMG 

8 PMD DAVIS PHARMS 200MG 
@ 300MG 

TABLIT; ORAL 

■ ~J«OJielmB D• 
!I + PARO DAVIS PHARMS i!!!!t1i 

G§NT»tICIN §QLf'AII 

INJECTABLE; INJECTION 

K 

K 

K 

K 

K 

K 

K 

K 

19 HM WB/100-. 

19 §919 w1111oom. 

19 ?M IMl(19WL 

19 o,m w1111m. 

19 fM IYl(lQWL 

19 !!M w11111oom. 

19 lQM w11111oom. 

19 1.a Wl(IL 

20 

H20243 001 
DBC OS, 1994 

·······,:··qi:■ 

Hl8422 001 
Hl8422 002 

111H23 003 
HOV 20, 1986 

11628H 00111 
AUG 28, 1987 

Br628H 009 
AUG 28, 1967 

11621H 010 
AUG 28, 1987 

llf628H 001 
AUG 28, 1987 

111128H 011 
AUG 28, 1987 

llf628H 012 
AUG 28, 1987 

11528H 013 
AUG 28, 1987 

11628H 002 
AUG 28, 1987 



,. 

qpTMICDJ SJMAtl 

H 

H 

H 

H 

H 

H 

INJICTABLB; INJECTION 

. -a 
II 

• a 
II 

• • 
II 

• • 
II 

• • 

U DRUG Paoovc'f L!H / ~'lfflll IUHLBlllaff maD G / JD' 98 • Jml' 98 

19 1.gg WlflL 
19 l,flG IMlflL 
19 1.em Wlfili 
19 M WlflL 

r-11wwmrrw·: 

IH3814 014 
AUG 38, 1987 

llfG3814 003 
AUG 28, 1987 

IIG3814 004 
AUG 28, 1987 

1('3814 005 
AUG 28, 1987 

1163814 006 
AUG 28, 1987 

IIG3814 007 
AU~Ll!,Ll!JIJ 

>.Al?JL> Gt.OCAGON HYDROCHLQRIDI M£9MIIIW 
>.Al?JL> 
>.Al?JL> 
>.Al?JL> 
>.Al?JL> 

INJBCTABLI; INJECTION 
GLUCAGBN 

+ NOVO NORDISK 

GLYBURIDI 

>.Al?JL> y 
>.Al?JL> 
>.Al?JL> y 
>.Al?JL> 
>.Al?JL> y 
>.Al?JL> 
>.Al?JL> y 
>.Al?JL> 

TABLET; ORAL 
WL:ua;u naqo1u11p> 

INV»IBD 

MYLAN 

BQ 1MG BASK/VIAL 

.LJli -.LJli -
GJWIJICIDIN; NEOMYCIN SULFAtl; POL'YMYXIN B SULFATE 

SOLUTION/DROPS; OPHTHALMIC 

>.Al?JL> 
>.Al?JL> 

ii ~-...., ... 

M'. + MONARCH PHARMS 

GWJSfflQN HYDROCHLORIDE 
TABLET; ORAL 

ICYTRIL 
ct SMITHKLINB BBBCJWI BQ 2MG BASK 

GRBPAPLQXACIN HYDROC'HLQRJDI 
TABLET; ORAL 

RAXAR 
i liliil"iifllriif(lil"O"ffl!fal"li .-?:WMJ:filllil 

BQ 200MG BASI 

21 

N20911! 001 
JUN 22, 1998 

llll75174 001 
JUN 22, 19911 

llll75174 002 
JUN 22, 1998 

llll74792 001 
JUN 26, 1998 

llll74792 002 
JUN 26, 1998 

...... w. 

!120305 002 
JUN 15, 1998 

1120695 001 
NOV 06, 1997 



•' 

U mVG RODUC'l' Lift / elllllUW.'l'?W IVl'!PLalft BRaD 6 / JU' H • .nlllif' H 

RV¥19JK!I IXPl9QtLORIPI 

TMLff;OIIAL 
UXAll 

GLAXO~ 

+ 

GJMDSIII ,mwnqgup1 
TMLff; 0ltAL 

■ -..aP 
• • • 

WATSCH LOS 

Ql,OPp.IPQL 

TMLff; 0ltAL 

• 8tlllllmn 
II 

• 
Ill 
II 

• • 
• 
• 
• 

IBQ 400MG USB 

IBQ SOONG USB 

-- • 
IRWRP 

IAMMP 

------O.SMG 

lMG 

2MG 

SMG 

IQOHS 002 
NAY 14, 1998 

IQOHS 003 
NAY 14, 1998 

Jl74'1G2 001 
JUH 25, 1997 

Jl74'1G2 002 
JUH 25, 1997 

N71071 001 
NOV 03, 1986 

H71072 001 
NOV 03, 1986 

H71073 001 
NOV 03, 1986 

1f71074 001 
NOV 03, 1986 

HALOPp,IPQL 

TUI.lff; ORAL 
wen,rpm, 
411 POUPAC PHAM 

• 
l0MG 

20MG 

pt,OPp.IDOL Pl£.MW\II 
IIIIJBC'l'ULB; IIIIJBC'l'ION 

DLOfPliW:: DJCAATI! 
12 DDmu> IA som MPa& 

HALQPR,JDQL JetCT.I\II 

• • 
1111 

• 
HIPARIN SODIUM 

INJBCTABLB; 

H 

• . -
>J2LL,> ..... 
>J2LL.> II 
>J2LL,> 

i 

IBQ 5MG BASIi/ML 

IBQ 5MG BABB/ML 

200 UMITS/l00ML 
.. ... . ... 

22 

1171075 001 
AUG 04, 1987 

N71076 001 
AUG 04, 191117 

Jl74811 001 
JD 30, 1998 

1172516 001 
FD 25, 1993 

H72517 001 
FD 25, 1993 



U DllVG ,ltODUC'l' LIST / CUIIULA'HVII 8UHLBDIIT irUDD 6 / JUI' 98 • JU.II' 911 23 

lfflPARIN §QPIUM 

>..am!.-> 
>..am!,..> 
>..am!,..> 
> nT.'1' > 
-- £',I; 

>..mJ....> -
>..mJ....> 
>..am!,..> 
>..am!,..> 

>..mJ....> 
>..mJ....> 
>..am!,..> 
>..am!,..> 

>..mJ....> 
>..mJ....> 
>..Rl,I...> 
>..Rl,I...> 
>..Rl,I...> 
>..am!,..> 
>..Jlim!...> 
>..AJ2lt.> 
>..am!,..> 

ii 

H 

• 
• • 

H 

INJBCTABLB; INJBCTION 
m.yp !9PU!I 10.000 ffl'l'S DJ PffDP" 5'f 
It ABBOTT 10,000 UNITS l00ML Nl89ll 006 

JAN 30, 1985 

• 

HEPARIN SODIUM 12,500 
PLASTIC CONTAINER 

@BBRAUN 

i Mi'lfl 
HBPARIN SODIUM 2,000 

PLASTIC CONTAINER 
0 B BRAUN 

iiMi 
mum 
~ 

• 
• 

5,000 UNITS/l00ML Nl89ll 007 
JAN 30, 1985 

'-

5,000 UNITS/l00ML Nl9339 001 
MAR 27, 1985 

UNITS IN SODIUM CHLORIDB 0.45t IN 

5,000 UNITS/l00ML 

iliilMijffl'jl-
UNITs IN SODIUM CHLORIDE 0.9' IN 

200 UNITS/l00ML 

mr-,a. 

. ....,,,.. 
5,000 UNITS/100~ 

10,000 UNITS/l00ML 

Nl9042 002 

11118911 009 
JUI 30, 1985 

Nl89ll 008 
JAN 30, 1985 
~ 

11119952 004 
JUL 20, 1992 

61PMIN §QPIUM 

H 

II 

• 

INJBCTABLB; INJECTION 
IIPMJI @9PJ1!1 25.ooo YIJTS II Plffl()§I 5\ I! PWTIC 
cm.um 

B BRAUN 

• -
i 

10.000 mts/1oom, 
5,000 UNITS/l00ML --­WffltWft@@:M 
ct:i:Mi~mmt--

llf19952 005 
JUL 20, 1992 

Nl9l34 001 
185 ........ :.,:. 

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.45t IN 
PLASTIC CONTAINER 

@ B BRAUN 5,000 UNITS/l00ML 

• 
i -
I 

10,000 UNITS/l00ML 

•ni1Mrirmwt.ffliW 
t:'tHM-fiM 

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.9t IN 
PLASTIC CONTAINER 

lit B BRAUN 

• ,_ 
i 

5,000 UNITS/l00ML 

5,000 UNITS/l00ML ff,.~ 
FADfJl8Bl6a 

N19135 001 
MAR 29, 1985 

Nl9802 003 
~-

HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0.9t IN 
PLASTIC CONTAINER 

8 B BRAUN 1,000 UNITS/l00ML ,_, m,u;J~ 

HYPROCIIIQROTHIAZIDB; JMl§MIN! 
TABLIT; ORAL 

AVAPRO HCT 
llt 8MIOPI 12. 5MG; 75MG N20758 001 

SBP 30, 1997 



U DRUG l'ltOD'OCT LIH / CVIIOLATI'VII IUHLINIDIT anmn 6 / JUf' H • Jffll' !Ill 2'6 

HYDR.OCHLOROTHWil!I i IRBBSAR:£Mf 

TMLBT; ORAL 
AVAPRO HCT 

+ SAHOPI 12.SMG;lSOMG 

; ,.~ 
HYDROCHLOR2IJ:IIM;ID!il i METHYLDOPA 

TABLBT; ORAL 
II.ITn • • 
llt 1SMG;2SOMG 

• 2SMG;2SOMG 

HYPRQCHLOR.2I!!IMIPI; SPIRONQLAC'l'OQ 

>...JmL> II 

>..Pl,L> • 

T.ABLBT; ORAL 

flP!!@e[tAS 

HYP8QCHLO!.Q'PIWJ121; 'fRiiN41'1MQ 

CAPSULB; OIU\L 
DJ!ffl'PP :MP aaoc:m..oaouwxm 

II DU llm•ll..Jli 

TABLBT; ORAL 

II 
mt§PP 

DU 

1120758 002 
SIP 30, 1997 --
~ 

N70829 001 
MAR 09, 1987 

1170830 001 
MAR 09, 1987 

IIHHl 001 

·wccamm 

117070 001 
JAN 06, 1998 

1171251 002 
MAY OS, 1998 

HYPRQCHLOR.2IJ:IIMJPlli I VAL§MTM 

T.ABLBT; ORAL 
DIOVAN HCT 

NOVARTIS 

+ 

HYPP.QCORTISOQ 

CRBAM; TOPICAL . ~ 
H PARKBDALB 

SOLUTION; TOPICAL 
..... ,1WB 
• i .• 
H + MBDICIS 

12 • SMG; llOMG 

12. SMG; 160MG 

.... 
i.:.ll 

a 
ll 

N20818 001 
MAR 06, 1998 

N201llil 002 
MAR 06, 1998 

..111-:? . ...• x•. .:i?,: . .· 
1188250 001 

JUJI 06, 1984 

_,llm 
11aous 001 

HYPRQCORTISOQ; ffliiQMYCIN SQLFAD; PQLYMYXIN B SQLFAD 

SUSPINSION/DROPS; OTIC 

~ . . . ... 
H + MONARCH PHARMS 

HYDR.QXYMfflE'AMifflii HYP:ROBROMIPI; TROPICAMJP!il 

SOLUTION/DROPS; OPHTHALMIC 
PARBMYD 

+ AJCORN 11;0.251 

' 8Will'fl'iftM ffl:'(faff. 

-t• 
lfGOU3 001 



HYDRQXYCHLQR.OOQIQ SUW:AII 

H 

II 
H 

TABLBT; ORAL 
mwom;m.oaoom mer:1:u 

MYLAN 19.!lli 

~:gg mera... 
WATSON LABS 19.!lli 

HYDRQXYURIA 

CAPSULE; ORAL 
DROXIA 

mliMKitmtMiii -
200MG 

300MG 

+ 400MG 

• :ft MYERS SQUIBB -

HYDROmIQ HYDRQCHLQRIQB 

• • • 
H 

M 

H 

WATSON LABS 

---121.i 

lllli 

nm 

U mtUQ HODUC'l' LIIT / cmmLA.'l'IVB IIIUPIPLIND'l' lfflDD 6 / JD' 911 • Jml' 98 

1140274 001 
MAY 29, 1998 

1140133 001 
NOV 30, 1995 

J.llm 
N16295 002 

FD 25, 1998 
N16295 003 

Fll:B 25, 1998 
N16295 004 

FD 25, 1998 

NH295 001 
ftmlkifi 

118110 001 
MM 18, 1994 

N81150 001 
MM 18, 1994 

111181151 001 
MM 18, 1994 

UYfflQfP 

SUSHNSION; ORAL 

ii 
BX 

H 

CHilli!:i!IIL 
WHITIWALL ROBINS 

IffllQfllif 
ALPHMMA 

127.111 
H ♦ MCMBIL 

• i 

TABLET; ORAL 

II Ilflll 
II 
II 

• 
@ 

@ 

INDAPAMIPI 
TABLET; ORAL 

:nmump1 
H TWA 

INDOMffllACIN 

CAPSULE; ORAL 
:gmggrpcnr 

H BON 

---100MG/5ML 

lQQllifYL 

19911itYL -
M'M 
1111 
=1·Tr· 
400MG 

600MG 

800MG 

.l.:.llm 

ll!!i 

2!5 

a:1111 
N19833 002 

SIP 19, 19~9 

llf1U78 001 
MM 25, 1998 

N72064 001 
JA!f 14, 1988 

N72065 001 
JA!f 14, 1988 

N71938 001 
JA!f 14, 1988 

llfl-HH 002 
FD 12, 1998 

llf144H 001 
MAY 28, 1998 



JOfMIPQL 

INJICTULB; IHJIC'l'ION 

H ~BIHM m 

H 
.lia!amDOJ,-3111 

UII0'1'T m 

H 
.lia!amDOJ,·HS! 

UII0'1'T m 

H 
10fDIDCL·!22 

UII0'1'T m 

IQTBOJ.M 

INJECTAIILB; INTRATHBCAL 

~·1190 ~'lili:i=~-. ~ 

BDLBX LABS 40.61 

OSMOVIST 240 -. niu 
BDLIX LABS 

JQYWOL 

INJICCTULE; INJICTION 
OPTIRAY 240 

+ MALLINCKRODT 

OPTIRAY 320 
+ MALLINCKRODT 

OPTIRAY 350 
+ MALLINCKRODT 

51.31 

SU 

68' 

70 

U DRUG HODUC'l' L:1:1'1' / cmmLa.'Hft IIUHLliDID'l' mm11n fi / JU' H • JU!r' H 

1176'29 OH 
MAR 31, 1991 

1175005 001 
PD 24, 1991 

1175005 002 
PD 24, 1998 

1175005 003 
PD 24, 1998 

Nl9S80 001 
DEC 07, 1989 

Nl9S80 002 
DEC 07, 1989 

N20923 001 
MAY 28, 1998 

N20923 002 
MAY 29, 1998 

N20923 003 
MAY 28, 1998 

JNDPPJW MQNJPI 
ADOSOL, Mlll'1'D£i); ItmALATION 

"llllm11mar1 ········ 11 •·••·-
+ 

JSQ§UW'P IILQI 
INJICCTAIILB; INJICCTION 

LDIPHAZmlIN 
i ll II lla'iii'ii 
+ tJS SURGCL 

Ql'Mmm HYDROCHLORIDB 
INJBCTULE; INJBCTION 

11..■.tm.ri 
H + PAIUCEDAI,£ 
H + 

+ 

WQPRQQN 

O.OlllMG/Ilffl 

• 1t 

CAPSULE, EXTENDED RBLEASE; ORAL 
ORUVAIL 

i Mlffi!½- -

!i -

LBPIRQPIN 

INJBCTAIILB; INJBCTION 
Ul'LtJDAN 

lOOMG 

lSOMG 

+ HOECHST MARION RSSL SONG/VIAL 

:H 

.11111 
11119085 001 

DEC 29, 1986 

IMiiRWm 
Nl8310 001 

N1H12 002 
N1H12 003 
H1Hl2 001 

Hl9816 003 
nB 08, 1995 

Nl9816 002 
nB 08, 1995 

lf20807 001 
MAR 06, 1998 



U NR II'~ Liff / CDIWLATJ:'ftl ntlPLl\lllft --- G / JU• H • '1W' H :n 

wooram LQMUPM 
DISC; CML TUl.11'1'1 oaMt 

>.Jl.'t.,.> ~ - lllllllllllllllllllilt Ill "tl.11111· ->---> + 101 lf14394 001 • -LlRai■, WLOCAIII • -DISC; TOPICAL a WATSOH LADS 1Jm 1117292' 001 
IIINWl. OCT 31, 1991 

+MTIIA 2.st,2.st lf20H2 001 a - 11172927 001 
PD 04, 19H OCT 31, 1991 

a - 11172928 001 
OCT 31, 1991 

WW!IU ~121 

INJBCTUU; INJIIICTION LO'flffl.AOL ltMOMII 
LmOC."AM& 

>..._> M M 1iWtH PARTHIRS 

I SUSPINSION/DROPS I OPHTHALMIC 

>..._> I iillliilililM 
At.RIX 

>.Jl.'t.,.> + 1iWtHOS 0.2'11 lf20803 001 
>.Jl.'t..> MAR 09, 1998 

L0'1'mwc 
+ PHARMOS 0. SI lf20583 001 

LI§WofflIL MAR 09, 1998 
+ 0.5'11 !1201141 001 

MAR 09, 1998 

>.Jl.'t.,.> • ~ -> .Jl.'t.,.> LQXAPIIB lM>Rocm..oRIQI 
>---> u La! 
>---> - CONCDTIIATB; ORAL 

> Ill LOXITAD C 
> i IHII I ...... 
:> u ♦ ll& + WATSON LADS BQ 2SMG USB/ML N17658 001 
> 

INJBCTUU; INJBCTION 

XLOXITlli" 
~ Iii! i mi#.JE 
+ WATSON LABS N18039 001 - ·····- LOXAPID §~IDD 

CAPSULB; ORAL 
TULl'l', ORALLY DISINTEGRATING; ORAL • 11illu1 Eff""TW ~-CLNI.ITIN RBDITUS 

+ SCHDIW lOMG N20704 001 
DIC 23, 1996 



>...amL> 
>...amL> 
>...amL> 
>...amL> 

U DRUG HODUC'.lT Lilll'l' / ~'l'l'VB IIIUHLDD'l' anmD 6 / JAM' 98 - Jml' H :ua 

LQWIQ syccxgn 
CAPSULB; ORAL 

I Mtillw 
i 

61 MATSON LABS 
M 
M + 
M 

TABLBT; ORAL 
LOXITAHI , ...... 
I 
GD WATSON LABS 

• • 
!W'PJPI ACE'AD 

Cl!.BM; TOPICAL 
SULPMYLON 

~. IIILl\rs 
~ . . 

BQ lOMG BABB 
BQ 2SMG BABB 
BQ SONG BASE 

~--
POWDBR FOR RECONSTITUTION; TOPICAL 

SULPMYLON 
+ MYIM st 

INJECTABLE; INJECTION 
ISOLYTE S PH 7.4 IN PLASTIC CONTAINER 

1117525 001 
lfl.7525 002 
B17525 003 
B17525 001 

N17525 006 
N17525 007 
N17525 008 

N16763 001 --
N19832 003 

JUN OS, 1998 

B BRAUN 30MG/lOOML;37MG/lOOML;0.82MG/lOOML; 
370MG/lOOML;S30MG/lOOML;SOOMG/lOOML; 
12MG/100ML N19696 001 

SEP 29, 1989 

INJBCTABLB; INJECTION 
ISOLYTE S PH 7,4 -

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDH; SODIUM ACETATE; SODIUM 
CHLORIDE; SODIUM GLUCQNATB 

~ 

~ 

ii 
ii 

.... 
MALATHION 

LOTION; TOPICAL 
OVIDB 
i c'i'ilTR 
It MEDICIS 

ift.i.l. 
0.51 

MJ\NNITOL 

~ 

• 
At 

INJECTABLE; INJECTION 
IWDII'l'OL 10\ Ill' PLASTIC oa:n= 

B BRAUN 1 00 - --IWDIJ'l'OL 15' m PLASTIC·• 
B BRAUN 15 00 

n'-111111 
N18613 001 

AUG 02, 1982 

11'20006 002 

:•11 
11'20006 003 

JUL 26, 1993 



u mva ~ Llff / ~Tfflll SUPIPr.a'llff lfGIBD ' / JD' H - oTI:11' H 

PWlfITQL 
INJBCTABLB; INJBCTIOH 

l!DaI'1'0L • 
I 
K 

• 
K ""'""' . B BRAUN 

• -
SOLtJTIOH 1 IRRIGATIOH 

USICTISOL IN PLASTIC COHTAIND. 
B BRAUN 5GM,100ML 
a:11 •w-

QCHIXl,MW HJPR.OCffLORIPI 

TABLBT 1 ORAL 
INVIRSilffl 

i lil1■•n--
lfflGISTRQL ACE'ATii 

L.il 

M ~II ilE 

f:mPR.IPW HJPR.OCffLORIPI 
TABLBT; ORAL • •1■r -

1111.4731 001 
IIHIH m 
1130006 OH 

Nl6772 002 __,,__..,. 

Nl0251 001 
~¾ffl: 

111747'5 001 
Flm 27, 1998 

!fflQRIPIQ HJPR.ocm.oJtlPI 

TABLBT 1 ORAL 
IPPIP!P D 

M NATSOH LABS 

!fflS'l'8MOL; AfflifflOQ 

TULBT; ORAL-21 • -..:m·n 
M SIIARLB 

TABLBT; ORAL-28 -----28 ■ ii 
M SIIARLB 

ME'1'HAOOQ HJPR.ocm.oJtIPI 
CONCDTRATE; ORAL 

p.mpog p 
M ROXANB 

TABLBT 1 ORAL 
p.mpog p 

M BON 

M 

Uli 

!l.:..2B!i• -

!l.:..2B!i• -

1om1m. 

-.1.2m 

TABLBT, DISPERSIBLE; ORAL 
p.mpog p 

M BON illi 

29 

W401H 001 
JUN 30, 1997 

11171539 001 
APR 12, 1988 

N71540 001 
APR 12, 1988 

lf40180 001 
APR 30, 1998 

111402U 001 
MAY 29, 1998 

N402U 002 
MAY 29, 1998 

N75082 001 
MAR 25, 1998 



U DRUG PllODUC'r LIST / ~'1':n'II IUHLIIIID'l' 111aD G / JU' H • .,._, H 

~ 

ION 

II ttrrre 
e l0OMG/ML 

Pl'QCLOPMMIPI HYDR.ocm.quQI 
TABLft; ORAL 

ii ....... A 

II 
0 

• 

ffllXILl'[IQi HYDR.QCHLORJPII! 
CAPSULB1 ORAL 

mn.um A 
M DANBURY PHARMA 

M 

M 

MITQMXCIN 

INJICTABLIIC; IHJIICCTION 
II'f91JSH 

!I StTl?DGU 

H 

rrrrm 
Nt1%57?2 
BQ 5~ BUB 

BQ l0MG BUB 

.ll2li 

llM 

ll9.li 

5W/yw. 

2§W/VW. 

HH849 001 
DIC 27, 1991 

llf72436 001 
Jml 22, 19H 

1170850 001 
FD 03, 1987 

117065 001 
APR 13, 1998 

117'6H!5 003 
APR 13, 19H 

117'6H!5 003 
APR 13, 1998 

IIH144 001 
APR 30, 1998 

HHH4 003 
APR 30, 1998 

AJ'IWWlI SQPIQN 

TABLZT1 ORAL 
SIDIGIJ'LU 

+ MD.CIC BQ l0MG BASK 

TABLZT, CIIDABLB; ORAL 
SIHGULAilt 

+ NDCIC BQ SMG BBB 

PLIJWIIQ HYDR.OCHLORJPI 
IIIJBCT.ULB; IHJBC'l'ION 

IH-mmml & 
!I ICING PIWIMS 1M{& 

M 2M{m. 

lWQXOQ HYDR.QCHLORJPI 
IHJBC'l'.ULB; IHJBCTION 

■ ---A 
• 

trmJI 
0.4MG/ML 

IWQXOQ HYDR.QCHLORJPI; PPJ'AZQCIQ HYDR.OCHLQRJPI 

• 
M 

TABLET; ORAL 

WATSON LABS 10 9,SW WI• 
10 som WI 

I 
30 

920829 002 
PD 20, 1998 

1120830 001 
FD 20, 1998 

1174471 001 
MAR 19, 1998 

1176471 002 
MAR 19, 1998 

Jl70172 001 
SBP 24, 1986 

11747h 001 
JAIi 21, 1997 
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U DRUG HODUC'l' LIST / ~TIVB SUHLDIDT IWIIID fi / JU' H - J'lm' H 

NITRQGLXCMIN 
FILM, BXTl!ffl>BD RELDSB; TRANSDBRMAL 

mJIDM 
Ml 3M 0.1,19/Q . '"" m 
II 
m 

• m 
•❖•• .mag-~ II ;,. , ....... 

Ml+ 
!ili>lii ., •. 
1111111 j 

Ml+ 

• i 
Ml+ 

ii ; 
Ml+ 

PJD99LICQP 
Ma MYLM 

• m 

• m 

• 

9,MtP 
#tffl'tff 
o.w,n 

o.gq,n 

!nWHii 
0.119/p 

ltM'M 
o.w,u 
¥WOW 
o,wtP 
s-­
o.,m/p 

0.119/p 

fiMil'W 
9:MLP 
ltffl't'I 
o.w,n 
ftM#t 

1189774 001 
AUG 30, 1996 

1120145 002 

1120145 OH 

1120145 005 
APR 04, 1995 

117H09 001 
AUi 

117H07 001 

NITR.OQLYC§RIN 
FILM, BXTlmDED RELEASE; TRANSDERMAL 

Uft09LJCDI1f m MYLAN o. ,m,u 
DMf PIM·IJI'l]tO 

Ma+ NOVARTIS . ;, 
AU+ 

ii i 
AU+ 

• j 

AU+ 

ii f 

NORETHINDRQNB 

TABLET; ORAL 
.... N~ 
~ .. 
+ WATSON LABS 

0.00/p 

lrM-¥!:f 
o.2m1p 
,re,ue 
o.,m,n 
lfWW 
o.,m,u 
Jh:u.uiii 

11,_ 
0.35MG 

NYSTATIN 
SUSPENSION; ORAL 

IJltMP 
>..AWL> M UDL 100.000 mg::r,/m, 
>..Alm..> 

OMEPRAZOI,,1 

CAPSULE, DELAYED REL PELLETS; ORAL 
PRILOSEC 

+ ASTRA MERCK 40MG 

32 

1174559 001 
AUG 30, 1996 

11120144 001 
FB~ ... i!.7., ... l9.~.~ 

.111111 
1120144 002 FE~~'" Mffi't.Wiffli 
lf20144 003 

FElL.~7., ... :!:~.9.~ 

.'Iii■ 
1120144 004 

:.11111 

iifflifif.ji 
N17060 001 

11164142 001 
JUN 25, 1998 

N19810 002 
JAN 15, 1998 



U DRUG l'RODUCT Lift / CUIIULATIVII IUHLlllllll'J.' NUIIBD i / JUI' H • JUlf' H 

9MP!fm!,IQ CIIMD 
TABLIT, IXTINDBD RBLDSI; ORAL 

l9VJeR 
>..alll..> 11 + 3M 1Uli 
>..1112..> 9VPPPl!II S:IND 
>.Alm..> II IIIVANID 1Uli 
>.Alm..> 

OXYBUTY)fIN CHLORIDI 

TABLff; ORAL 
p:z:mrM 

I + ALZA 

i -----~ 

QXYTOCIN 

PARICALCITQL 
INJBCTABLI; INJECTION 

ZBMPLAR 
+ ABBOTT 

PARQMOMYCIN SQLFAT§ 
CAPSULE; ORAL 

I i'1til,:,:•• 
II + PAIUCBDALE 
II 

QIQM011JCII SULPATf 
> ..1112,.> M CAR.ACO 
>_ADIL> 

me 
II 

0.00SMG/ML 

10 2§019 IYI 

1112157 001 

11602H 00'\ 
JUN 19, 1998 

Iii. 
lf17577 001 -~..,. 

mm1m 
lf182'1 001 

N20819 001 
APR 17, 1998 

lffD.t.tm 
IH».ft:)Hl 
lfli0521 001 
11162310 001 

116'171 001 
JUN 30, 1997 

PAROMQMYCIN SQLPAD 

>.R!iI..> II 
>.R!,I.. 

•·1ul'ai'M 

P§NTOSAN PQLXSQLfATI SQDIJJM 
CAPSULE; ORAL 

EI.MIRON 
+ ALZA 

i-.t~ 

PBRM§THRIN 
CIUUIM; TOPICAL 

&mD 
y + ALLERGAN 

UUl'l'Pilf y AI.PHARMA 

@ 

PHENTERMINE HYDROCHLORIDE 

CAPSULE; ORAL 
ji Pqgmg:g BCL 

@ 

l00MG 

lHM 

ll 

ll 

l'ffliU§.R 
S0MG;S00MG 

#HM 
37.SMG 

33 

lfl9855 001 
AUG 25, 1989 

lf74801i 001 
JAN 23, 1998 

dlll1II 
Nl9358 001 

AUG 31, 1990 

.-tll!■ 
N88414 001 

OCT 19, 1983 



U DaVG ,aODUC't Liff / COIIULA'HVII IUHLll!Dft lffiDD 6 / JU' H - ..,_, H 34 

PHpiTp.MIQ HYpROCllLORIPI 
TMLBT; ORAL 
i~IDHCL 

• 

PIPI9WIQ J1ISYIMI 

-30MG 

INJBCTMLI; INJICTION 
Pll!"MllP WNU 

K UDrom> MfYDL 
pmm 

K + 1'0VARTIS MfYDL 

PDmOLQie 
TMLBT; ORAL 

• 2 .. d!illliiiiiili!I -• -• SMG 

• lOMG 

• -II -H WATSON LABS -H um 

PIPQACILLIR! SQPIQM; IMOMC'.\'»J SQPIQM 
INJBCTMLI; INJICTION 

ZOSYN IN PLASTIC CONTAIND 
+ LmlllmLB IQ 4 OMG IBASB/ML; 

IQ SMG IBASB/ML 

1188605 001 
SIP 28, 1987 

1140235 001 
MAR 11, 1998 

1108278 003 

N7U25 001 
APR 28, 1993 

N74125 002 
93 

117'437 001 
PD 27, 1995 

llf"IU37 002 
PD 27, 1995 

N507S0 001 
PD 24, 1998 

PIPQACILLIN SQPIQM; IAZQMC'.\'»J SQPIQM 
INJBCTABLB I INJBCTION 

ZOSYN IN PLUTIC CONTAIND 
+ LBDDLB IQ 4GM IBASB/lOOML; 

IQ SOONG IBASB/lOOML 

+ 

PIROJICM 
CAPSULB; ORAL 

II 2~ 

• 
H 

H 

WATSON LABS 

IQ 60MG IBASI/ML; 
IQ 7 • SMG IBASI/ML 

--um 
llli 

N50750 003 
FD 24, 1998 

N50750 002 
FD 24, 1998 

llf74H0 001 
SBP 29, 199S 

llf74H0 002 
Sli:P 29, 199S 

PQLYBTJJYLIIU GLYCOL 3350; POTASSIUM CHLQBIQI; SQPIQM 
IICARBOftAD; SODIUM CHLQBIPI: SQPIUM SULPAII, NfflYPBOUS 

Ii 

• 

PQLYMYXIN B SJJLFAD 

• 
• K + 

236GM/BOT;2.97GM/BOT;6.74GM/BOT; 
S.86GM/!30'1';22.74GM/BOT N73098 001 

AUG 31, 1993 

•mwm 
N62036 001 

lffl!!ffl''~ft:.,e: .._.i.lm 
lf607Ui 001 



.-------------------f.i[IP,,/!i:Wiiillll'"•"''"''''_.--, ·-~·"~----

U HUQ lPllODUc:'1' LH'l' / c:mmLl.'l':tvll SUHLIINDT fflDiUlt 6 / JAN' 98 • Jmf' 98 35 

PQLJ!MtJN I sutf-lD 

• ffl???InMMiMp ~'9 
·-- --- --- ·--- - N61578 001 

t::.~ 

ii 

• 100,000,000 UNITS/BOT N624SS 001 
JtJL 27, 1983 

POLJMYXIN I Stn.fAD; IBJHffiOPRIM Stn.fAU 

u 
SOLUTION/DROPS; OPHTHALMIC 

PWl'fffQDI sutfAJI MP 
ALCun 

MH211 001 
APR 13, 1998 

PQTM§JW Q:ILOR.IDI 
INJBCTULB; INJBCTION 

II ■fl 11,1Lii 
PQTMSIQM CHLORJDI; SQDIW Q:ILOR.JDI 

INJBCTULI; INJBCTION 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.0751 IN 

PLASTIC CONTAINER 
@ B BRAUN 7SMG/100ML;900MG/100ML -- ,a1:ta&~:n81nN 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.15' IN 

PLASTIC CONTAINER 
19 B BRAUN 1SOMG/100ML;900MG/100ML N18722 ,.,. Wiiil~l~ii'.ciit ::' 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.221 IN 

PLASTIC CONTAIND. 
19 B BRAUN 220MG/100ML;900MG/100ML N18722 003 

NOV 09, 19112 

PQTM§JW CHLQRIPJ/i; §QPJW CHLQRIPI 
INJBCTABL11 INJECTION 

SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.221 IN ~na,ic CONTAINER SRlii'Mi=iJi.WiiM ....... 

SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.3' IN PLASTIC 
CONTAIND. 

@ B BRAUN -- 300MG/100ML;900MG/100ML Nl8722 004 
H 

~1-~:-iffMl . 

PRMU'RQLI PJIM>ROCHLQRJPI 
TABLET; ORAL 

MIRAPBX 
PHARMACIA AND UPJOHN O.SMG 

fgpNISQLONI 
SYRUP; ORAL 

•u-wm 
M fflllPHARMS 

rm.op 
M + MURO 

• I 

PRIMIDQNI 
SUSPENSION; ORAL 

MYSOLINB 
+ BLAN PHARMA * jijfifiin81t 

TABLET; ORAL 
m®m II + BLAN PHARMA 

1sm,m 

iwtm 

-= SMG 

iiliil 

ll2li 

N20667 006 
PD 12, 1S911 

1140192 001 
MAY 28, 19911 

11190111 001 
PD 04, 1986 

liUDiHM 
!i!.2l1,:,W ~'*-•w.-.~. 
N80339 001 

Nl0401 001 
'-da1dM.t 

H09170 00J 



u DRUG HODUC'f Lift / ~·Hw ll'O'tlPLllllll'ln mmu G / JU• H - Jffll• H 

DIMJDOQ 

Ol 

fRQCAIWJPI HYDRQCHLORIPI 

TABLBT, BXTDl'J)BD RBLBASIII; ORAL 

Ii "IIIIF'D 
• 

• ~ • 
IPlltOCD ft 

I 
Ii j 

H + PARDDALIII 
H + 

H + 

PRQCHLORPQAZIQ IQJSYLA'fl 

INJlllCTABLlll; INJIIICTION 

.. 
SOONG -2SOMG 

-.llti!I!! 
ll9.m 

li! 

ii "illf'Wm 1PiffiiPflttfW'W 

• EQ SMG BASIII/ML 

DQCHI.,QR.PlfflJQ tlALPII 
TABLBT; ORAL 

nocm.oupy:pp PI·lm 
H TRIGDI 19 519 WR 

N89284 001 
JUN 2:3. 1911f; 

N88958 001 
DIC 02, 1985 

PJIHOGS 001 
1187510 001 

APR 01, 1982 
1188489 001 

JAN 16, 1985 

N896'15 001 
DIIIC OS, 1988 

1140268 001 
FEB 27, 1998 

H 

nogu,.oppym MAJ.tMII 

TABLIIIT; ORAL 
U9SIWMP1t:l!P INMD 

TRIGDI 19 lM WI 

H 

H 

ZENITH GOLDLitm 

PRQG§STJROQ 

CAPSULIII; ORAL 
PROMBTRIUM 

+ SCHIIIRING PLOUGH 

PRQME'HAZIQ, HYDROCHLORIDE 

INJIIICTABLIII; INJIIICTION 

II flilltMlm & 

• • 
• 

PRQPOXYPHm HYDROCHLQRIDIII 

• • 
DOPWQLOL HYPRQCHLORJPI 

TABLf:T; ORAL .... m't:ar' & . ~--· 

19WWI 

191om w111 

lOOMG 

,.,, 
tfflMl 
2SMG/Mt 

SONG/ML 

-65MG 

-

31i 

!N02H 002 
RB 27, 1998 

llf40162 001 
JAN 20, 1998 

IH0162 002 
JAN 20, 1998 

N19781 001 
MAY 14, 1998 

N89463 001 
MAY 02, 1988 

N89477 001 
MAY 02, 1988 

mm.rm 
N83278 001 

.111.,: 



U DllUG HODUC'l' Liff / CUIIULA'l'IVB SUPlPLIDID'l' IIIUIDD Ii / JAIi' 98 - Jmr' 98 

PRQfflN!OLOL UXPJsOCHLQRIPI 

TABLET; ORAL 

II °lf82LR -II -II -II -II -• lOMG 

• 20MG 

• 40MG 

• 60MG 

• 80MG 

• 90MQ 

gyINIPil!I ~Yl!l!II 

TABLET; ORAL 

II ~illlr .. • 200MG 

TABLET, BXTDDED ULEASl!I; ORAL 
mmmm 

>~> !I t -~dl. ->...PI,iI_> • il ~ . 

!Wll_TIPil!I HYDROCHLORIDE 

SYRUP; ORAL 
ZAlll'r..\\C 
lDtoff-.-

+ 

ilMmidMil.ii 
BQ lSMG BASE/ML 

N716S8 001 
JUL OS, 1988 

N71687 001 
JUL OS, 19118 

N716118 001 
JUL OS, 1988 

N72197 001 
JUL OS, 1988 

N71689 001 
JUL OS, 1988 

N72198 001 
JUL OS, 1988 

-.im 
N84003 001 

IJJl127!16 002 
mt.Rim 

WJiIPJl!I HYDROCHLORIDE 

TABLET; ORAL 
IIWIIJ'IPPfl P y IWIBAXY 

y 

RIFIIMPIN 

CAPSULE; ORAL 
IH'APW 

BO 15M IYI 

IA 300119 WI 

>..MP..> y 

>..MP..> y 
>..MP..> 

HOECHST MARION RSSL 
IIFWII 

EON 

.ll2!i 

mM 

>..MP..> 

>..MP..> 
>..MP..> 
>..MP..> 
>..MP..> 

>ADD> 

>ADD> 
>ADD> 
>..MP..> 
>..MP..> 
> ADD > 
>ADD> 

> ADD > 
>APP> 
>..MP..> 
>..MP..> 

RIFAPENTINE 

TABLET; ORAL 
PRIFI'IN 

+ HOECHST MARION RSSL lSOMG 

RISEDRONATE SODIUM 

TABLET; ORAL 
ACTONEL 

+ PROCTER AND GAMBLE 30MG 

RIZATRIPTM BENZOATE 

TABLET; ORAL 
MAXALT 

MERCK 

+ 

EQ SMG BASE 

EQ lOMG BASE 

TABLET, ORALLY DISINTEGRATING; ORAL 
MAXALT-MLT 

MERCK EQ SMG BASE 

37 

1175000 001 
JAN 30, 1998 

1175000 002 
JAN 30, 1998 

IH2303 001 

NH150 002 
JAN 02, 1998 

N21024 001 
JUN 22, 1998 

N2083S 001 
MAR 27, 1998 

N20864 001 
JUN 29, 1998 

N20864 002 
JtTN 29, 1998 

N2086S OO:. 
JUN 29, 1998 



U mtVG ftODVC'l' L?l'l' / cmlULA'l'lff ltJHLDIDft' lffl'mlD II / JD' H - Jml' H 

>..APP...> 1,1p.mn,y UQOAD 

>..APP...> 
>..APP..> 
>---> 
>---> 

TABLBT, ORALLY DISilffBGRATDfG; ORAL 
MXALT•MLT 

+ MBllCIC BQ lOMG BASIi 

§ACRQSJPMI 
SOLUTIOtl; ORAL 

SUCRAID 
+ OllPHAH MlllDCL 

SAQUINAVIR 
CAPSULlll; ORAL 

PORTOVASlll 

i. -
♦ 

§ILBGJLJQ HYPROCHLQRIPI 
TABLET; ORAL 

@ILUJLm A 
M lllSI LlllDERLB 

II -
H STASON 

SILQBNAPIL CITRATE 
TABLET; ORAL 

VIAGRA 
PFIZER 

♦ 

8,500 IU/ML 

l'ii~IMlH .. 

200MG 

---
2SMG 

S0MG 

l00MG 

N208SS 002 
JUN 29, 1998 

1120772 001 
APR 09, 1998 

1120828 001 
NOV 07, 1997 

N74H1 001 
AU<3 02,,lm 

iii• 
N7012 001 

APR 30, 1998 

N20895 001 
MAR 27, 1998 

N20895 002 
MAR 27, 1998 

N20895 003 
MAR 27, 1998 

sop1m1 CHLOflIPI 

K 

ii 

K 
K 

I 

INJBCTABLB; IlifJICTIOtl 
fODIJll CIILOUDB 0.45' if aa,ng CQl'J.'AP!P - -----·slL 

·- ;-a~-s-
' @QpIJII cm.oa1pp o.,, 

B BRAUN -
SODIUM CHLORIDE 3\ IN PLASTIC CONTAINER 
@ B BRAUN 3GM/100ML 

i.- !Mt~ 

SODIUM CHLORIDE SI IN PLASTIC CONTAINER 
fl B BRAUN SGM/lOOML 

111:- .,._ 
SODIUM LACTATl,l 

INJECTABLE; INJECTION 
SODIUM LACTATE O .167 MOLAR IN PLASTIC CONTAINER 

K 

:waUN iraia 
@QB;t?¥_!1!CiltU 1/6 N0'1:'1,aimi~ CfflAIQ1t 

• ...,. liffMA!NI 

SODIUM POLYSTYRENE StJLPONATB 
POWDER; ORAL, RECTAL 

ii P™7:" 
M + 

38 

Nl9635 003 .,,i::: 

lilllrit 

imuint 
1111287 001 



U DJtVG HODUCT Liff / CUIIULA'l':tVII IVPPLBNlll'l' lltDIBD 6 / JD' H • Jml' 911 

sopIOM PQLXSTYJUQII §tJLFO@II 

POWDBR; ORAL, IUIICTAL 
Ual 

M PADDOCK 

§QTALQL HYDROCHLQRIQB 

TABLBT; ORAL ·~ 
i 

+ 

§QYBW OIL 

♦Sf(jll/BO'l 

-Ba .. 
120MG 

160MG 

240MG 

INJECTABLE; INJECTION 
:pmALIPJP ~H 

Al + PHARMACIA AND UPJOHN }ll 

Al + 
IIJ!OID III ~!!i 

ABBOTT m 

Al + 
WftILJ!IP l!!i 

B BRAUN !ll 

• j - m 
WTRILIPID i!!I 

Al + B BRAUN m 
ii i. iitilil. m 

1140029 001 
FU 0(, 1998 

N19865 005 
APR 20, 1994 

N19865 002 
OCT 30, 1992 

N19865 003 
OCT 30, 1992 

N19942 001 
DEC 30, 1993 

N20181 001 
JAN 13, 1998 

N19531 001 
MAY .. 28, .. 1993 ·····1::a 

Nl9531 002 
MAY 28 1993 

Jira 

STQPTQMYCIN §YLU\II 
INJECTABLE; INJECTION 

11YM'ONJCII l!MltII 
>..!1212...> Al + PFIZER 

+ 
> ..!1212...> Al 
>..!1212...> 

PHARMA TBK 

SUCCINYLCHOLINB CHLORIDE 
INJECTABLE; INJECTION 

Bi8
~ • 

SUCRALFATE 
TABLET; ORAL 

SUCllLl'A'.l'B 
>..!1212...> !,! RATIOPHARM 
>..!1212...> 

SUFENTANIL CITRATE 

INJECTABLE; INJECTION 
SlJQll'l'A 

Al + AKORN .,_ 

·r-·:~ BQ lGM BASB/2.SML 
19 lGIII WR/VIAL 

~'-'• 

l,GIII 

BQ 0.0511m BASB/JIL 

1r=1a-w:=:MiZG 

SULFACETAMIDE SODIUM 

SOL.P.'f;IQ~/DROPS; OPHTHALMIC 
> DLT > 
> DLT > 
>..!1212...> 

···.···'W' ······· • .. - m 
@ 10, 

39 

N6007& 001 
Ritiiitm 
N60111 001 
IIH210 001 

JUN 30, 1998 

iffli1lffl 
N08847 001 

N74U5 001 
JUN 08, 1998 

Hl9050 001 
MAJ!: .. 9.~, .. J .. ?./!.~ 
.... ~-!JMMI 
MY:/U,fi':l::fN 

n11utm 
N80025 001 



I 
U DllVG HODU'C'l' Liff / cmmLa'HVIII SUlPfLIIBlff mmD i / JD' H • Jim' H 

SULPAMBTlfOWOLI; 'fBI¥fHQfflIM 

II 

Ii 

;ORAI. 

- ~::~ 

H 

H 

fPW'MffllOWAAI MP 'l'lfflvm.m 
TBVA .....,,.._...,.....,.,40MG/5m. 

I 
H 
H 

SULFASALAZINE 

ii 
@ 

TACRINE HYDROCHLORIDE 

CAPSULE; ORAL 
COGNEX 

Nm\il.Ws 

*-

20QE/5m.,401Q/5m. 

mm 
SOONG 

•ntataa 
1o:a.-.:rm1 
i6tiR"!'wi 
itM~?mi 

PARJCB DAVIS PHARMS EQ l0MG BASE 

BllH12 001 
JAN 28, 1983 

BllH12 002 
JUM 10, 1983 

> DLT > 
> DLT > 
>.J2L!...> 
> DLT > 

M18242 001 >ADD> 
N18242 002 >..,AD!L> 

> ADD > 
>ADD> 

aiallll 
N89339 001 

OCT 26, 1987 

N20070 001 
SEP 09, 1993 

> DLT > 
>75i:T"> 
>JU>i5'""> 
>ADD> 

Il+CBJNE JM>RQCHLORJPI 
CAPSULE; ORAI. 

COGNU 
PARJCB DAVIS PIWUIS 

+ 

TACRQLIMQS 

CAPSULE; ORAL ~ra1. 
if. 
+ FUJISAWA HLTHCARE 

+ 

INJECTABLE; INJECTION iPR.,_ 
+ FUJISAWA HLTHCARE 

BQ 20NG BASB 

BQ JONG BASE 

BQ 4 ONG BASE 

liGUifiMU 

111:-:11iiii 
EQ lMG BASE 

EQ SNG BASE 

11t:dcn._.• 
EQ SNG BASE/ML 

TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT 

INJECTABLE; INJECTION 
TECHNETIUM TC 99M ALBUMIN AGGREGATED KIT 

BS DRAXIMAGB N/A .. •••Nm1e- •t• 
TECHNETIUM TC-99M DISOFENIN KIT 

INJECTABLE; INJECTION 
HBPATOLITE - 111 

.., 

N20070 002 
SEP 09, 1993 

N20070 003 
SBP 09, 1993 

N20070 004 
SBP 09, 1993 

NS0708 001 
APR 08, 1994 

NS0708 002 
APR 08, 1994 

iii■ 
NS0709 001 

APR 08, 1994 

Nl7881 001 
DBC 30 1987 

.11111■ 



TECHNETIUM TC-99M DISQFENIN KIT 

INJECTABLE; INJECTION 
HBPATOLITB 

DUPONT MERCK N/A 

TECHNETIUM TC-99M GLUCEPTATB KIT 

INJECTABLB; INJECTION 
tJCPISCN! GLVCBHAD 

Al DRAXIMAGB ILA 

II --~)- & 

TECHNETIUM TC-99M LIDQFBNIN KIT 

INJECTABLE; INJECTION 
TBCHNBSCAN HIDA 

DRAXIMAGE N/A 

_. m 

TECHNETIUM TC-99M MEDRONATE KIT 

INJECTABLE; INJECTION 
TBCJDIBSCAH NDP ltIT 

ti l.;i~-... ,.......... ILA • . ·. -r ... a_. • 
TECHNETIUM TC-99M PBNTETATB KIT 

INJECTABLE; INJECTION 
ma 

!t DRAXIMAGE ILA 

• - -

U DJlVG PJlOI>VC'l' LIST / CUIIULATIVB SUPPLBIIIDIT mnmu 6 / JAIi' 98 - Jtm• 98 

Nl8467 001 
MAR 16, 1982 

~!;,,,LQ}, 
~~==~ 

TECHNETIUM TC-99M SULFUR COLLOID KIT 

ii 
@ 

TERAZOSIN HYDROCHLORIDE 

CAPSULE; ORAL 
IIY"l'RP! 

!I ABBOTT 

!I + 

!I 

!I 

TBllZOSDI UCL 
!I GENEVA PHARMS 

!I 

!I 

!!!! 

TERBINAFINE 

GEL; TOPICAL 
LAMISIL 

+ NOVARTIS 

TESTOSTERONE 

n 
+ 

ill 
if/A 

llllQ UIG WB 

llllO 21@9 WI 
11110 SIG WB 

BQ l0NG WI 

BQ lll9 WI 
llllO 21@9 WI 
BQ SIG l!WIB 

BQ l0NG WB 

lt 

TRANSDERMAL 

lWiiittm 
2.SMG/24HR 

41 

n,mtm 
Nl7858 001 

N20347 001 
DEC 14, 1994 

N20347 002 
DEC 14, 1994 

N20347 003 
DEC 14, 1994 

N20347 004 
DEC 14, 1994 

lil'1H23 001 
MAR 30, 1998 

lil'1H23 002 
MAR 30, 1998 

lil'1H23 003 
MAR 30, 1998 

lil'1H23 004 
MAR 30, 1998 

N20846 001 
APR 29, 1998 

..,. 
N20489 001 

SEP 29, 1995 



"' 

>---> 
>---> 
>...PL't..> 
>..mJ_> 

l'ITM&JCLIP HJPBOCHLORJPI 

• 
ii I --
ii 

• 

Ii: 
BC 

• 
• 

l0OMG 

200MG 

. RELBASB; ORAL 

• 
• 

TABJ..BT; ORAL 
QUIBRON•T 

+ MONARCH PHARMS 

i n'ill"ili.itilaB 

--125MG 

250MG 

300MG --
TABLST, BXTlimDIW RELDSB; ORAL 

00iaA lHil 
MONARCH PHARMS 300MG 

U HUCI IPllODUCT LHT / CUIIUL.ILTlVB 81JIPl'Lamrr 11m1U1t S / JU• H • .nm• H 

N50378 003 
7 

N85545 001 
JOI, 31, 1984 

N83921 001 
JOI, 31, 19H 

N86826 001 
JAN 29, 1985 

N86826 002 
JAN 29, 1985 

.11111 
N87563 001 

JUN 21, 1983 

I 
I 

Ill PARDDALB 

• • 
THIQRIQAZIQ HYpRgCHI,QRJPI 

CONCBNTRATB; ORAL 
moupum m. 

M PHARM ASSOC 

TIRQfIW ffYPROCHLQBJPI 
INJBCTABLB; INJBCTION 

AGGRASTAT 
+ MDCX 

+ 

TOLCI\PONB 

TABLBT; ORAL 
TASMAR 

ROCHB 

+ 

TOLTJROPIQ '!'ARTRATI 

TABLBT; ORAL 
DBTROL 

lOM/VIAL 
5GN/VIAL 
l0GN/VIAL 

lOOMLffle 

BQ 0.05MG BASS/ML 

BQ 0.25MG BASB/ML 

l00MG 

200MG 

PHARMACIA AND UPJOHN lMG 

+ 2MG 

43 

:::Ill 
Hffl 

N07600 003 
N07600 005 
N07600 009 

R.0213 001 
MAY 29, 1998 

N20913 001 
MAY 14, 1998 

N20912 001 
MAY 14, 1998 

N20697 001 
JAN 29, 1998 

N20697 002 
JAN 29, 1998 

N20771 001 
MAR 25, 1998 

N20771 002 
MAR 25, 1998 



>..Pa> 

lU DRUG PRODUCT LIST/ CUNULATIVII SUPPLIIIIIDrr mJIIBBll 6 / JAH'98 • Jtm'98 

TQRSIMJPI 
INJECTABLE; INJECTION 

~D8miltaau~ i8R 
+ ROCHE 

I 
ROCHE 

+ 

TRETINQIN 
CIUUIM; TOPICAL 

...... , ~All,··········· II ...... .UN 

A! 

GEL; TOPICAL 
AVITA 

BX PBNBDBRM 

l0MG/ML 

-ta -MiN 

5MG 

l0MG 

20MG 

l00MG 

-.L.2m 

0.0251 

thffli 

;°i.fa\ti if.fift 
BX + JOHNSON AND JOHNSON 0.0251 

SOLUTION; TOPICAL 

,.;~,,,· ~ }{' .. ,JI. •im 

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

N20137 002 
AUG 23, 1993 

............. ,.. ................................. -.-.-. 
N20136 001 

AUG 23, 1993 
N20136 002 

AUG 23, 1993 
N20136 003 

AUG 23, 1993 
N20136 004 

AUG 23, 1993 

fi'Bfi.Ntli 
N17579 002 

fifflilffl 

'l'RBTINQIN 
SOLUTION; TOl'ICAL 

Y'Uilf•A 
>..Al2!L> AI 
>_Al2!L> 
>..Al2!L> AI 
>_aim_> 

+ JOHNSON AND JOHNSON 
TmINQnt 

COPLEY PHARM 

.2.:...2.ll 
0.05111 

>....W...> 
>....W...> 
>....W...> 

TRIAMCINOLONE ACETONIDE 

CREAM; TOPICAL 
ftUIICP!QLOP ACBTQNIDB 
9 ALPHARMA O • 0251 

ii - -
TRIFLOOPBRAZINB HYDROCHLORIDE 

TABLET; ORAL 
PJlLUOPBWm BCL 

A! ZENITH GOLDLINB 

A! 

ii 
II 

mitil .. 

19WWB 

B02NGWB 

lf'='.:f#PfM 
MPKiM 

TRIHBXJPHBNIDYL HYDROCHLORIDE 
TABLET; ORAL 

ftIIPJlfflll!IDYL BCL 
A! CIRCA -A! -

--

43 

Nl6921 001 

N74873 001 
JUN 19, 1998 

001 

N401H 001 
FEB 06, 1998 

NCOlH 002 
FEB 06, 1998 

~f:ffl 



>ADD> 
>7i.i5i>> 
> ADD > 

ll DRUG PRODUCT LIST/ cmmt.ATIVB SUPPLIMINT NUIIIIBR 6 / JAN'98 - JtJN'98 44 

TRIMETHAPHAN CAMSYLATE 

INJECTABLE; INJECTION 
ARFONAD 
@ ROCHE 

TROGLITAZONE 

TABLET; ORAL 

"'"' 
0

:lll=·='»l-""""'"" Bil . . ::::i-iftv.~ 

• 
ii 
!! PARKE DAVIS PHARMS 

!! 

!! 

TROPICAMIOE 

50MG/ML 

.. 
HR 
IIM 
200MG 

300MG 

400MG 

SOtUTION/DROPS; OPHTHALMIC 
TJI.OPICAIIIDB 

ll W ll 
@ Ur 

UROFOLLITROPIN 

INJECTABLE; INTRIIMUSCOLAR 
PERTINEX 

+ SERONO 75 IO/AMP 

•~-~~ 150 IO/AMP ~--
i. 

tifiiftR 

:tlf.tmm 

N08983 001 

• 1120720 001 
JAN :Z9, 1997 

1120720 003 
AUG 04, 1997 

1120720 002 
JAN 29, 1997 

.. ,=1~r., 
N88447 001 

AUG 28, 1985 

Nl9415 002 
SEP 18, 1986 

Nl9415 003 
SBP 18, 1986 

VERAPAMIL HYDROCHLORIDE 

INJECTABLE; INJECTION 
VBRAPAIIIL HCL 

lt -
ii 

@ 

@ 

VIDARABINE 

INJECTABLE; INJECTION 
VIRA·A 
i i~Iiifu 
@ PARKEDALE 

OINTMENT; OPHTHALMIC 
VIRA·A ; -rm.wt 

+ PARKEOALE 

tiWt& 
UMM 
2.5MG/ML 

2.5MG/ML 

jg''''\!iitii~t:~tffll 
EQ 187.4MG BASE/ML 

at 
n 

WATER FOR INJECTION, STERILE 

LIQUID; N/A 

.... #1:fflJdi)fl 
F:ll::::itt:tl$.:iU 

idlUSHHU'. 
9.ii''faih\'Jl~l1i 

N72233 001 
FEB 26, 1993 

N73485 001 
SEP 27, 1993 

ij#.~i'dij$ 
N50523 001 

isii'fi':':®i 
N50486 001 

STBRILB 1fATBR l'OR INJBCTIOlf IN PLASTIC COlfTllNBR 
M. B BRAUN 100\ N19633 001 

• - HM ~~H.~lii 

~ 



-----------------------------------------------------------------------------·-·--------.. 

> ADD > 
> ADD > 
>...AQ!L> 
>ADD> 
>...AQ!L> 
>...AQ!L> 
>...AQ!L> 

OTC Dllt7G PRODOCT LIST / CUIIULATIVB SVPPLBNIDIT IIUNBft 6 / JAN' 98 • JUlf' 98 

ACBTAMINQPHBN; ASPIRIN; CAPPBINB 
TABLIT; ORAL 

BXCBl>RIN (MIGRAINE) 
+ BRISTOL MYBRS 250MG;250MG;65MG 

ALUMINUM HYJ)ROXIQE; MAGNESIUM TRISILICATE 

ORAL 

-i~ 
80MG;20MG 

+ 160MG;40MG 

GAVISCON-2 
iii 1a1i':a:tn•~==1m 1Jw1~=-

CHLQRHJXIQINB GLUCONATE 

SOLUTION; TOPICAL 
CHG SCRUB 

ECOLAB 

--~ ms 
CIDA-STAT 

ECOLAB 

~~we 

CIMETIDINE 

TABLET; ORAL 
CIMETIDINE 

LEK PHARM 

NOVOPHARM 

4t 

ti 

2' 

:at 

lOOMG 

200MG 

200MG 

>_ADIL> 
N20802 001 >_ADIL> 

JAN 14, 1998 >_ADIL> 
>..ADIL> 
>_ADIL> 

---Nl8685 001 
DEC 09, 1983 

Nl8685 002 
DEC 09, 1983 

.Ji .... /N 
MiCfHl••'-

Nl9258 002 »ii 
Nl9258 001 

JD~ii! 

N75122 001 
JUN 19, 1998 

N75122 002 
JUN 19, 1998 

N74961 001 
JUN 19, 1998 

>..ADIL> 
>_ADIL> 

CIMBTIQINB 
TABLIT; ORAL 

CIMBTIDINB 
PERRIGO 

PHARM FORM 

TORPHARM 

CLOTRIMAZOLB 
TABLET; VAGINAL 

GYNIX 
COPLEY PHARM 

IBUPROFEN 

SUSPENSION; ORAL 

lOOMG 

200MG 

lOOMG 

lOOMG 

CHILDREN'S ADVIL-FLAVORED 
~ -:-}q~ , __ 

SUSPENSION/DROPS; ORAL 
PEDIATRIC ADVIL 

lOOMG/SML 

+ WHITEHALL ROBINS lOOMG/2.SML 

TABLET; ORAL 
IBUPRIN 

itiiwi:\tiiidw ~~ 

@ 200MG 

TABLET, CHEWABLE; ORAL 
JUNIOR STRENGTH MOTRIN 
~ l~ 

+ lOOMG 

H 

N74972 001 
JUN 19, 1998 

N74963 001 
JUN 19, 1998 

N74948 001 
JUN 19, 1998 

N73249 001 
FEB 13, 1998 

---N20589 002 
NOV 07, 1997 

N20812 001 
JAN 30, 1998 

-l■i■ N71773 001 
JUL 16, 1987 

..... !IO#J.i¥t♦.l.#. 
li'NIU.tttffl 

N20601 003 
NOV 15, 1996 



OTC DllUQ HOJ>UCT LIST / CUHULATIVB SOHLIDIDT mnmn Ii / JU' 98 • Jmf' 98 

MICONAZOLB NITRATE 
CREAM; ,•.;.GINAL 

MONISTAT 3 
+ ADVANCED CARE PRODS 41 

MINOXIDIL 
SOLUTION; TOPICAL 

MINOXIDIL (FOR MEN) 
NUPHARM 21' 

MINOXIDIL (POR 1fOMBN) 
ND PHARM 2't 

NICQTIU 

FILM, UTBNDID RBI.BASE; TRANSDDNAL 
NICOTROL ;- ,.._ 

+ PJW'tMACIA AND UPJOHN 1SMG/16HR 

RIINITIDIQ HYDROCHLORIDE 
TABLBT, BFFIRVBSCBNT; ORAL 

ZANTAC 7S 
+ GLAXO nLLCOMB BQ 7SMG BASE 

N20827 001 
MAR 30, 1998 

N74924 001 
APR 29, 1998 

N74924 002 
APR 29, 1998 

1120S36 001 
JUL 03, 1996 

112074S 001 
RB 26, 1998 

H 



47 
DRUG PRODUCTS WITH APPROVAL UNDER SECTION 505 OF THE ACT ADMINISTERED BY THE. 

CENTER FOR BIOLOGICS EVALUATION AND RESEARCH UST 

CUMULATIVE SUPPLEMENT NUMBER 6 JUN '98 

NO JUNE 1998 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 June 1998 

Name 
Generic Name 
TN=Trade Name Indication Designated 

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

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

Aldesleukin 
TN= Proleukin 

Aliperetinate 
TN= Panretin 

Treatment of metastatic 
melanoma. 

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. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Appr.oval 

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

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

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 

DD::09/10/1996 
MA=0l/09/1998 

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

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



Name 
Generic Name 
TN=Trade Name 

Amifostine 
TN= Ethyol 

Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Indication Designated 

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

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

U.S. Bioscience, Inc. 
One Tower Bridge 
100 Front Street, 
Suite 400 
Conshohocken, PA 
19428 
DD=0S/12/1998 

49 

Arsenic trioxide Treatment of acute promyelocytic PolaRx, Inc. 
TN= 

Basiliximab 
TN= Simulect 

Beclomethasone 
di propionate 
TN= 

Benzydamine 
hydrochloride 
TN= Tantum 

Bindarit 
TN= 

leukemia. 

Prophylaxis of solid organ 
rejection. 

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

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

Treatment of lupus nephritis. 

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

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 07936 
DD=12/12/1997 
MA=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 
DD=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 
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Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Name 
Generic Name 
TN=Trade Name lndicatioa Desinated 

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

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

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

Filgrastim 
TN= Neupogen 

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

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

disease. 

Hydroxyurea 
TN= Droxia 

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

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Orphan Europe 
Immeuble "Le 
Guillaumet" 
60 avenue du President 
Wilson 
92046 Paris 
France, 
DD=0l/20/1998 

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

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

Amgen, Inc. 
1840 DeHavilland Drive 
Thousand Oaks, CA 
91320 
DD=l1/07/1996 
MA::04/02/1998 

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

Bristol-Myers Squibb 
Pharmaceutical 
Research Institute 
P.O. Box 4000 
Princeton, NJ 08543 
DD=10/01/1990 
MA=02/2S/1998 
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Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Name 
Generic Name 
TN=Trade Name 

L-baclofen 
TN= 

Lepirudin 
TN= Refluden 

Liposomal 
Cyclosporin A 
TN= Cyclospire 

Indication Designated 

Treatment of trigeminal 
neuralgia. 

Treatment of heparin-associated 
thrombocytopenia type II. 

For aerosolized administration 
in the prevention and treatment 
of lung ~llograft rejection 
and pulwr 1ary rejection events 
associated with'bone marrow 
transplantation. 

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

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

Spoasor & Address 
DD= Date Desigaated 
MA=Marketing Approval 

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

Hoechst Marion Roussel 
Frankfurt am Main 
Germany 
DD=02i13/1997 
MA=03/06/1998 

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

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

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

Drive 
60044 

Drive 
60044 



Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Name 
Generic Name 
TN=Trade Name Indication Designated 

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. 

Pentostatin 
TN= 

Phenylacetate 
TN= 

Pilocarpine HCl 
TN= Salagen 

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 xero~tomia and 
keratoconjunctivitis sicca in 
Sjogren•s syndrome patients. 

Prostaglandin El Treatment of Fontaine Stage IV 
encl ester 
(AS-013) 
TN= 

chronic critical limb ischemia. 

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

Recombinant Treatment of immune 
humanized thrombocytopenic purpura. 
monclonal 
antibody sea 
TN= 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Mylan Laboratories, 
Inc. 
781 Chestnut Ridge 
Road 
P.O. Box 4310 
Morgantown, WV 26504 
00 .. 07/18/1990 
MA=06/05/1998 

SuperGen, Inc. 
Two Annbel Lane, Suite 
220 
San Ramon, CA 94583 
00=03/27/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
00 .. 03/06/1998 

MGI Pharma, Inc. 
9900 Bren Road East 
Suite 300E 
Minneapolis, MN 55343 
00=02/28/1992 
MA=02/ll/1998 

Alpha Therapeutic 
Corp. 
5555 Valley Blvd. 
Los Angeles, CA 90032 
00=06/12/1998 

Xoma Corporation 
2910 Seventh Street 
Berkeley, CA 94710 
00=06/22/1998 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
00=02/03/1998 
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Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Name 
Generic Name 
TN=Trade Name 

Recombinant 
humanized 
monoclonal 
antibody Sc8 
TN= 

Rifapentine 
TN= Priftin 

Rifaximin 
TN= Normix 

Indication Designated 

Treatment of systemic lupus 
erythematosus. 

Treatment of pulmonary 
tuberculosis. 

Treatment of hepatic 
encephalopathy. 

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

Sacrosidase 
TN= Sucraid 

Sodium 
phenylbutyrate 
TN= 

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. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

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

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

Orphan Medical, Inc. 
13911 Ridgedale Drive 
Suite 475 
Minnetonka, MN 55305 
DD=12/10/1993 
MA=04/09/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
DD 2 04/24/199B 
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Orphan Product Designations and Approvals List 
January 1998 through June 1998 

Name 
Generic Name 
TN=Trade Name 

TAK-603 
TN= 

Tacrolimus 
TN= Prograf 

Tetrabenazine 
TN= 

Thalidomide 
TN• 

Thymalfasin 
TN= Zadaxin 

Tiapride 
TN• 

Indication Designated 

Treatment of Crohn's disease. 

Prophylaxis of 
graft-versus-host-disease. 

Treatment for moderate/severe 
tardive dyskinesia. 

Treatment of primary brain 
malignancies. 

Treatment of DiGeorge anomaly 
with immune defects. 

Treatment of Tourette•s 
syndrome. 

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

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

Lifehealth Limited 
Richmond House, Old 
Brewery Court, 
Sandyford Road 
Newcastle upon Tyne 
NE2 lXG England 
DD=0S/12/1998 

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

SciClone 
Pharmaceuticals, Inc. 
901 Mariner's Island 
Blvd. 
San Mateo, CA 94404 
DD=0l/08/1998 

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

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



DRUG PRODUCTS WHICH MUST DEMONSTRATE IN JIIJ/0 BIOAV AILABILITY ONLY 
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO JUNE 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, 
18TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING SCHEDULE. NEW 
INDICATIONS AND PA TENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW DOSING SCHEDULE 

D-38 CONTINUOl IS INFUSION A~ AN AL TERNA TE METHOD OF ADMINISTRATION 
D-39 CHANGE IN TIME TO TAKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 

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

D-40 ONCE-A-DA\' DOSING REGIMEN 
D-41 DRllG MAY BE DOSED RIGHT BEFORE A MEAL OR AN\' TIME UP TO JO MIN BEFORE EATING OR 

DRINKING FOOD AND BEVERAGES THAT WOULD BE EXPECTED TO CAUSE SYMPTOMS 
D-42 TEN DAY DOSING REGIMEN FOR'TRIPLE THERAPY, PREVACID IN COMBINATION WITH 

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

NEW INDICATION 

1-212 TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH SJOGREN'S SYNDROME 
1-213 TEMPORARY RELIEF OF PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING CORNEAL 

REFRACTIVE SllRGERY 
1-214 TREATMENT OF OSTEOPOROSIS 
1-215 PRE-PRO<:EDURAL APPLICATION TO ADULT MALE GENITAL SKIN PRIOR TO SITE-SPECIFIC 

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

MAINTENANCE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH COPD, INCLUDING 
CHRONIC BRONCHITIS AND EMPHYSEMA 

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

1-218 l!SE m,· LIPITOR AS AN ADJUNCTIVE THERAPY TO DIET FOR THE TREATMENT OF PATIENTS WITH 
ELEVA TED SERUM TRIGLYCERIDE LEVELS (FREDERICKSON TYPE IV) 

1-219 llSE OF LIPITOR BY PATIENTS WITH 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 01-' THE Nr,:ED OF SURGERY 

1-222 PREVENTION OF ISCHEMIC COMPLICATIONS OF UNSTABLE ANGINA AND NON•Q-W AVE 
MYOCARDIAL INFARCTION, WHEN CONCURRENTLY ADMINISTERED WKTH ASPIRIN 

1-223 liSE IN THE S\'MPTOMATI{: 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 MANAGEMENT OF THE 
NASAL SYMPTOMS OI• SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-225 I iSE IN PATIENTS WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF 
RECl IRRENT Ml, MYO{'ARDIAL REV ASCllLARIZATION, AND CEREBROVASCULAR DISEASE EVENTS 

1-226 FIRST-UNE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OF THE OVARY IN 
COMBINA'l'ION WITH CISPLATIN 

1-227 SHORT-TERM TREATMENT OF SYMPTOMATIC'. GASTROESOPHAGEAL REFLUX DISEASE (GERO) 



57 

PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

1-228 PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF 75MG TAKEN 30-60 MIN PRIOR TO A 
MEAL 

1-229 PRILOSEC (OMEPRAZOLE), AMOXICILLIN AND CLARITHROMYCIN FOR THE ERADICATION OF 
H. PYLORI IN PATIENTS WITH DUODENAL ULCER DISEASE 

1-230 IN COMBINATION WITH CISPLATIN, FOR THE FIRST-LINE TREATMENT OF NON-SMALL CELL LUNG 
CANCER IN PATIENTS WHO ARE NOT CANDIDATES FOR POTENTIALLY CURATIVE SURGERY 
AND/OR RADIATION 

1-231 TREATMENT OF PATIENTS WITH LOCALLY ADVANCED OR MET ASTA TIC BREAST CANCER AFTER 

U-215 

U-216 

U-217 
U-218 
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-235 

U-236 
U-237 

FAILURE OF PRIOR CHEMOTHERAPY 

PATENT USE CODE 

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

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

METHOD OF PRODUCING ANESTHESIA 
METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUG PRODUCT 
TREATMENT OF PARKISON'S DISEASE 
METHOD OF DIAGNOSIS 
SELECTIVE VASODILATION BY CONTINUOUS ADENOSINE INFUSION 
METHOD OF TREATING PAGETS DISEASE USING ACTONEL 
TREATMENT OF BACTERIAL CONJUNCTIVITIS CAUSED BY SUSCEPTIBLE STRAINS OF 

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

DOSAGE FORM CONTAINING THE PHARMACEUTICAL AND SIMETHICONE 
NASAL ADMINISTRATION 
ASTHMA 
CARDIAC INSUFFICIENCY (CONGESTIVE HEART FAILURE) 
PREVENTION OF ACUTE CARDIAC ISCHEMIC EVENTS 
USE IN PARKINSON'S DISEASE 
METHOD OF TREATING MIGRAINE 
DECREASING MORT/,~.l'~Y CAUSED BY CONGESTIVE HEART FAILURE 
METHOD OF USING RIBAVIRIN TO TREAT VIRAL INFECTIONS IN MAMMALS 
METHOD OF MODULA TING THI AND TH2 RESPONSE IN ACTIVATED T CELLS OF A HUMAN 

COMPRISING ADMINISTERING RIBAVIRIN TO THE T CELLS IN A DOSAGE WHICH PROMOTES THE 
THI RESPONSE AND SUPPRESSES THE TH2 RESPONSE 

TREATING MALE PATTERN BALDNESS WITH 0.05 TO 3 MG/DAY 
METHOD OF PERFORMING NMR IMAGING WITH A PATIENT COMPRISING ADMINISTERING TO THE 

PATIENT AN EFFECTIVE AMOUNT OF CONTRAST AGENT DISCLOSED IN THE CLAIMS 

.. 



PATENT AND EXCLUSIVITY TERMS 

PATENT USE CODE 

U-238 IMAGING A BODY TISSUE AND SUBJECTING TO NMR TOMOGRAPHY, ADMINISTERING AN AMOUNT 
OF PHARMACEUTICAL AGENT FOR AFFECTING THE RELAXATION TIMES OF ATOMS IN BODY 
TISSUES UNDERGOING NMR DIAGNOSIS, WHEREBY THE IMAGE CONTRAST IN ENHANCED .... 

U-239 TREATING OR CONTROLLING OCULAR INFLAMMATION WHICH COMPRISES TOPICALLY 
ADMINISTERING TO THE AFFECTED EYE A COMPOSITION COMPRISING A NSAID, A POLYMERIC 
QUATERNARY AMMONIUM COMPOUND AND BORIC ACID 

U-240 TREATMENT OF ACUTE MIGRAINE ATTACKS 
U-241 FOR SHORT-TERM TREATMENT ACTIVE DUODENAL ULCER. MAINTENANCE THERAPY FOR 

DUODENAL ULCER PATIEI\TS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE ULCER, SHORT­
TERM TREATMENT ACTIVE BENIGN GASTRIC ULCER & GERD, PATHOLOGICAL 
HYPERSECRETORY CONDITIONS 

U-242 USE OF FOLLITROPIN ALPHA ALONE IN IN-VITRO FERTILIZATION 
U-243 TOPICAL ADMINISTRATION 
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PRESCRIPTION AND OTC DIWG PRl'XMJCT 
PATENT AND EXCLUSIVITY DATA 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS ... NUNIER EXPIRES CODE CODE EXPIRES 

?Ml? 020482 004 ACARIOSE;PRECOSE 4904769 FEB 27, 2007 NCE SEP 06, 2000 
020802 001 ACETANINOPHEN;EXCEDRIN (MIGRAINE) NP JAN 14, 2001 
020059 001 ADENOSINE;ADEIIOSCAII 5070877 DEC 10, 2008 U·116 

5731296 MAR 24, 2015 u-221 

Iii 020503 001 ALIUTEROL SULFATE;PROVENTIL·HFA 5766573 · JUN 16, 2015 
> 020511 001 ANLEXANOX;APHTMASOL 5362737 NOV 08, 2011 U·243 

019717 001 ANLQOIPINE IIESYLATE;NORVASC 4572909 JUL 31, 2006 
019787 002 ANLCOIPINE IIESYLATE;NORVASC 4572909 JUL 31, 2006 
019787 003 ANLCOIPINE IIESYLATE;NORVASC 4572909 JUL 31, 2006 
020420 001 ARIUTANINE IIYDROCHLOIUDE;GENESA 5108363 APR 28 2009 u-220 

5234404 AUG 10: 2010 u-220 
5395970 MAR 07, 2012 

?Ml? 020702 001 ATORVASTATIII CALCIUM;LIPITOR 4681893 SEP 24, 2009 U·161 1·218 JUL 10, 2001 
1·219 JUL 10, 2001 

?Ml? 020702 002 ATORVASTATIN CALCIUM;LIPlTOlt 4681893 SEP 24, 2009 U·161 1·218 JUL 10, 2001 
1•219 JUL 10, 2001 

?Ml? 020702 003 ATORVASTATIN CALCIUM;LIPITOR 4681893 SEP 24, 2009 U·161 1·218 JUL 10, 2001 
1·219 JUL 10, 2001 

020114 001 AZELASTINE IIYDROCtllORIDE;ASTELIN 5164194 NOV 01, 2010 u-201 
017573 001 IIECLONETNASONE DIPROPIONATE;VANCERIL 4364923 DEC 21, 1999 
011521 001 IIECLONETNASONE DIPROPIONATE;VANCENASE 4364923 DEC 21, 1999 
02fMl6 001 IIECLONETNASONE DIPROPIONATE;VANCEIIIL DMLE STRENGTH 4364923 DEC 21, 1999 
0194R 001 HTANETNASONE DIPROPIONATE;DIPROLENE 4489070 MAY 13, 2003 
020816 001 IIIINZOLANIDE;AZOPT 5240923 AUG 31, 2010 u-224 NCE APR 01, 2003 

5378703 AUG 31, 2010 U·224 
5461081 OCT 24, 2012 U·225 

Iii 020711 002 IIUPROPION IIYDROCtllORJDE;ZYIBAII 5731000 AUG 12, 2013 
> 020711 003 IIUPROPION IIYDROClllORIDE;ZYBAN 5731000 AUG 12, 2013 

020554 001 CALCIPOTRJENE;DOVOND 4866048 DEC 29, 2007 
020611 001 CALCIPOTIIIENE;DOVOND 4866048 DEC 29, 2007 
020313 002 CALCITONIII, SAUllll;MIACALCIN 5733569 MAR 31, 2015 U·227 
020521 001 CALFACTANT;INFASURF NCE JUL 01, 2003 
020838 001 CANDESAIITAN CJLEXETI L;ATACAND 5196444 APR 18, 2011 u-3 NCE JUN 04, 2003 

5508297 FEB 24, 2014 u-3 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 

020838 002 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 u-3 NCE JUN 04, 2003 
5508297 FEB 24, 2014 u-3 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR UI, 2011 

020838 003 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 u-3 NCE JUN 04, 2003 
5508297 FEIi 24, 2014 U·3 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 

020ll3II 004 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 U·3 NCE JUN 04, 2003 
5508297 FEB 24, 2014 U·3 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 
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PRESCRIPTION AND OTC DRUG PIOOUCT 
PATENT AND EXCLUSIVITY DATA 

APPL/PIOD INGllfDIENT MME; TRADE MME PATENT PATENT USE EXCLUS EXCLUS 
NI.NER NUMBER EXPIRES COOE CODE EXPIRES 

020896 001 CAPECJTAIINE;XELCIDA NCE APR 30, 2003 
020896 002 CAPECITAIINE;XELCIDA NCE APR 30, 2003 
020712 001 CARIMAZEPJNE;CMIATROL 5326570 JUL 05, 2011 U·215 
020712 002 CARIMAZEPJNE;CARBATROL 5326570 JUL 05, 2011 U·215 
020297 001 CARVEDILOL;COREG 4503067 MAR 05, 2007 U·3 

5760069 JUN 07, 2015 U-233 
020297 002 CARVED ILOL;COREG 4503067 MAR 05, 2007 U·3 

5760069 JUN 07, 2015 U-233 
020297 003 CARVEDILOL;COREG 4503067 MAR 05, 2007 U•3 

5760069 JUN 07, 2015 U-233 
020297 004 CARVED JLOL;COREG 5760069 JUN 07, 2015 U-233 
020774 001 CNLORIIEXIDINE GLUCONATE;PERIOCHIP NP MAY 15, 2001 
020238 002 CINETJDINE;TAGMET NB 0·41 JUN 05, 2001 
020369 001 CIPIOFLOXACIN HYDROCIILORIDE;CILOXAN 4670444 JUI 02, 2004 U-223 NDF MAR 30, 2001 
020805 001 CIPIOFLOXACUI IIYDROCIILORIDE;CIPRO IIC 4670444 DEC 09, 2003 IIC FEB 10, 2001 

4844902 FEB 11, 2008 
020780 001 CIPIOFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020780 002 CIPIOFLOXACIN;CIPRO 4670444 DEC 09, 2003 • 0211822 002 CITALOPIM IIYDIIOIRGMIDE;CELEXA IICE JUL 17, 2003 
020822 003 CITALOPIM IIYDII08ltOIIDE;CELEXA NCE JUL 17, 2003 

> 020822 004 CITALOPIM IIYDIIOIRGMIDE;CELEXA IICE JUL 17, 2003 
020839 001 CLCPIDOGREL IISULFATE;PLAVIX 4529596 JUL 05, 2003 

4847265 FEB 12, 2008 
5576328 JAN 31, 2014 

017922 001 DESNOPIESSIN ACETATE;DDAVP 5763407 DEC 23, 2013 
017922 002 DESMOPRESSIN ACETATE;DDAVP 5763407 DEC 23• 2013 
017922 003 DESMOPRESSIN ACETATE;DDAVP 5763407 DEC 23, 2013 
018938 001 DESMOPRESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
018938 002 DESf40PRESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
019955 001 DESNOPRESSIN ACETATE;DDAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
019955 002 DESNOPRESSUI ACETATE;OOAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
020713 001 DESOGESTREL;NIRCETTE NP APR 22, 2001 • 020809 001 DICLOFENAC DIUN;DICLOFENAC OIi.iN 5603929 NOV 16, 2014 U-239 

> 5653972 NOV 16, 2014 U·239 
020037 001 DICLOFENAC DIUN;VOLTAREN 1·213 FEIi 25, 2001 
020148 001 DIIIYDROERGOTMINE NESYLATE;NIGRANAL 4758423 .r!I. 31, 2001 

4462983 JUL 31, 2001 U·227 
5169849 DEC 08, 2009 

U·227 
020401 001 D IL TIAZEN IIYDROCIILOIUDE; TIWC 1-133 JAN 30, 2001 
020401 002 DIL TJAZEN m>IOCIILORIDE;TIWC 1-133 JAN 30, 2001 
020401 003 DIL TIAZEN m>IOCIILORIDE; TIWC 1-133 JAN 30, 2001 
020401 004 DILTIAZEN m>IOCIILORIDE;TIWC 1-133 JAN 30, 2001 
020401 005 D IL TJAZEN m>IOCIILORIDE; TIWC 1-133 JAN 30, 2001 

~ 020449 001 DOCETAXEL;TAXOTERE 1·231 JUN 22, 2001 
020869 001 DORZOI.MIDE m>IOCIILORIDE;COSCPT IIC APR 07, 2001 
020164 001 EDAPARIN DIUN;L<MleOX 1·217 JAN 30, 2001 

1·222 MAR 27, 2001 
020164 002 IEDAPARIN DIUN;L<Ml80X 1·222 MAR 27, 2001 

1·217 JAN 30, 2001 



?a? 

E > 
> 

?a? 
?a? 

E > 
> 

?a? 

APPL/NClD 
IUIIEII 

020731 004 
020731 005 
020711 001 
020711 002 
020375 003 
083209 001 
086715 001 
020363 001 
020752 001 

020752 002 

020716 001 

0207N 001 
020180 001 
018830 001 
018830 002 
018830 003 
018830 004 
018554 001 

020121 001 
020378 001 

020378 002 

020450 001 
020695 001 
020811 001 

020811 002 

020716 001 
016295 002 
016295 003 
016295 004 
020812 001 
020903 001 

020923 001 
020923 002 
020923 003 
020393 001 
020657 001 

PRESCIIPTICII MD OTC DRUG PIICIIUCT 
PATUT MD EXCLUS!VITY DATA 

INIDIM IIME; TIIME IIME 

EIIIOSAIITM NESYLATIE;TEVETEN 
EIIIOSAIITM NESYLATIE;TEVETEN 
IEPTIFIMTIDE;INTIEGIIILIN 
IEPTIFIMTIDE;INTIEGIIILIN 
IESTIIAl>IOL;CLJMIIA 
IESTIIOGENS. IESTEIIIFIED;IESTRATAB 
ESTIIOGENS, ESTOIFIED;IESTRATAB 
FANCICLOVlll;FANVIR 
FMOTIDINE;PEPCID RPO 

FMOTIDINE;PEPCID RPO 

FEXOFENADINE HYDROCIILOIIDE;ALLEGRA·D 

FJNASTEIIIDE;PIIOPECIA 
FIIIASTIERIDE;NOSCAR 
FLECAINIDE ACETATE;TNDCOR 
FLECAINIDE ACETATE;TNDCOR 
FLECAINIDE ACETATE;TNDCOR 
FLECAINIDE ACETATE;TNDCOR 
FLUTMIDE;EULEXIN 

FLUTICASDNE PROPICIIATIE;FLCIIASE 
FDLLITIIIOPIN ALFA/IETA;GONAL·F 

'OlLITIIMIPIN ALFA/DETA;GONAL·F 

FOSPNENYTOIN SOOUlll;CIEREBYX 
GIIEPAFLOXACIN HYDROCHLOIIDE;RAXAIII 
IIYDROCNLOROTIIIAZIDE;DIOVM IICT 

IIYDROCtiLOIIOTHIAZIDE;DIOVM IICT 

lrlDIIOCODONE DITARTRATIE;VICOPROFEN 
IIYDRCGMIREA;DRCICIA 
IIYDRCGMIREA;DRCICIA 
IIYDROXYUREA;DRCICIA 
IDROFEN;PEDIATRIC ADVIL 
INTIERFEIICII ALFA·2D;REDETIICII 

IMRSOL;OPTIRAY 240 
IMIISOL;OPTIRAY 320 
IMIIISOL;OPTIRAY 350 
IPIATIIIOPIUN NCIIIDE;ATROVENT 
ITIIIACOIIA20I.E;SPOIIIMOX 

PATENT PATIENT 
NUNDEIII EXPIRES 

5185351 
5185351 

5223261 

4283408 
4305502 
4371516 
4283408 
4305502 
4371516 
4254129 
5375693 
5571610 
5547957 

4642384 
4642384 
4642384 
4642384 
4472382 
5712251 

4589402 
5767251 
4589402 
5767251 
4260769 
5563138 
5399578 

5399578 

4587252 

4530901 
4211771 
5767097 
4396598 
4396598 
4396598 

4267179 

FED°'• 2010 
FEB 09, 2010 

JUIII 29, 2010 

OCT 15, 2000 
DEC 15, 1998 
JAN 31, 2000 
OCT 15, 2000 
DEC 15, 1998 
JAN 31, 2000 
AN 10, -1999 
AUG 03, 2012 
NOV 26, 2013 
OCT 15, 2013 

FEB 10, 2004 
FEB 10, 2004 
FED 10, 2004 
FED 10, 2004 
SEP 18, 2001 
SEP 18, 2001 

JUL 26, 2004 
JUN 16, 2015 
JUL 26, 2004 
JUN 16, 2015 
AN 07, 2003 
OCT 08, 2013 
1Wt 21, 2012 

IWt 21, 2012 

DEC 18, 2004 

JUL 23, 2002 
JUL 08, 1999 
JAN 23, 2016 
DEC 30, 2002 
DEC 30, 2002 
DEC 30, 2002 

JUN 23, 2000 
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USE EICCLUS IEICCLUS 
cme cme EXPIRES 

U·3 
U·3 

U-241 

U-241 

U-236 

U·24 
U-216 

U-242 

U-242. 

U·3 

U·3 

U-55 

U-234 
U·235 

ICE MY 18, 2003 
ICE MY 18, 2003 

1·214 IWt 10, 2001 
1·214 MIit 10, 2001 
NCI: JUN 29, 1999 

NCI: JUL 25, 2001 

J ·221 IWt 20, 2001 

1·224 Otr 31, 2000 

ICE DEC 23, 2001 
IIC IWt 06, 2001 
ICE DEC 23, 2001 
IIC IWt 06, 2001 

ODE FED 25, 2005 
ODE FED 25, 2005 
ODE FED 25, 2005 
NP JUN 16, 1998 
NP Ml 03, 2001 

1·223 AN 01, 2001 
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APPL/PROD 
UCIER 

019927 001 
020406 001 

020406 002 

020807 001 

019732 001 
020011 001 
020517 001 
020263 002 
020263 003 
020263 004 
020263 005 
020263 006 
020708 001 
020517 002 
019941 001 
020962 001 
020606 001 
020803 001 

020583 001 

020841 001 

019832 003 

020652 001 

019618 001 

020208 001 
020827 001 
020762 001 
020830 001 
020829 002 
020763 001 
020763 002 
020536 001 
020555 001 

020799 001 
019810 001 
019810 002 
020262 001 

PRESCRIPTION MD OTC DRUG PIODUCT 
PATENT MD EXCLUSIVITY DATA 

INGREDIENT NM£; TRADE NM£ 

KETOCOIIAZOLE;NIZORAL 
LANSOPltAZOLE;PREVACIO 

LANSOPRAZOLE;PREVACIO 

LEPIRUDIN;REFLUDAN 

LEUPROLIDE ACETATE;LIJPRON DEPOT 
LEIJPROLIDE ACETATE;LIJPRON DEPOT 
LEIJPROLIDE ACETATE;LIJPRON DEPOT 
LEUPROLIDE ACETATE;LIJPRON DEPOT-PED 
LEUPROLIDE ACETATE;LIJPRON DEPOT-PED 
LEUPROLIDE ACETATE;LIJPRON DEPOT-PED 
LEIJPROLIDE ACETATE;LIJPRON DEPOT-PED 
LEUPROLIDE ACETATE;LIJPRON DEPOT·PEO 
LEIJPROLIDE ACETATE;LIJPRON DEPOT·3 
LEIJPROLIDE ACETATE;LIJPRON DEPOT·4 
LIDOCAINE;EMLA 
LIDOCAINE;EMLA 
LOPEIWIIDE IIYOROCNLORIDE; IMODIUN ADVANCED 
LOTEPltEDNOL ETASONATE;ALREX 

LOTEPREDNOL ETASONATE;LOTEMAX 

LOTEPREDNOL ETASONATE;LOTEMAX 

MAFENIDE ACETATE;SULFMYLON 

IWIGAFODIPIR TIUSOOIUN;TESLASCM 

NESALMINE;IIICIMSA 

NETRONIDAZOLE;NETIOOEL·VAGINAL 
NICONAZOLE NITRATE;MD81ISTAT 3 
NONETASONE FUIIIOATE MDNOtlYORATE;NASONEX 
MD81TELUICAST SODIUN;SINGUI.AIR 
MD81TELUICAST SODIUN;SINGULAR 
NARATRIPTAN IIYOROCMLORIDE;ANERGE 
NARATIUPTAN IIYOROCMLORIDE;ANERGE 
NICOTINE;NICOTROL 
Nl2ATIOINE;AXIO AR 

OFLOKACIN;FLOIICIN 
ONEPRAZOLE;PRILOSEC 
011:PRAZOLE;PRILOSEC 
PACL ITAXEL;TAXOL 

PATENT PATENT 
NUMBER EXPIRES 

4942162 

5180668 

5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 

5716641 
4996335 
5540930 
4996335 
5540930 
4996335 
5540930 

4933456 
4992554 
5091169 
5223243 
4647447 
4657900 
RE3:!11239 

4472393 
5565473 
5565473 

4915950 

FEB 11, 2003 

JAN 19, 2010 

SEP 02, 2013 
SEP C2, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 
SEP 02, 2013 

MAY 21, 2012 
FEB 26, 2008 
OCT 25, 2013 
FEB 26, 2008 
OCT 25, 2013 
FEB 26, 2008 
OCT 25, 2013 

JUI 12, 2007 
FEB 12, 2008 
FEB 25, 2009 
JUI 29, 2010 
MAR 03, 2004 
APR 14, 2004 
MAY 12, 2004 

SEP 18, 2001 
NOV 30, 2010 
NOV 30, 2010 

FEB 12, 2008 
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USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

U·226 

U-237 
u-238 

1·227 
0·42 
1·227 
0·42 
ODE 
NCE 

1·215 
NP 

NCE 

NCE 

NCE 

NDF 
ODE 

0·40 
NP 

U·228 NCE 
U·228 NCE 

IICE 
NCE 

1-220 
0·39 
NDF 
1-229 
1·229 
1·226 
1·230 

MAR 12, 2001 
JUL 20, 2001 
MAR 12, 2001 
JUL 20, 2001 
MAR 06 2005 
NAR 06: 2003 

FEB 04, 2001 
FEB 04, 2001 

NAR 09, 2003 

NAR 09, 2003 

MAR 09, 2003 

JUI 05, 2001 
.Ml 05, 2005 

MAY 16, 2000 
NAR 30, 2001 

FEB 20, 2003 
FEB 20, 2003 
FEB 10, 2003 
FEB 10, 2003 

APR 01, 2001 
APR 01, 2001 
DEC 16, 2000 
JUI 29, 2001 
JUI 29, 2001 
APR 09, 2001 
JUI 30, 2001 

--- --- ______ ..., 
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APPL!PR(I) .... 
020819 001 
020237 001 

020667 001 

020667 002 

020667 003 

020667 004 

020667 005 

019898 002 
019898 003 
019898 004 
019781 001 
019627 002 

020815 001 

020520 001 
021024 001 

020835 001 
020272 005 
020864 001 
020864 002 
020865 001 

020865 002 

020m 001 

020236 001 
020692 001 

020443 001 

020443 002 

PIESCRIPTICII AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME 

PARICALCITOL;ZENPLM 
PILOCAIPINE NYDROCNLORIDE;SAI.MiEN 

PIIMIPEXOLE DINYDROCNLORIDE;MlllAPEX 

PIIMIPEXOLE DINYDROCHLORIDE;MlllAPEX 

PIIMJPEXOLE DIHYDROCNLORIDE;MlllAPEX 

PIIMIPEXOLE DINYDROCNLORIDE;MIRAPEX 

PIIMIPEXOLE DINYDROCNLORIDE;MlllAPEX 

PIIAVASTATIN SOOJUN;PIIAVACHOL 
PIIAVASTATIN SOOJUN;PIIAVACHOL 
PIIAVASTATIN SOOJUN;PIIAVACHOL 
PROGESTERONE;PROMETRIUN 
PROPOFOL;DIPRIVAN 

RALOXIFENE NYDROCNLORIDE;EVISTA 

RANITIDINE HYDROCNLORJDE;ZANTAC 75 
RIFAPENTINE;PRIFTIN 

RISEDRCIIATE SOOIUN;ACTONEL 
RISPER IOONE;R I SPERDAL 
RIZATRIPTAN BENZOATE;MAXALT 
RIZATRIPTAN BENZOATE;MAXALT 
RIZATRIPTAN BENZOATE;MAXALT·NLT 

RIZATRIPTAN BENZOATE;MAXALT·NLT 

SACROSIDASE;SUCRAID 

SALMETEROL XINAFOATE;SEREVENT 
SALMETEROL XINAFOATE;SEREVENT 

SERMORELIN ACETATE;GEREF 

SERMORELIN ACETATE;GEREF 

PATENT PATENT 
NUNBER EXPIRES 

4886812 
4843086 
4886812 
4843086 
4886812 
4843086 
4886812 
4843086 
4886812 
4843086 

5731355 
5731356 
4418068 
5393763 
5457117 
5478847 

5583122 
5158952 
5298520 
5298520 
4305502 
5298520 
4758598 
4371516 
4305502 
5298520 
4758598 
4371516 

5126375 
5225445 
5380922 
5590645 
5126375 
D342994 
4517181 
4703035 
4517181 
4703035 

DEC 12, 2006 
JUN 27, 2006 
DEC 12, 2006 
JUN 27, 2006 
DEC 12, 2006 
JUN 27, 2006 
DEC 12, 2006 
JUN 27, 2006 
DEC 12, 2006 
JUN 27, 2006 

MAR ·22, 2015 
MAR 22, 2015 
APR 03, 2001 
JUL 28, 2012 
JUL 28, 2012 
MAR 02, 2014 

DEC 10, 2013 
OCT 27, 2009 
JAN 28, 2012 
JAN 28, 2012 
DEC 15, 1998 
JAN 28, 2012 
DEC 15, 1998 
FEB 01, 2000 
DEC 15, 1998 
JAN 28, 2012 
DEC 15, 1998 
FEB 01, 2000 

FEB 12, 2008 
FEB 12, 2008 
JAN 10, 2012 
MR 01, 2011 
FEB 12, 2008 
JAN 04, 2008 
NAY 14, 2002 
DEC 28, 2004 
NAY 14, 2002 
DEC 28, 2004 
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USE EXCLUS EXCLUS 
CU>E CU>E EXPIRES 

U-231 

u-231 

U-231 

u-231 

u-231 

U-217 
U-218 

U-114 
U-114 
U-114 

u-222 

U-240 
U-240 

U-240 

U-240 

u-211 

NCE 
CDE 
1-212 

1-225 
1-225 
1-225 
NP 

1-228 
NCE 
CDE 
NCE 
D-37 
NCE 
NCE 
NCE 

NCE 

OOE 
NCE 
1-216 

APR 17, 2003 
FEB 11, 2005 
FEB 11, 2001 

MAR 27, 2001 
MAR 27, 2001 
MAR 27, 2001 
MAY 14, 2001 

JUN 08, 2001 
JUN 22, 2003 
JUN 22, 2005 
MAR 27, 2003 
OCT 17, 2000 
JUN 29, 2003 
JUN 29, 2003 
JUN 29, 2003 

JUN 29, 2003 

APR 09, 2005 
APR 09, 2003 
FEB 05, 2001 
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IIIESCIUPTICIII MD OTC DU NGIIUCT 
PATENT MD IEICCLUSIVITY DATA 

APPL/PD INGREDIENT NAME; TUH NAME PATENT PATENT USIE EICCLUS EICCLUS 
lUIIElt lUIIEll EICPlllH COOE COOE EICPlllES 

020895 001 SILDENAFIL CITltATE;VIAGllA 5250534 .Ml 11, 2011 NCE Mlt27,2003 020895 002 SII.DENAFIL CITltATE;VIAGllA 5250534 .Ml 11, 2011 NCE Mil 27, 2003 
020895 003 SII.DENAFIL CITltATE;VIAGRA 5250534 .Ml 18, 2011 NCE Mil 27, 2003 019676 001 SONATllOPIN, IIJOSYNTIIETIC;IIUTllOPIN ODE OCT 29, 2004 019676 002 SONATllOPIN, IIIOSYNTIIETIC~llOPIN ODE OCT 29, 2004 
020111 001 SOYBEAN OIL;LIPOSYN Ill NP JAN 13, 2001 020626 001 SUNATRIPTAN;IMITltEIC 5037845 AUG 06, 2008 

5307953 DEC 02, 2012 
5554639 SEP 10, 2013 u-232 
5705520 DEC 10, 2011 u-232 

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

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

020791 001 TIESTOSTEIICIIIE;TIESTODEllM 4379454 FEIi 17, 2001 
~ 020785 001 TIIALll>OMIDE;TIIALOMID NCE JUL 16, 2003 
~ OOE JUL 16, 2005 020912 001 TlltOFIIIAN HYDROCHLOltlDE;AGGRASTAT 5292756 Mil 08, 2011 U·230 NCE MAY 14, 2003 

5651929 MAR 08, 2011 
5733919 OCT 23, 2016 

020913 001 TIRDFIIIAN HYDROCHLOltlDE;AGGRASTAT 5292756 Mil 08, 2011 U-230 NCE MAY 14, 2003 
-5651929 MAR 08, 2011 
5733919 OCT 23, 2016 

020697 001 TOLCAPOIIE;TASIWI 5236952 AUG 17, 2010 NCE JAN 29, 2003 
5476875 DEC 19, 2012 U-219 

020697 002 TOLCAPOIIE;TASIWI 5236952 AUG 17, 2010 NCE JAN 29, 2003 
5476875 DEC 19, 2012 U-219 

020771 001 TOLTEROl>IIIE TMTltATE;DETltOL 5382600 JAN 17, 2012 NCE Mil 25, 2003 020771 002 TOLTEROl>IIIE TMTltATE;DETltOL 5382600 JAN 17, 2012 ICE MAR 25, 2003 020137 002 TOltSEMIDE ;DEMAl>EIC D-38 FEB 13, 2001 
020528 001 TltANDOLAPRIL;MAVIK 5744496 APR 28, 2015 U·229 
020528 002 TltANDOLAPRIL;MAVIK 5744496 APR 28, 2015 U·229 
020528 003 TltANDOLAPRIL;MAVIK 5744496 APR 28, 2015 U·229 020675 001 UUODIOL;UltSO 4859660 AUG 22, 2006 
020699 001 VENLAFAICIIIE HYDROCltLOltlDE;EFFEICOR !CR 4535186 DEC 13, 2007 
020699 002 VENLAFAICINE HYDROCHLOltlDE;IEFFEICOR !CR 4535186 DEC 13, 2007 
020699 003 VENLAFAICINE HYDROCHLORIDE;IEFFEICOR !CR 4535186 DEC 13, 2007 
020699 004 VENLAFAlUIIE HYDROCHLOltlDE;EFFIEICOlt Xlt 4535186 DEC 13, 2007 

~ 020388 001 VI NOltELIIU HE TMTltATE; IMVELI I NE 4307100 JUL 08, 2002 
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