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APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

18TH EDITION 

CUMULATIVE SUPPLEMENT 2 
FEBRUARY 1998 

l.O INTRODUCTION 

1.1 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have had their approvals withdrawn for other than safety or efficacy reasons.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 exclusivity expires. Refer to the Patent and Exclusivity Terms section 
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations. 
Information regarding drug patents and exclusivity for an approved product will appear in this 
addendum as it is receive..: and may not correspond with the month the drug product is approved and 
published in the Rx/OTC ~.:ctions of the Cumulative Supplement. 
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Because all parts of the publication are subject to changes. additions. or delet1ons. the List must be used 
in conjunction wim the most current Cumulative Supplement. Users may wish to place an asterisk(*) 
t0 the left of the ingredient(s) in the List to indicate that changes tc- that entry ap:iear 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. J 

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-marbted status. All products having a "@" 
symbol in the 12th Cumulative Supplement of the 18th Edition List will then be addeJ to the 
"Discontinued Drug Product List" appearing in the 19th Edition. 

1.2 APPLICANT NAME CI-IANGES 

It is not practical to identify in the Cumulativt Supplement each and every product involved when an 
applicant transfers its entire line of approved drug products to another applicant. or when an 
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be 
identified in this section only. Where only partial lines of approved products are transferred between 
applicants. each approved product involved will appear as an applicant name change entry in the 
Cumulative Supplement. 
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It is :ilso not practical to identify each and every product involved when an applicant name is changed 
to meet internal publication standards (e g., MSD 0r Zenith [Former Abbreviated i~ames] 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 wi II be identified with an asterisk. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
( FORMER ABBREVIATED NAME) 

NO APPLICANT NAME CHANGES· FEBRUARY 1998 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

1.3 ACYCLOVIR 200MG 1 r\aLET-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 ;- 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 li __ .;d 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. 

1.4 FOLLITROPIN ALFA AND BETA 

Based on available data derived from physico-chemical tests and bioassay. follitropin alfa and follitropin beta 
are indistinguishable. 
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t .S 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 Wei>. To access the CDER Homt: Page, use this 
Uniform Resource Locator (URL): http://www.fda.gov/cder. You do not nt>ed 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. 



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. 

ltJ::t:il~IH (tl~(:l 

Dru 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 Entit" 

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. 



CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTISOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THE~APEUTICALLY EQUIVALENT 

EXCEPTIONS 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

REPORT OF COIJNTS FOR Tiff PRESCRIPTION DRU<i PROOUCTJ,IST 

REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DEC 1997 

9624 
2462 (25.6%) 
7052 C 73. 3%) 

6673 (69.3%) 
379 C 4.0%) 

110 ( 1.1%) 

551 

COUNTS CUMULATIVE BY QUARTER 

MAR 1998 

'Amino acid-comaining products of var) ing composition (see Introduction. page xx of the List). 
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ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE 

TABLET; ORAL 
PROPOXYPHlfflllll HCL AND ACBTAMINOPHBM 

>...8J2!L> !! WATSON LABS ~;65MG 
>..M!L 

ACYCLOVIR 

TABLET; ORAL 
ACYCLOVIR 

i ~o~ 
@ 

ACYCLOVIR S.QQIUM 

> ADD > AP 
>-ADD> -
>7ffiii""> AP 
> ADD > -

INJECTABLE; INJECTION 
ACYCLOVIR SODitJH 

APOTHECON 

ALBUTEROL SULFATE 

SOLUTION; INHALATION 
ALBUTBROL StJLFATB 

AN HI TECH PHARMA 

SYRUP; ORAL 
ALBUTBROL StJLl"ATB 

!! HI TECH PHARMA 

ALPRAZOLAM 

> DLT > Q 
>DLT> -
> DLT > M 
>.l?!iL.> 

TABLET; ORAL 
ALPRAZOLAM 

RO~ U,11$.S 

200MO 

200l'IG 

EO SOONG BASB/VIAL 

!O,._lGM BASB/VIAL 

BO 0.5111 BASB 

BO 2MG BASB/SML 

thisam 
MW 

N40139 001 
DEC 16, 1996 

.... ttU~c®;1; m 22; u:i, 
N74556 001 

APR 22, 1997 

N7U97 001 
FEB 27, 1998 

N7U97 002 
FEB 27, 1998 

N74543 001 
JAN 15, 1998 

N74749 001 
JAN 30, 1998 

.... flU\1:f HffiJ. 
4'~:{Ud:=:4iln. 
,.111:1i~, 

ALPRAZOLAM 

>~> ii 
> DL'f 
> ADD > :!'!! 
> ADD > 
> ADD > !! 
> AIJD > 
>~> AB 
>-ADD > -

TABLET; ORAL 

AL;fd&, 
WATSON LABS 

ALPROSTADIL 

INJECTABLE; INJECTION 
ALP ROSTAD IL 

AP BEDFORD 

PROSTIN VR PEDIATRIC 

-0.25MQ 

0.5KG 

!!!2 

0.SNO/ICL 

AP + 

- * PHARMACIA AND UPJOHN ~:.:~,~ 

AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

>~> M 
> DLT > 
>,uii,> AB 
> ADD > -

WATSON LABS BO 5KG ANHYDROUS;.™ 

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE 

>~> ii 
> DLT > 
> DLT > M 
> DLT > 
> DLT > B 
> DLT > 
> DLT > ii 
> DLT > 
>IUio"> AB 
> ADD > -

TABLET; ORAL 
PBRPHBMAZID AND AMITRIPTYLID HCL 
~Q~,~ .Diidii 

WATSON LABS 

:tMiV!t 
Bl@,. 
fflffeb:wj 
lOMG12MG 

2 

iff:•i1.:P/m 
.iMi?Mi?it:M 

H7H79 001 
JAN 21, 1997 

H7H79 002 
JAN 21, 1997 

H7H79 003 
JAN 21, 1997 

H7Ul5 001 
JAN 20, 1998 

Nl8484 001 
itlnl'=Mi 

11:'Hlt?o:IU 
~•=tuwit,~l 

H73334 001 
JUL 19, 1991 

OCT 17, 



U: DRUG PRODUCT LIST/ CtJICULATIVI: SUPPLDJIIM'l' mJIDIBR 2 / JAlf'98 • PBB'98 

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE 

TABLET; ORAL 
PBRPHBMAZINB AND AMITRIPTYLINB HCL 

AB > ADD : 
>ADD 
>ADD> AB 
> ADD > -
>ADD> AB 
> ADD > -

WATSON LABS ~I~ 

AMRINONE LACTATE 

INJECTABLE; INJECTION 
INOCOR 

6N0t:t 

+ 

~I~ 

~I~ 

!ro S.*C~I~ 
EQ SMG BASE/ML 

li73009 001 
OCT 17, 1991 

li73008 001 
OCT 17, 1991 

li73010 001 
OCT 17, 1991 

~;J•t1:~£-
Nl8700 001 

JUL 31, 1984 

ASPIRIN; OXYCODONE HYDROCHLORIDE; OXYCODONE TEREPHTHALATE 

TABLET; ORAL 
OXYCODONB AND ASPIRIN 

> ..!Q!;L> AA WATSON LABS ~I ~I~ 
>..!Q!;L> 

BACITRACIN ZINC; POLYMYXIN B SULFATE 

OINTMENT; OPHTHALMIC 

it 

AT 

BACITRACIN ZINC AND POLYHYXIN B SULFATE 

M.Vt~XU ·-}fl 
AKORN 500 'ONZTS/OIC1 

10 1 000 'OMITS/ON 

BACLOFEN 

>..Qfil..> g 
>..Qfil..> 

TABLET; ORAL 
BACLOl!'D 

MY.:e.lJ!Jij$ .tiim 

N40255 001 
FEB 27, 1998 

jfjff..t?®.i 
t»t•=•J11•·•·•tfis 

N64028 001 
JAN 30, 1995 

rta-Pdlll 

BACLOFEN 

TABLET; ORAL 

> DLT > Ii 
> DLT 
>ADD> AB 
>Jii5i>> -
>Jii5i>> AB 
> ADD > -

~--
WATSON LABS 

BROMOCRIPTINE MESYLATE 

TABLET; ORAL 
BROHOCRIPTIIIB IIBSYLATB 

all 
10KG 

.!9!i 

!! LEK PHARM BO 2. SNG BABB 

PARLODIL 
!J! + NOVARTIS 

CAPTOPRIL 

TABLET; ORAL 

>..Qfil..> B 
>..Qfil..> .... 
>..Qfil..> H 
> DLT > 
> DLT > M 
>..fili!'..._> ..... 
>..fili!'..._> • 
> DLT > 
> ADD > !J! 
> ADD > 
>ADD> AB 
>°Aili>> -
> ADD > !J! 
>..!Q!:L> 
> ADO > AB 
>ADO> -

CAP .. ~ 

WATSON LABS 

CARBAMAZEPINB 

10 2.5KG UH 

mw 
lili -BM 
12.5KG 

~ 

~ 

100KG 

CAPSULE, EXTBNOEO RELEASE; ORAL 
CARBATROL 

f M~fhil t~ 

3 

,J.111:• 
lf73092 001 

JAN 28, 1994 
lf73093 001 

JAN 28, 1994 

lf74631 001 
JAN 13, 1998 

lfl7962 001 
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CAABAMAZEPINE 
CAPSULE, EXTENDED RELEASE; ORAL 

CARBATROL 'Ii ,._ ,~ 

+ SHIRE 

+ 

CARISOPRODOL 

>...fili!:...> u 
>...fili!:...> 
>ADD> AA 
> ADD > -

TABLET; ORAL 
CARISOPII.ODOL 

fflW:ii;:m., 

WATSON LABS 

CEFACLOR 

200MG 

300MG 

HM 
~ 

POWDER FOR RECONSTITUTION; ORAL 
CBPACLCR 

>ADD> AB 
>""'iii5i5'""> -

MARSAM IQ 125KG WI/SML 

>""'iii5i5'""> ll 
>""'iii5i5'""> -
>""'iii5i5'""> ll 
>""'iii5i5'""> -
>""'iii5i5'""> ll 
>ADD> -

IQ 187KG WI/SML 

BO 250KG WB/SML 

BO 37511(;1 BASB/SML 

CHLORAMPHENICOL SODIUM SUCCINATE 

> DLT > 
>ADD> 

INJECTABLE; INJECTION 
CHLOII.OMYCBTIN 

M! ; ~•r11:m1 
!J! + PARKEDALE 

CHLORDIAZEPOXIDE 

TABLET; ORAL 
LIBRITABS 

+ ICN 

!''••1•••:•-rm B lGIII BUB VIAL 

SMG 

.... ll{ttnwm 
$Di :a,,u::tff!'t 

N20712 001 
SEP 30, 1997 

N20712 002 
SEP 30, 1997 

.... -..0,~1 
~•i'll=lt••••ak 

N40152 001 
DEC 03, 1996 

lf64204 001 
FEB 18, 1998 

NH205 001 
FEB 18, 1998 

lf64206 001 
FEB 18, 1998 

Jlf64207 001 
FEB 18, 1998 

m11t.Ail1 
N50155 001 

N85482 001 

CHLQRDIAZIIPQXIDl/li 
TABLBT; ORAL 

LIBRITABS 
II ICN 

•:-• 
l0MG 
25MG 

I 
CHLORDIAZBPOXIDJ/li HYDROCHLQRIPJ/li 

y 

CAPSULE; ORAL 
LIHIUN 

IOI 

i : -
CHLQRHEXIDINB GLUCONATB 

ii 
AI + ZILA 

-
1
1.!!!li 

. 

fAU 
.L.lll 

>...fili!:...> II 
> DLT > 

CHLQRPRQMAZINB HYDRQCHLORIPJ/li 
INJECTABLE; INJECTION 

~g!WUIJ RCL -> ADD > <ii 
> ADD > 

CHLORZOXAZONE 

>...fili!:...> u 
>...fili!:...> 

TABLET; ORAL 
~~<>p 

2SMG/ML 

111d 

.. 

N85Ul 001 

•· -
NISHl 001 
• 15472 001 
• 15'75,.•,.,001 r.. 

-111111 
Nl9028 001 

AUG 13, 1986 

.Ill• N89563 001 
APR 15, 1988 
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{.'HLQ&~OXAZONB 

>..!Q!2..> M 
>..!Q!2.. 

TABLET; ORAL 
cm.oazowon: 

WATSON LABS llm 

>ADD> CIPROFLOXACIN HYDROCHLORIDE; HYDROCORt:SONE 

> ADD > 
>7uii5'""> 
>7uii5'""> 
> ADD > 

SUSPENSION/DROPS; OTIC 
CIPRO HC 

+ BAYER EQ 0.2t BASE;lt 

CLINDAMYCIN PHOSPHATE 

INJECTABLE; INJECTION 

> DLT > ii 
>..l!!l!'._> 
>..!Q!2_> 
>ADD> 

£L!,&ECIN PHOSPRAH IP!!M'''tefMj 

@ EQ lSOMG BASE/ML 

SOLUTION; TOPICAL 

> DLT > H 
> ..l!!l!'... > 
>..!Q!2_> 

£LmD..Iu.:rat- IPJ.14111 
@ EQ lt BASE 

> ADD > 

CROMOLYN SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
£!QI&! 

!I BAUSCH AND LOMB il 

.. 
OPTICllOIC 

!I + ALLERGAN 

jj 

il 

i UiitilfJZutilitei- 1'1 

1181040 001 
AUG 22, 1989 

CYCLOBlffl'ZAPRINJ HYDROCHLQRIDB 
TABLET; ORAL 
CY~In BCL 

>..W..> II 
>..W..> 
>..!Q!2_> !I! 
>..!Q!2_> 

-WATSON LA&S 1M 

l/ACTINQMXCIII 
N20805 001 INJECTABLE; INJECTION 

FEB 10, 1998 COSMBGBN 

.... IUI..Qtftl 
®i'f\11.fttM 

1162913 001 
OCT 20, 19118 

.BB.UHM 
MH.-ttt.ffl 

1162363 001 
FEB 08, 1982 

117HU 001 

J!ilil 
1118155 001 

=-• iii 

: PE~ = ~ rlli:::.,..©•• '1,r=~i~ ·•-.ti:~-

>..l!!l!'._> 
>..W..> 
>_Dlu'...> 
>..!Q!2..> 

PALIIPARIN SQPUJM 
INJECTABLE; INJECTION 

FRAGMIN 
+ PHARMACIA AND UPJOHN 10,000 IU/9.SML 

DAWQRUBJCIN HYPRQCHLORIPB 
INJECTABLE; INJECTION 

DAUNORUBICIN HCL PRESERVATIVE FREI 
+ BEDFORD BQ 20MG BASE/VIAL 

iQf¥l-... *. ' 

• 

ji::'ih•''=~mll 
EQ O.lMG PHOSPHATB/INH 

i!:l':~h-''':~Ui 
BQ O.lMG PHOSPHATE/INN 

5 

iWBWM.l Mllilfif-;?:·.···· 
117H3' , J. 

NOV 30, 1994 

~f!ll,,,J..Ri 
-Jjlf 

1120287 004 
JU 30, 1998 

NS073l 001 
JU 30, 1998 

iil113?iii 
N13H3 001 

i:U\iU jijf£ 
Nl.4242 001 
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DIAZBPAM 

> DLT > R 
>...!2U!:...> 
> ADD > 
> ADD > 

INJECTABLE; INJECTION 
DIii: 

Iii 

DILTIAZEM HYDROCHLORIDE 

.a.l& 
5MG/ML 

CAPSULE, EXTENDED RELEASE; ORAL 
TIAZAC 

> DLT > 
>DLT> 
>~> 
> ADD > 

4 l'n~tt now.;i 
360MG 

DIPHENHYDRAMINE HYDROCHLORIDE 

> ...Q!:'.L> a 
> DLT > 
>~> 
>ADD> 

ELIXIR; ORAL 
DIPHBHIIYDRANINIII HCL ~~····~ 
@ 

OOBUTAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
DOBUTAHINIII HCL 

uiNUM 
12. 5MG/5ML 

> ..MQ...> !f MARSAM 1110 12. SKQ BABB/NL 
>..MQ...> 

OOXEPIN HYDROCHLORIDE 

>...!2Ur...> a 
> DLT > 
> DLT > g 
> DLT > 
> DLT > ii 
>....Q!iL.> 

CAPSULE; ORAL 
DOllPilf .. HCL. 

~C111•diii1 IPUWVU 
IPfltl'''M 
liFIMtWI 

..... lttffll@:~ 
a'M:HY:l:IH 

N72371 001 
JAN 29, 1993 

Jll:~11 
N20401 005 

SEP 11, 1995 

Jl!tl:I 
N83237 001 

JAN 25, 1982 

N7'279 001 
FEB 18, 1998 

• 

PQXBPIN HYpROqfLORIDI 
CAPSULE; ORAL 

PQUUI & 
WATSON LABS >..!QIL> Al! 

>..!J.}!L 
>..!QIL> y 
>..!QIL> 
> ADD > AB 
>7uii>> -

IQ lOJta WI 

10 2511G WB 

10 SONG WI 

EDROPHONIUM CHLORIDE 

INJECTABLE; INJECTION 
ll)ROPROlfIUJC CJILORIDB 

> ..!QQ..> !f ABBO'n' lONG/NL 
>..!QIL> 

>...!2U!:...> 
> ADD > 

ENOXAPARJ. SODIUM 

INJECTABLE; INJECTION 
LOVBNOX 

+ RHONE POULENC RORER 40MG/0.4ML 

ERYTHROMYCIN 

OINTMENT; OPHTHALMIC ······ ··a11:c1r ··· B · .,,,. im 

!I AKORN 

OINTMENT; TOPICAL 

EB 
.!!.:.5! 

. ~.~.i,xi;nt ..... ... ,,,.... it 

+ HEALTHPOINT 21 

TABLET, DELAYED RELEASE; ORAL 

11 • --lilr.-. HM 
Y 3331CG 
..... Pi.:DL 

>...!2U!:...> • -

' 

1172915 001 
MAR 29, 1991 

117298' 001 
MAR 29, 1991 

1172911 001 
MAR 29, 1991 

ll'Hlll 001 
FEB 24, 1998 

N20164 002 
JAN 30, 1998 

g-1111 
NH0J0 001 

JUL 18, 1996 

IM,-lilf 
N50584 001 

JAN 10, 1985 

!Ji):;! 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLIDlll1fT NtJDBR 2 / JAM''98 • Fla'98 

ERYTHROMYCIN 

TABLET, DELAYED RELEASE; ORAL 

> ADD > 
>DLT> 
>DLT> 
>~> 
>-ADI)> 
>DLT> 
> ADD.> 

llliRY·TAB 
AB + ABBOTT 
ii 
AB + 

y 
!!! + 

~LAM 

TABLET; ORAL 
llliSTAZOLAM 

fil'Ndi••WS >..Q!iL> y 
> DLT > 
>DLT> M 
> DLT > 
> 7uii) > AB 
>JU)I)> -
>JU)I)> AB 
> ADD > -

WA'i.'SON LABS 

> DLT > 
>I>LT> 
>DLT> 
>JU)I)> 
>JU)I)> 
>ADD> 

~:::OL 

TABLET; ORAL 
BST~IOL 

!! ENDEAVOR 

!!! 

!!! 

ESTRONE 

INJECTABLE; INJECTION r:i;.~m 
@ PARKEDALE 
@ 

@ 

31§1 
333KG 

um 
SOONG 

--~ 
~ 

~ 

~ 

~ 

Ill: 
~ff¢ 
lMG/ML 
2MG/ML 
SMG/ML 

N62298 001 
MSUJIOO) m 29, 1,s2 
N62298 003 

MAR 2si, l.982 
M,2at1f iUt.1 
N62298 002 

m•a1a•·oc2. 
AUQ );9/ U97 

l'l~•u l)ij2 
AOOU;ltt1 

N7Ul8 001 
AUG 19, 1997 

N7U18 002 
AUG 19, 1997 

N40138 001 
JAN 30, 1998 

1140138 002 
JAN 30, 1998 

N40138 003 
JAN 30, 1998 

l!lllli 
N03977 001 
N03977 002 
N03977 003 

ETHINYL ESTRADIOL; LFVONORGESTREL 

TABLET; ORAL-21 

&I 

!!! 

M 
!!! 

LBVORA .0.15/30·21 
~ 

WATSON LABS 

TABLET; ORAL-28 
LBVORA 0.15/30·28 

™ 
WATSON LABS 

ETODOLAC 

!! 

> ADD > AB 
>7uio"> -
> DLT > g 
> DLT > 
> 7ffii5"" > AB 
> ADD > -

CAPSULE; ORAL 
llQDOLAC 

AESGEN 

TABLET; ORAL 
BTODOLAC 

MYLAN 

~··••'IM$ 
WATSON LABS 

949:IWtl HM 
.!!.:..!!1!!il10. lSMG 

0:f PWi:IUifil 
~10.lSMG 

300KG 

400KG 

BM 
400KG 

TABLET, EXTENDED RELEASE; ORAL 
LODINE XL 

+ WYETH AYERST S00MG 

ETOPOSIDE 

INJECTABLE; INJECTION 
ITOPOSIDB 

~ MARS.AM ~JING/MI. 

7 

"1111~:111 
N73592 001 

D!ZC 13, 1993 

~dltli 
N73SH 001 

DEC 13, 1993 

N7U29 O'll 
JAN 30, 1998 

N75104 001 

:iii~f:tii 
N7U92 001 

APR 16, 1997 

N20584 003 
JAN 20, 1998 

N74968 001 
JAN 09, 1998 



RX DRUG PRODUCT LIST/ CUICULATIVI: S'IJPPLDIIDIT NUNBD 2 /JAM'''· na•,a 

ETOPOSIDE PHOSPHATE 

INJECTABLE; INJECTION 
ETOPOPHOS DLT > 

>DLT> 
>DLT> 
>~> 
>~> 
>~> 
>~> 
> ADD > 

+ M.t$'i'Ot ~ $Q'(1;tg to l'ii~ WfiZVtit 

ETOPOPHOS PRESERVATIVE FREE 
+ BRISTOL MYERS SQUIBB EQ lOOMG BASE/VIAL 

>ADD> 
>~> 
>DLT> 
>DLT> 
>~> 
>~> 
> ADD > 

+ 

FENFLURAMINE HYDROCHLORIDE 

T/1,~ 
® 

FENOFIBRATE 

CAPSULE; ORAL 
LIPIDIL 
@ ABBOTT 

0 ws ~ta 
TRICOR (MICRONIZED) 

+ ABBOTT 

FENTANYL CITRATE 

INJECTABLE; INJECTION 

u 
II + 

~·••gp.M,'i 

lffiittNS St~ 

EQ SOOMG BASE/VIAL 

i~ 
20MG 

lOOMG 

filow.; 

67MG 

ft O:i«slll iQlWffi 
diHifM~ 

> DLT > 
>DLT:, 
>DLT> 
>DLT> 
>DLT> 
>~> 
>~> AP 
>~> -
>~> 
>~> 
>~> AP 
> ADD > -

FlfflTANYL CITRATE PRBSBRVATIVB FRBI 

~ + 

ABBOTT BQ 0.0SMG BASB/ML 

ELKINS SINN 

MARSAM 

BQ 0.0SMG BASB/ML 

BQ 0.0SMG BASB/ML 

Ml~ltl~ill 
N20457 001 

MAY 17, 1996 
N20906 001 

FEB 27, 1998 

w.wtt•·•oJi 
Nl6618 001 

Nl9304 001 

:l~itti~!ii 
Nl9304 002 

FEB 09, 1998 

-N72786 001 
SEP 24, 1991 

Nl9101 001 
JUL 11, 1984 

N74917 001 
FEB 03, 1998 

FSNTANYL CITRATE 

> DLT > 
> DLT > 
>ADD> 
~ ADD > 

INy'Ec.-i: •• INJECTION 

Y •-~ d'l#tM9tiUI!& 
§UBLIIIAZI PUSlllVATIVB FJlll 

~ + JANSSEN BO 0.0SMG !!ASB/m. 

FLUVOXAMINB MALBATE 

TABLET; ORAL 
LUVOX 

> DLT > 
> DLT > 
> ADD > 
> ADD > 

,nm 

GEMFIBROZIL 

TABLET; ORAL 

> DLT > 
> DLT > 
> ADD > 
>~> 

U •LOiia::jffi;t 

!! + PARKE DAVIS PHARMS 

GUANFACINE HYDROOiLORIDE 

> DLT > g 
> DLT > 
,.75LT,. a 
> DLT > 
>JU)!)> AB 
> 7ii5o > -
>JU)!)> AB 
>Jii5o> -

TABLET; ORAL 
GUANPACIR HCL 

RQYCB•~ 

WATSON LABS 

HALoPERIDOL 

> DLT > ji 
> DLT > 

TABLET; ORAL 
HAI.OPIRIDOL 
~ 

2m 
25MG 

.lfM 
600MQ 

ii W @ 

d21lfMR 
BO 1MG BABB 

BQ 2KG BABB 

~ 

8 

"-1-U.l:'f.::::#.j:;; 

Nl661' 001 

--~-N20243 001 
DEC OS, 1994 

_,__ 
Nl8422 003 

NOV 20, 1986 

-N74762 001 
JUN 25, 1997 

N74762 002 
JUN 25, 1997 



HALOPERIQQL 

TABLET; ORAL 
HALOPJilRIDOL 

> DLT;, y mHP.M~ 
>DLT 
>DLT> M 
>DLT> 
>DLT> M 
>DLT> 
>DLT> y 
>DL'r> 
>DLT> Ai 
>DLT> 
>7IBD > @ 

>7IBD> 
>7IBD> @ 

>7IBD> 
>7IBD> @ 

>7IBD> 
>7IBD> @ 

>"'1um°"> 
>7IBD> @ 

>7IBD> 
>""ru55"°> @ 

> ADD > 

HALOPERIDOL DECANOATE 

INJECTABLE; INJECTION 
HALOPERIDOL DECANOATE 

!Q BEDFORD 

HALOPERIDOL LACTATE 

>....QbL.> H 
> DLT > 
>DLT> u 
>DLT> -
>""iuio> 
>""iuio> 
>""iuio > 
> ADD > 

INJECTABLE; INJECTION 
HALOPERIDOL 

@ 

@ 

~ 

RX DRUG PRODUCT LIST/ CUIWLATIVB SUPPLDIDIT lfflNBBR 2 / JJUf'98 • PBB'98 9 

-ti& -1l!li 
IM 
0.SMG 

lMG 

2MG 

SMG 

l0MG 

20MG 

EQ SONG BASE/ML 

u•••w••••wtlkti 
lltosm~ 
EQ SMG BASE/ML 

EQ SMG BASE/ML 

~11~;~1 
~!l~tllt 
:;111111 
AUGa.itii1 

N71071 001 
NOV 03, 1986 

N71072 001 
NOV 03, 1986 

N71073 001 
NOV 03, 1986 

N71074 001 
NOV 03, 1986 

N71075 001 
AUG 04, 1987 

N71076 001 
AUG 04, 1987 

N74811 001 
JAN 30, 1998 

.... milt~idHtl 
'1iiitl~II m•r~sJ'::ru,1 

N72516 001 
FEB 25, 1993 

N72517 001 
FEB 25, 1993 

HEPARIN SODIUM 

>ADD> AP 
>7IBD> -
>7IBD> 
>7IBD> 
> DLT > H 
> DLT > 
> oi:r > 
> DLT > 

>ADD> 
>7IBD> 
>DLT> 
> DLT > 

>ADD> 
>7IBD> 
>DLT> 
> DLT > 

> ADD > AP 
> ADD > -
> DLT > ji 
>....Q!ir._> 

>ADD> AP 
>7IBD> -
>7IBD> AP 
>JUio> -
>7IBD> 
>7IBD> 
> DLT > H 
> DLT > 
> DLT > if 
> DLT > 
>DLT> 
> DLT > 

>ADD> 
>ADD> 

INJECTABLE; INJECTION 
HBPARIN SODIOM 1 1 000 UNITS IN SODIOM CHLORIDB 0,9\ IN 

@ 

PLASTIC CONTAINBR 
BBRAUN 

~ 

i 

HEPARLN SODIUM 12,500 
PLASTIC CONTAINER 

@ B BRAUN -~ 
200 UNITS/lOONL Nl9953 001 

JUL 20, 1992 
200 UNITS/l0OML N19042 001 

=• UNITS IN SODIUM CHLORIDE 0.451 IN 

5,000 UNITS/l0OML 

j/@'if'•tMtf'i.)i®im 

Nl9802 001 

•1~1=• HEPARIN SODIUM 2,000 UNITS IN SODIUM CHLORIDE 0.91 IN 
PLASTIC CONTAINER 

@ B BRAUN 200 UNITS/lOOML Nl9042 002 . ~ i®fmitff.lt®im :ii1ii 
HBPARIN SODIOM 20 1 000 UNITS IN DBXTROSE 5\ lN __ PLASTIC 

CONTAINBR 
B BRAUN 

~ 

4 1 000 UNITS/lOOML Nl9952 001 

*ll@Htid~ 
IIJIIPARIN SODIOM 25 1 000 UNITS IN DBXTROSE_5\ 

~ti~ifiii 
m\lllM\t"~ 

IN PLAS_T_J:~ 

@ 

j 

CONTAIJm:q 
B BRAUN 

~ 

HEPARIN SODIUM 25,000 
PLASTIC CONTAINER 

@ B BRAUN 

5 1 000 UNITS/lOOML 

10 1 000 'IJNITS/lOOML 

5,000 UNITS/l00ML 

Nl9952 004 
JUL 20, 1992 

Nl9952 005 
JUL 20, 1992 

N19134 001 
~ -~?., J-~8? 

!hffl••pjii9:M 
i!W®q Mm\lM ~~iii~~ll 
~iotm' ~iw.t.tt~o~ :Jf 1~!~:Jf) 

UNITS IN SODIUM CHLORIDE 0.4St IN 

5,000 UNITS/lO0ML Nl9802 00:' 
JUL 20, 19~:.:; 



RX DRUG PRODUCT LIST/ CtJKIJLATIVB StJPPLBHIDIT NUNBSR 2 / JAM'98 • PBB'98 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.451 IN 

>ADD> 
>7ii5o> 
>""'i5LT > 
> ""'i5LT > 
> ""'i5LT > 
> DLT > 

PLASTIC CONTAINER 
®BBAA~ 

•~w 
i» 

10,000 UNITS/lOOML 

ihOi>o mt'ttltDCOOi 

to/0-00 ~t~/filoML 

Nl9802 002 
JUL 20, 1992 

~~i;~~tlll 
.... J;~lfl ®~ 
~~lQT:tH2 

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

>ADD> 
>7ii5o> 
>7ii5o> 
>7ii5o> 
> ""'i5LT > 
> ""'i5LT > 
> ""'i5LT > 
> DLT > 

>ADD> 
>7ii5o> 
> ""'i5LT > 
> DLT > 

>ADD> 
>ADD> 
>7ii5o> 
>7ii5o> 
>7ii5o> 
> ""'i5LT > 
> ""'i5LT > 
> ""'i5LT > 
> ""'i5LT > 
> DLT > 

PLASTIC CONTAINER 
@ B BAAUN 

@ 

-~'ff 
• 

5,000 UNITS/lOOML 

5,000 UNITS/lOOML 

tsi•ooj)••••w:tt11•100Mt 
ti®(FW.t~tt'1'~ 

HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 
PLASTIC CONTAINER 

@ B BAAUN 1,000 UNITS/lOOML 

•~w i/®6: mt:fflttl~ 

HYDROCHLOROTHIAZIDE; IRBESARTAN 

TABLET; ORAL 

+ 

+ 

AVAPRO HCT 
@ SANOFI 12.5MG;75MG 

12.5MG;150MG 

t~~r~tmro~t~)Pt .... .... . 
0 $.AOOl!'I i:2t5MGf7SMCi 

tl\t~filo~ 

HYDROCHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 
MBTHYLDOPA AND HYDROCHLOROTHIAZIDE 

> DLT > AB 
> DLT > -

:mv~ llibnM 

N19135 001 
MAR 29, 1985 

N19802 003 
~ ... 2.Q, .. .l:9..9.:2 

Mt!f:DS<'®t 

:l~il~li 
0 .91 IN 

N19042 004 
MAR 29, 1985 

tal~lltiiil 

N20758 001 
SEP 30, 1997 

N20758 002 
SEP 30, 1997 

-
dl~ltlli 

HYDROCHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 

> DLT > II 
> DLT 
> ADD > 
> ADD > 
>'""rum""> 
> ADD > 

"'IBll6 N!P IM>lt-1 .. . . I 

® 

® 

15MG;250MG 

25MG;250MG 

HYDROCHLOROTHIAZIDE; TRIAMTERENE 

CAPSULE; ORAL 
TRIANTJIUJg N!P HYDRQCHLORQTHIAZIDI 

M BARR ~1,U..!!fg 

HYDROXYCHLQROOUINB SULFATE 

TABLET; ORAL 

>...Pl!!...> a 
> DLT > 

lffl?.~~-~n SULl'tL 

> ADD > AB 
> ADD > -

WATSON LABS 

HYDROXYZINE HYDROCHLORIDE 

>...Pl!!...> II 
> DLT > 
> DLT > 8 
>...Pl!!...> .... 
>...Pl!!...> M 
>...Pl!!...> 
>..!!2!L> M 
> ADD > 
> ADD > M 
> ADD > 
>7ii5o> AB 
> ADD > -

TABLET; ORAL 
RYDROXYZID HCL -:u..::m ............... ::z_ 

WATSON LABS 

200NO 

1M -IM 
1.2!!! 

~ 

~ 

10 

J.11111 
N70829 001 

MAR 09, 1987 
N70830 001 

MAR 09, 1987 

117070 001 
JAN 06, 1998 

dBi• 
11'40133 001 

NOV 30, 1995 

dlil:lili 

~11111 
N81149 001 

MAR 18, 1994 
N81l50 001 

MAR 18, 1994 
N81151 001 

MAR 18, 1994 



IBUPROFEN 

SUSPENSION; ORAL 
CHILDREN'S ADVIL 

~ '"'~~ 
BX WHITEHALL ROBINS 

>..l!.!iL> Mi 
>..l!.!iL> ..... 
>..l!.!iL> M 
> DLT > 
> DLT > jj 
> DLT > 
>7inD> 
>7ii5o> 
>7ii5o> 
> ""Ai5o > 
>7ii5o> 
> ADD > 

TABLET; ORAL 
IBUPROPBN 

@ 

® 

® 

™ 

INDAPAMIDE 

TABLET; ORAL 
INDAPAHIDB 

> ADD > AB TEVA 
> ADD > -

IOPAMIDOL 

INJECTABLE; INJECTION 
IOPAHIDOL-250 

> ~> ~ ABBOTT 
>ADD> 
-- IOPAHIDOL-300 

> ADD > AP ABBOTT 
>""Ai5o> -
-- IOPWDOL-370 

>ADD> AP ABBOTT 
> ADD > -

U DROO PRODUCT LIST/ CUH'IJLATIVB SVJ'PLDJDl'l' IIUDBR 2 / J.111'98 • RB'98 

tf~j~ 

lOOMG/SML 

BM 
BBil 
BM 
400MG 

600MG 

800MG 

~ 

ill 

ill 

1il 

;.Jfl~~!fl w..,.,.,.,.,.,,c, .. ,.,.1,,..,.._,.. 
Nl9833 002 

SEP 19, 1989 

~111111 
.... lln:lffl.}ffl 

~~1111 ifM.,.,.:u .•. ,.,,:110! 
N12064 001 

JAN 14, 1988 
N72065 001 

JAN 14, 1988 
N71938 001 

JAN 14, 1988 

N7U98 002 
FEB 12, 1998 

N75005 001 
FEB 24, 1998 

N75005 002 
FEB 24, 1998 

N75005 003 
FBB 24, 1998 

>..l!.!iL> 
>..l!.!iL> 
> ADD > 
> ADD > 

> DLT > 
> DLT > 
> ADD > 
> ADD > 

IQTRQW 

INJECTABLE; INTRATHECAL 
OSMOVIST 190 am •:CHI• 

BERLEX LABS 40.6t 

OSMOVIST 240 
qijjfi u,{a 
BERLEX LABS 51.3' 

IPRATROPIUM BROMIDE 
AEROSOL, MITERED; INHALATION 

ATROVENT 
iK!lilU#Giik:Ui'ataml cu:o.:nlGtm 

+ 

ISOSULFAN BLUE 
INJECTABLE; INJECTION 

LYMPHAZURIN 
i atildfilB 
+ US SURGCL 

ICITOPROFBN 

0.018MG/INH 

it 
lt 

CAPSULE, EXTENDED RELEASE; ORAL 
ORUVAIL 

if' nm,;:._. UM 

1 -lOOMG 

150MG 

11 

..111111 
Nl9580 001 

DEC 07, 1989 

.1a,• 
Nl9580 002 

DEC 07, J.989 

JIil• 
Nl9085 001 

DBC 29, 1986 

ffl.H.~hffl 
Nl8310 001 



>..liruL> 
>..liruL> 
>..liruL> 
>...&!IL> 

LIDOCAINE; PRILOCAINE 

DISC; TOPICAL 
EMLA 

+ ASTRA 

LQRAZBPAM 

>.J&.I...>. 
>.J2!.!L> ..... 
>.J&.I...> • 
>.J&.I...> .... 
>.J&.I...> II 
>.J&.I...> 
> ADD > y 
>...&!IL> 
> ADD > y 
>...&!IL> 
>...&!IL> y 
>...&!IL> 

TABLET; ORAL 

LOIIIL. 
~::::·. . . . . 

WATSON LABS 

MALATHION 

LOTION; TOPICAL 

r-
• MEDICIS 

MEGESTROL ACETATE 

TABLET; ORAL 
DGBSftOL ACffA'l'B 

> ..liruL> y PHARMACHEMIE 
>..liruL> 

MEPERIDINE HYDROCHLORIDE 

>.J&.I._> a 
>.J&.I...> 

TABLET; ORAL 
D!B:llli!~_!CL 

lllX DRUG PRODUCT LIST/ COIIULATIVB SUHLBUlff NUIIBIR 2 / JU'H • nB'98 

2.5t;2.St 

ttM --~ 
l,!!g 

i!!i 

iifi 
0.St 

ilm 

-

MEPBRIDINE HYDROCHLORIDE 

TABLET; ORAL 
QlPJPJII BCL 

N20962 001 >..liruL> M WATSON LABS 
FEB 04, 1998 >..liruL 

• 
METHOCARB(IMOL 

>.J&.I...> ... IN•i-"BCTION 
>.J&.I...> • 
>.J&.I...> 
>..liruL> • 
>..liruL> 

llli 

iWIW 
l00MG/ML 

R7292G 001 
OCT 31, 1991 

R72927 001 
OCT 31, 1991 

R72928 001 
OCT 31, 1991 

METQCLOPRAMIDE HYDROCHLORIDE 

TABLET; ORAL 

MIi!• 

>.J&.I...> • 
>.J&.I...> ... , .. 
>.J&.I...> • 
>.J&.I...> 
>-Am!._> 
>..liruL> 
>..liruL> 
>..liruL> 

~Pl BCL 

ii 

• 

.. .,,, 
Efflfflttf 
BQ SMG BASE 

IQ l0MG BASE 

Nl8613 001 >-Am!._> MQ!DLUJCAST sopIQM 
AUG 02, 1982 

>-Am!._> 
>-Am!._> 
>..liruL> 
>-Am!._> 

>..liruL> 
R74745 001 >..liruL> 

FEB 27, 1998 >ADD> 
>..liruL> 

·--

TABLET; ORAL 
SINGULAR 

+ MER.CK 

TABLET, CHEWABLE; ORAL 
SINGULAIR 

IQ l0MG BASE 

+ MERCK EQ SMG BASE 

12 

• 401H 001 
JUN 30, 1997 

-
;sm 

• mi N8980 001 
DIC 27, 1991 

N72436 001 
JUN 22, 1989 

H70850 001 
PD 03, 1987 

N20829 002 
FEB 20, 1998 

N20830 001 
FEB 20, 19911 



1ll!!!l 
!2.Q!!g 

375KG 

!2.Q!!g 

• ••1-1,1:c,• ,,.,,1 J 



U DRUG PRODUCT LIST/ CtJN'CJLATIVB SUPPLJIIODIT IIUIIJIU 2 / JAN'tl - na•tl 

NITROGLYCERIN 

>.J&!...> u 
> DLT 

FILM, EXTENDED RELEASE; TRANSDERMAL 
NITJlOGLYCDilf __ ..,___ HMM 

>.1Y!!1_> ~ 
>.1Y!!1_> .... 
>.J&!...> • 
> DLT > 
>:J5i>> AB2 
> ADD > =­
>.J&!...> II 
> DLT > 
>ADD> ~ 
>.1Y!!1_> 

TRANSDIIIRM-NITRO 
>ADD> AB2 + NOVARTIS 
>°Ai5o"> --
> DLT > D + 
> DLT > 
> °Ai5i) > AB2 + 
>°Ai5o"> --
> DLT > !ii :j, 
> DLT > 
> °Ai5i) > AB2 + 
>°Ai5o"> --
>IlL'r> u • 
>IlL'r> -
> °Ai5o" > AB2 + 
> ""Ai5o" > --
> DLT > $}I: + 
>.J&!...> 

> DLT > 
> ADD > 

NORETHINDRONE 

TABLET; ORAL 

ifNO~ 
+ WATSON LABS 

PERMETHRIN 

CREAM; TOPICAL 
BLINITB 

!!! + ALLERGAN 

0.2Mq/HR 

CHM/a 
0.4MG/HR 

!tifuwn 
0.6NG/HR 

O.lMG/HR 

lf,21@/ffl! 
0.2NG/HR 

i>'.itl@Jg 
0.4NG/HR 

lt}6MGJ/a 

0.6MG/HR 

o;~/$ 

ifalsMO 
0.3SMG 

ll 

»l~~ill 
11'74609 001 

AUc; }<>, :J.!1!16. 

i~ll~~ill 
11'74607 001 

AU(; ,3.Cl, J9!1Ei 

A~i=t~tlf! 
N74559 001 

AUG 30, 1996 

N201U 001 
FEB 27, 1996 m,ii~r::: 

N201U 002 
FEB .. _27 1 .. 19.9~ .,,~1:r::i 

N201U 003 

;iiit~~ii 
N201U 004 

dii~~iii 

!'!tvotcf'lji.ii 
Nl7060 ooi 

N19855 001 
AUG 25, 1989 

PBRM&;THRIN 
CREAM; TOPICAL 

flllpTDIJ! 
!I! ALPHARMA 

PINDOLOL 

>.J&I...> a 
>.J&!...> .... 
>.J&!...> M 
>.J&!...> 
> ADD > 
> ADD > 
>.1Y!!1_> 
>ADD> 
> DLT > M 
> DLT > 
> DLT > II 
> DLT > 
> °Ai5i) > AB 
>°Ai5o" > -
> °Ai5i) > AB 
> ADD > -

TABLET; ORAL 

PifP2~~ •-

® 

® 

~••·•ws 
WATSON LABS 

ll 

Ill ,. 
SMG 

lOMG -Dlil 
~ 

llM9 

PIPERACILLIN SODIUM; TAZOBACTAM SODIUM 

INJECTABLE; INJECTION 
> ADD > 
>7ii5o> 
>7ii5o> 
> ADD > 
> ADD > 
>7ii5o> 
>°Ai5o"> 
>°Ai5o> 
>7ii5o> 
>.1Y!!1_> 

ZOSYN IN PLASTIC CONTAINER 
+ LEDERLE EQ 40MG BASE/ML; 

EQ SMG BASE/ML 

+ 

+ 

EQ 4GM BASE/lOOML; 
EQ SOOMG BASE/lOOML 

EQ 60MG BASE/ML; 
EQ 7.SMG BASE/ML 

14 

1174106 001 
JAN 23, 1998 

-N74125 001 
APR 28, 1993 

N74125 002 

-N7Un 001 
FEB 27, 1995 

11'74437 002 
FEB 2-,, 1995 

NS(l750 001 
FEB 24, 1998 

NS0750 003 
FEB 24, 1998 

N50750 002 
FEB 24, 1998 



RX DROG PRODUCT LIST/ COICOLATIVB SOPPLIIIIIIDl'l' NODD 2 / JU'98 - PSB'98 

PIROXICAM 

> DLT > y 
> DLT > 
> DLT > II 
> DLT > 
>ADD> AB 
> 7u5o > -
>JU5o> !!! 
>ADD> 

CAPSULE; ORAL 
PIROXICAM 

l0¥¢1 W$ 

WATSON LABS 

.llm 
iM 
lOMG 

20MG 

:1111!1 
M74UO 001 

SEP 29, 1995 
N7U60 002 

SEP 29, 1995 

POLYETHYLENE GLYCOL 3350; POTASSIUM CFLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYD~ou~ 

POWDER_ FOR RECONSTITUTION; ORAL ,n~»m .. 
:UN1™m> 

>...!l1!...> .. 
> DLT > M 
> DLT > 
>75i:F° > 
>JU5o> 
>JU5o> 
>ADD> 

@ 

POLYMYXIN B SULFATE 

> DLT > 

>75i:F°> 
>ADD> 

> DLT > 
>JU5o> 

~ I:•~=ION 

@ 

POLYMYXIN B SULPATB 
&! wiz~ 
~ • 

PRAMIPEXOLE DIHYDROCHLORIDE 

TABLET; ORAL 
MIRAPEX 

BlmflJtm·13lrill 
236GM/BOT;2.97GM/BOT;6.74GM/BOT; 
5.86GM/BOT;22.74GM/BOT N73098 001 

19 $9ih9M ! IMllYAJ. 
EQ 500,000 U BASE/VIAL 

la !5!i9iBf90: tt twmJVf\ti 
!Q 500 1 000 0 BASB/VIAL 

AUG 31, 1993 

ijiJ:il:U#O::t 
N62036 001 

JJf:i»ll®t 
N60716 001 

>ADD> 
>JU5o> 

PHARMACIA AND UPJOHN 0.SMG N20667 006 
FEB 12, 1998 

> DLT > 
>JU5o> 
>75i:F°" 
>JU5o> 

PREDNISOLONI 

TABLET; ORAL -p~~ 
BX + 

ix + -/~ 
Ii 

MG 
SMG 
~ 
sMci 

PROCAINN4IOE HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 

> DLT > g 
> DLT > 

PR~_llMID• R£L -

> ADD > 
> ADD > 

Ii 

PROCHLORPERAZINE IIDISYLATE 

INJECTABLE; INJECTION 

SOOMG 

> DLT > I! 
> DLT > 

PRlll'PRAZID BDIS~,.](MM 

> ADD > 
>....aoo...> 

Ii 

PROCHLORPERAZINE MALEA'TE 

EQ SMG BASE/ML 

TABLET; ORAL 
PROCHLORPBRAZID MALBATB 

>....aoo...> !!! 
>....aoo...> 
>....aoo...> !!! 
>....aoo...> 

TRIGEN BQ SMG BASE 

!!! 

!!! 

ZENITH GOLDLINE 

PROMETHAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PROMIITHAZINB !!CL 

MARSM > DLT > D 
> DLT > -

BQ 10KG BASE 

BQ 5KG BABB 

BQ 10KG BASE 

2SMG/m! 

15 

tB.tld\W.i 
N80354 001 
dilif:(ii=t 
N80339 001 

,,llll!tll 
N89284 001 

JUN 23, 1986 

JIii• 
N89675 001 

DEC OS, 1~88 

N40268 001 
FEB 27, 1998 

N40268 002 
FEB 27, 1998 

N40162 001 
JAN 20, 1998 

N40162 002 
JAN 20, 1998 

~894'>3 
!<t>:i.Y o.'2. 



PROMETHAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PR~ID HCL 

>....!2l!!...> a 
>_i?.ll.. 
>..!Q!L> 
>ADD> 
,.7IB'o"",. 
>ADD> 

@ 

@ 

PROPOXYPHENE HYDROCHLORIDE 

>....!2l!!...> y 
>..!Q!L> 

CAPSULE; ORAL 
PROPOXYPRpB RCL 
-.Mer~ 

@ 

PROPRJ\NOLOL HYDROCHLO~IQE 

>....!2l!!...>. 
> DLT > 
> DLT > jj 
> DLT > 
> DLT > d 
> DLT > 
> DLT > g 
> DLT > 
> DLT > jj 
> DLT > 
> DLT > d 
> DLT > 
>7IB'i5'""> 
>7IB'o""> 
;,,7IBi,;,, 
>7IB'i5'""> 
;,,7IBi,;,, 
> ADD > 
>7IB'i5'""> 
>7IB'i5'""> 
>7IB'o""> 
> ADD > 
,.7IBi,,, 
> ADD > 

TABLET; ORAL 
PROPlilAHOLOL HCL 
i~ 

@ 

@ 

@ 

@ 

Iii! 

@ 

RX DRJO PRODUCT LIST/ cmroLATIVB SUPPLBllmn.' lftJNBBR 2 / JAJf'98 • FB8'98 

~ 

25MG/ML 

SOMG/ML 

Dm 
65MG 

,. ,. --IW 
ffll1 
lOMG 

20MG 

40MG 

60MG 

80MG 

90MG 

.... ~ff1t':fft 
•tr:inw ,1Jcft 

N89463 001 
MAY 02, 1988 

N89477 001 
MAY 02, 1988 

fflu.f./i'j;Ji 
N83278 001 

OUINIDINE §ULFAU 
TABLET; ORAL 

> DLT > g 
>.JY2!L> 

A9iJii11.,l.illl 
@ 

> DLT > 
> DLT > 
> ADD > 
> ADD > 

RANITIDINB HYDROCHLORIDE 

SYRUP; ORAL 
ZANTAC -.a•t•••• 

+ 

TABLET; ORAL 
WitJPIQ KCL 

y RANBAXY 

y 

SAOUINAVIP, 

CAPSULE; ORAL 
FORTOVASE ,_ 

+ 

-200MG 

ii\it.tii'h•i#til 
BQ lSMG BAS&/ML 

so 1501f9 WII 

JIQ 300119 BUB 

i(f~fmi 

200MG 

SODIUM POLYSTYRENE SULFONATE 

>...fil!I_> ii 
>ADD> M 
> ADD > 
>.JY2!L> !! 
>..,M!L> 

POWDER; ORAL, RECTAL 

+ 

D ... 'tll 

!!Q!H 
PADDOCK 

ttii!f-
454Gl«/BOT 

16 

ffliitiiiiH 
N84003 001 

•11• N19675 001 
DBC 30, 1988 

M'75000 001 
JAN 30, 1998 

li,5000 002 
,TP.N 30, 1998 

.111:1~1 
t!20828 001 

NOV 07, 1997 

ftttl!lJt:i'ii1 
Nl:1.2117 001 

!1'40029 001 
FEB 06, 1998 



lllX DROO PRCDVCT LIST/ CUIWLATIVB SUPPLBIGDl'T lliOIICBU 2 / JAN'98 • nB'98 

SOYBJW! OIL 
INJECTABLE; INJECTION 

Jll'l'WUJP 30\ 
H + PHARMACIA J\ND UPJOHN 1,ll 

LIPOfJI III 30\ 
H • ABBOTT 

SUCCINYLCHOyINE CHLORIDE 
INJKCTABLB; INJECTION 

>..W..> a •,11~'2'DBt-
>..AmL> @ 

m 

~ 

SULFAMffiOXAZOLi; TRIMETHOPRIM 
SUSl?El-iSION; ORAL - !DlfW??MtW 
i1D4iiMH tMMUWtftMlW 

>..W..> .... 
>..W..> • 
>..W..> 
>.JM_> ..... 
>..W..> • 
>..W..> 
>..Alm..> 
>..Alm..> lY! 
>..Alm..> 
>..Alm..> lY! 
>..Alm..> 

!111Ll'Ag'fflOWQLI UD ngr:x.m 
TBVA O • 4 0m/5NL 

>..W..> 
>..W..> 
>..W..> 
>..Alm..> 
>..Alm..> 
>..Alm..:> 

I 
y TEVA 
lY! 

SULfASALAZIQ 

TABLBT; ORAL 

11 '-WINIP 

2oom/sm.,:1om1sm. 

.. 

11119942 001 
DEC 30, 1!193 

1120181 001 
JAN 13, 1998 

iHfif:}ffl 
11011847 001 

JIIII 

1118812 001 
JAN 28, 1983 

1118812 002 
JUIII 10, 1983 

--tm 
1118242 001 
lf182U 002 

..~AIJJ 
~~ 

§YLWNNIQ 

TABLBT; ORAL 
S!JWMH,AZIQ 
@ SUPDPHARM 50014G 

UCHOIJYM TC·99M ALBUMIN AOORBGATBD KIT 
INJBCTABLB; INJBCTION 

TBCHJm'l'IUM TC 9914 ALBUMIN AGGREGATED KIT 
BS DRAXIMAGE N/A 

• ~itifit:Miiiil 11, 

TBCHMBTIUM Tc-,,M GWCBPTATB KIT 
INJBCTABLB; INJBCTION 

m:Plf£M GLOCQTIU 
H PRAXIMAGE I/a . _,~,... -

DCHQIIUM Tc-,,M LIDOfPIN KIT 
INJBCTABLB; INJBCTION 

TECHNJISCAJI KIDA 
DRAXIMAGE N/A - m 

TiCHQTIUM TC-9914 MBDRQNAT§ KIT 
INJBCTABLB; INJBCTION 

I Ii 

17 

1189339 001 
OCT 26, 1987 

~UI035 001 
~ld'h:l: 



U DRUG PllODUC'l' LIST / CtJNULATIVB SUPll'LDDIT llnlDD 2 / JU' H - rD' H 

> DLT > 
>DLT> 
>""'ru5o > 
>ADD> 

TECHNETIUM TC-99M PENTETATE KIT 

INJECTABLE; INJECTION 
DTFA 

!l DRAXIMAGE !Ji.A 

a ~ m 

TECHNETIUM TC-99M SULFUR COLLOID KIT 

D 

SOLUTION; INJECTION, ORAL WlfM gt.om 
C 

(i 

TESTOSTERONE 

~ 

FILM, EXTENDED RELEASE; TRANSDERMAL 
ANDRODERM 

&:le +. 1#.mffdi a:;•JHtw 

+ 2.5MG/24HR 

THEOPHYLLINE 

:~ti: a~ .. iJOWi! 

a®kd 

lOOMG 

200MG 

> DLT > .... __ 
> DLT > ,X f 
> DLT > 
>ADD> 
> ""'ru5o > 
> ""'ru5o > 
>""'ru5o > 

> DLT > 
> DLT > aq 
> DLT > •.· .. ·.· 
> DLT > BC 
>DLT> ... 

> ""'ru5o > 
> ""'ru5o > ,---

® 

® 

CA~~~E.., .... E.)!:.1-'.~.E.P. RELEASE; ORAL 
tttxo~ti mt 
~:~·· U!i .. 

~·~ 
® 125MG 

1118511 001 

DE~-dJ:~ 
atUtt~lill. 

il1'1ift1 
N17858 001 

.~lUH~i 
nt••:»I••••1ffl 

N20489 001 
SEP 29, 1995 

..... DffilL'iffit 
~\~~Mt:lffl 
dllJi!li 

N85545 001 
JUL 31, 1984 

N83921 001 
JUL 31, 1984 

....... :~itm 

31111 
N86826 OCil 

JAN 29, 1985 

>..!ruL> 
>..!ruL> 
>..!ruL> 

THBQPHYLLINI 
CAPSULE, EXTENDED RELEASE; ORAL 

ELIXOPHYLLIN SR 
it FOREST LABS 250MG 

IQLCAPOffll! 
TABLET; ORAL 

TASMAR 
ROCHE 

+ 

TRETINOIN 
GEL; 70PICAL 

AVITA 
PEMEDERM 

lOOMG 

200MG 

0.0251 

TRIHEXYPH§NII>YL ijYl)RQCHLORIPI 
TABLET; ORAL 

'f!JQfflRPIDYL IICJ, 
CIRCA > ADD > ll 

> ADD > -

>..!ruL> M 
> ADD > 

~ 

ag 

>..!ruL> 
>..!ruL> 
> ADD > 
>..!ruL> 
> ADD > 
> DLT > 
>_pgr_> 
>_pgr_> 
>_pgr_> 
> DLT > 

UROFOLLITROPIN 
INJECTABLE; INTRAMUSCULAR 

FERTINEX 
+ SBRONO 75 IU/AMP 

+ 150 IU/AMP 

•.-:Ill 
' 

tt•tttlR 
Hili::tU/:W 

18 

N86826 002 
JAN 29, 1985 

N20697 001 
JAN 29, 1998 

N20697 002 
JAN 29, 1998 

N20400 001 
JAN 29, 1998 

IH0184 001 
FEB 06, 1998 

IH0184 002 
FEB 06, 1998 

N19415 002 
SEP 18, 1986 

Nl9415 003 
SEP 18, 1986 



VERAPAMIL HYDROCHLORIDE 

INJECTABLE; INJECTION 
VBWNfIL HCL 
~ >..l!l!!...> u 

> DLT > 
> DLT > M 
> DLT > 
>lU)I)> 
>lU)I)> 
>ADD> 
>ADD> 

@ 

@ 

VIDJ\RABINE 

> DLT > 
> ADD > 

INJECTABLE; INJECTION 
VIRA-A 
@ PMDDii.vis 
@ PARKEDALE 

RX DRUG PRODUCT LIST/ CtJIIULATIVB SUPPLIKIJIT IIUIIIISR 2 / JAJf'91 - na•,1 

UMJD 
iiM& 
2.SMG/ML 

2.SMG/ML 

BO ij:?Li~ ~/Mt 
EQ 187.4MG BASE/ML 

.... #1:tffl ttt 
• :2.Jr i~o 
~!f~!tltl 

N72233 001 
FEB 26, 1993 

N73485 001 
SEP 27, 1993 

msos21 1fo1 
N50523 001 

u 



>..MJ2...> 
>..MJ2...> 
>..Ml2,..> 

> DLT > 
> DLT > 
>J\DD;;, 
>ADD> 

>ADD> 
>7u5o°> 
>°ADD> 
>ADD> 

OTC I>II.UG HODUC'l' LIST / CUltULATIVS SlJHLmlff IIVIGID 2 / JU' H • RB' H 

ACETAMINOPHEN; ASPIRIN; CAPFEINE 

TABLET; ORAL 
EXCEDRIN (MIGRAINE) 

+ BRISTOL MYERS 

CJ,OTRIMAZOLE 

TABLET; VAGINAL 
GYNIX 

COPLEY PHARM 

2S0MG;250MG;6SMG 

l00MG 

IBUPROFEN 

SUSPENSION/DROPS; ORAL 
PEDIATRIC ADVIL 

+ WHITEHALL ROBINS l00MG/2.SML 

NICOTINE 

FILM, EXTENDED RELEASE; TRANSDERMAL 
NICOTROL 

if ~tt :t'!i§tijfflt 

+ PHARMACIA AND UPJOHN 15MG/16HR 

RANITIDINE HYDROCHLORIDE 

TABLET, EFFERVESCENT; ORAL 
ZANTAC 75 

+ GLAXO WELLCOME EQ 75MG BASE 

N20802 001 
JAN 14, 1998 

N73249 001 
FEB 13, 1998 

N20812 001 
JAN 30, 1998 

J:B!i\ill 
N20536 001 

JUL 03, 1996 

N20745 001 
FEB 26, 1998 

20 

-;#ffezf,~;~;t, 



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

CUMULATIVE SUPPLEMENT NUMBER 2 FEBRUARY '98 

NO FEBRlJAR\' 1998 APPROVALS 

21 



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 February 1998 

Name 
Generic Nam~ 
TN=Trade Name 

Aldesleukin 
TN= Prol.eukin 

Bindarit 
TN= 

Indication Designated 

Treatment of metastatic 
mel.anoma. 

Treatment of l.upus nephritis. 

Carbamylglutamic Treatment of N-acetyl.gl.utamate 
acid synthetase deficiency. 
TN= 

Hydroxyurea 
TN= Droxia 

L-baclofen 
TN= 

Treatment of patients with 
sickl.e cel.l. anemia as shown by 
the presence of hemoglobin S. 

Treatment of trigemi.nal. 
neuralgia. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Chiron Corporation 
4560 Horton Street 
Emeryvil.le, CA 94608 
DD:09/10/1996 
MA=0l/09/1998 

Angelini 
Pharmaceutical.~, In~. 
70 Grand Avenue 
River Edge, NJ 07661 
DO=02/03/1998 

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

Br:i.stol.-Myers Squibb 
Pharmaceutical 
Research Institute 
P.O. Box 4000 
Princeton, NJ 08543 
DDal0/01/1990 
MA:02/25/1998 

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

22 



Name 
Generic Name 
TN=Trade Name 

Recombinant 
humanized 
monclonal 
antibody Sc8 
TN= 

Recombinant 
humanized 
monoclo11al 
antibody Sc8 
TN= 

Rifaximin 
TN= Normix 

Thalidomide 
TNc: 

Thymalfasin 
"!'N= Zadaxin 

Orphan Product Designations and Approvals List 
January 1998 through Febru~ry 1998 

Indication Designated 

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of hepatic 
encephalopathy. 

Treatment of primary brain 
malignancies. 

Treatment of DiGeorge anomaly 
with immune defects. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

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

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

SciClone 
Pharmaceuticals, Xnc. 
901 Mariner's Island 
Blvd. 
San Mateo, CA 94404 
DD=Ol/08/1998 

23 



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

NO FEBRUARY 1998 ADDITIONS 

24 
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PATENT AND EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN TIIE rArENT AND EXCLUSIVITY COLUMNS. ABBREVIATIONS AND REFERENCES HAVE BEEN 
DEVELOPED. PLEASE REFER BAC!,;. TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUAT!ONS. 
18TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIAllONS. NEW DOSING SCHEDULE. NEW 
INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
.VEW DOSING SCHEDULE 

D-38 CONTINllOUS INFUSION .-\SAN AL TERNA TE METHOD OF ADMINISTRA TICN 
D-39 CHANGE IN TIME TO TAKE THE DRtrG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBliR:'11 

SYMPTOMS FROM " ..• lr.?-1 HOUR BEFORE EA TING •.• " TO" ..• RIGHT BEFORE EA TING OR llP TO 
60 Ml:'11 BEFORE CONSl'!\IING .•• " 

.VEW /NDIC.ff/ON 

1-212 TREA T:\IENT OF SYMPTOMS OF DRY !\10UTH IN PATIENTS WITH s.JOGREN'S SYNDROME 
1-213 TEMPORARY RELIEF OF PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING COR:-ilEAL 

REFRACTIVE SURGERY 
1-214 TREA T:\IENT OF OSTEOPOROSIS 
1-215 PRE-PROCEDURAL APPLICATION TO ADFL T !\IALE GENITAL SKIN PRIOR TO SITE-SPECIFIC 

SUBCl'.T ANEOl'S INFILTRATION WITH UDOC.-\1:'liE FOR THE REMOVAL OF GE:'IIITAL WARTS 
1-216 FOR THE LONG-TERM TWICE-DAILY (MORNING AND EVENING) ADMINISTRATION l:'11 THE 

MAl'.'liTENANCE TREATMENT OF BRONCHOSP..\SM ASSOCIATED WITH COPD. INCLUDING 
CHRONIC BRONCHITIS AND EMPHYSUIA 

1-217 PREVE'.'liTION (Dl'RING AND FOLLOWING HOSPITALIZATION) OF DEEP VEIN THROMBOSIS. WHICH 
MA\" LEAD TO PllL:\IONARY EMBOLISM. INPATIENTS UNDERGOING HIP REPLACDIENT SURGERY 

1-218 
1-219 
1-220 TREA T:\IENT OF EPISODIC HEARTBURN. ACID l!liDIGESTION AND SOUR STOMACH 
1-221 TREA T:\IENT OF BE:'lilGN PROST.-\ TIC HYPERPL-\SIA (BPH) IN MEN WITH AN ENLARGED PROST.-\ TE 

TO l:\IPROVE sntPTOMS. REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDUCE THE 
RISK OF THE '.'liEED OF SURGERY 

1-222 PREVE:'liTION OF ISCHUIIC COMPLICATIONS Of UNSTABLE A:SGINA AND NON-Q-WAVE 
!\IYOC\RDIAL INFARCTION. WHEN CO:'IICllRRE'.'liTLY ADMINISTERED WITH ASPIRIN 

1-223 I 'SE I'.\ THE S\':\IPTO\IA TIC RELIEF OF RHINORRHE \ ASSOICA TED WITH ALLERGIC AND 
:'IION.-\LLERGIC PERE'.\NI.-\L RHINITIS 1:'11 CHILDRE:'\i AGE 6-11 YEARS 

P.ffE.VT t"SE CODE 

ll-215 TRE.\ T:\IENT OF EPILEPSY TIVICE DAILY. TREA Tl:'IIG A PA TIE:'IIT BY ADMINISTERING 
C.\RB.-\MAZEPl:"IE IN.-\ DOSAGE FOR!\I CAPABLE Of MAINTAINING BLOOD CONCENTRATION 
FRO\14-12:\ICG/\IL OVER 12 HOl,RS 

ll-216 TRE.\ T\IENT OF .\DE'.\OC.\RCINOMA. INCU1DING STAGE 82-C.BY ADMINISTERING A:'11 AGONIST OF 
LR-RIB AND FUT.\\IIDE 

ll-2'7 !\IETHOD OF PRODl"CING .\NESTHESI.\ 
ll-218 \IETIIOD FOR LI\IITl'.\G THE POTE'.'liTI.\L FOR \IICROBIAL GROWTH IN THE DRl'G PRODUCT 
lf-219 TRE.U\IENT OF P.\RKISON'S DISEASE 
lf-220 \IETIIOD OF DL\G:'liOSIS 



26 
PIESCIUPTION ANO OTC HUG PRCDUCT 

PATENT ANO EXCLUSIVITY DATA 

APPL/PROD INGIEDIENT MME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER NUMBER EXPIRES COOE COOE EXPIRES 

020802 001 ACETAMINOPHEN;EXCEORIN (MIGRAINE) NP JAN 14, 2001 
~ 019787 001 AMLOOIPINE BESYLATE;NOftVASC 4572909 JUL 31, 2006 
>ADD> 019787 002 AMLOOIPINE BESYLATE;NOftVASC 4572909 JUL 31, 2(;06 
>ADD> 019787 003 AMLOOIPINE BESYLATE;NOftVASC 4572909 JUL 31, 2006 

020420 001 ARBUTAMINE HYDROCHLORIDE;GENESA 5108363 APR 28, 2009 u-220 
5234404 AUG 10, 2010 u-220 
5395970 MAR 07, 2012 

020114 C::1 AZELASTINE HYDROCHLORIDE;ASTELIN 5164194 NOV 01, 2010 U·207 
017573 001 BECLOMETHASONE DIPROPIONATE;VANCERIL 4364923 DEC 21, 1999 
018521 001 BECLOMETHASONE DIPROPIONATE;VANCENASE 4364923 DEC 21, 1999 
020486 001 BECLOMETHASONE OIPROPIONATE;VANCERIL &OUBLE STRENGTH 4364923 DEC 21, 1999 

~ 020816 001 BRINZOLAMIDE;AZOPT NCE APR 01, 2003 
020712 001 CARBAMAZEPINE;CARBATROL 5326570 JUL 05, 2011 U-215 
020712 002 CARBAMAZEPINE;CARSATROL 5326570 JUL 05, 2011 U-215 
020297 001 CARVEDILOL;COREG 4503067 MAR 05, 2007 U-3 
020297 002 CARVED I LOL; COREG 4503067 MAR 05, 2007 u-3 
020297 003 CARVEDILOL;COREG 4503067 MAR 05, 2007 u-3 
020805 001 CIPROFLOXACIN HYDROCHLORIDE;CIPRO HC NC FEB 10, 2001 
020839 001 CLOPIDOGREL BISULFATE;PLAVIX 4529596 JUL 05, 2003 

4847265 FEB 12, 2008 
5576328 JAN 31, 2014 

020037 001 DICLOFENAC SODIUM;VOLTAREN 1·213 FEB 25, 2001 
020401 001 DILTIAZEM HYDROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 002 DILTIAZEM HYDROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 003 DILTIAZEM HYDROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 004 DILTIAZEM HYDROCHLORIDE;T?AZAC 1·133 JAN 30, 2001 
020401 005 DILTIAZEM HYDROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 

>ADD> 020869 001 DORZOLAMIDE HYDROCHLORIDE;COSCPT NC APR 07, 2001 
020164 001 ENOXAPARIN SODIUM;LOVENOX 1·217 JAN 30, 2001 

>ADD> 1·222 MAR 27, 2001 
>ADD> 020164 002 ENOXAPARIN SODIUM;LOVENOX 1·222 MAR 27, 2001 

020738 004 EPROSARTAN MESYLATE;TEVETEN 5185351 FEB 09, 2010 U·3 
020738 005 EPROSARTAN MESYLATE;TEVETEN 5185351 FEB 09, 2010 U·3 
083209 001 ESTROGENS, ESTERIFIED;ESTRATAB 1·214 MAR 10, 2001 
086715 001 ESTROGENS, ESTERIFIED;ESTRATAB 1·214 MAR 10, 2001 
020363 001 FAMCICLOVIR;FAMVIR NCE JUN 29, 1999 
020786 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA·D 4254129 AN 10, 1999 

5375693 AUG 03, 2012 
5578610 NOV 26, 2013 

~ 020180 001 FINASTERIDE;PROSCAR 1·221 MAR 20, 2001 
018554 001 FLUTAMIDE;EULEXIN 447?.382 SEP 18, 2001 U·24 

5712251 SEP 18, 2001 U·216 
~ 020695 001 GREPAFLOXACIN HYDROCHLORIDE;RAXAR 5563138 OCT 08, 2013 

020818 001 HYDROCHLOROTHIAZIDE;DIOVAN HCT MCE DEC 23, 2001 
NC MAR 06, 2001 

020818 002 HYDROCHLOROTHIAZIDE;DIOVAN HCT NQ: OEC 23, 2001 
NC !-iAR 06, 2001 

016295 001 HYDROXYUREA;HYDREA 00£ FH 25, 2005 
020812 001 IBUPIOFEN;PEDIATRIC ADVIL NP JUN 16, 1996 
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~ 020393 001 IPRATROPIIJM BRONIDE;ATROVENT 1·223 APR 01, 2001 
019927 001 KETOCONAZOLE;NIZORAL 4942162 FEB 11, 2003 

~ 020807 001 LEPIRU>IN;REFLUDAN OOE MAR 06, 2005 
> NCE MAR 06, 2003 

019732 001 LEUPROLIDE ACETATf;LUPRON ~EPOT 5716640 SEP 02, 2013 
020011 001 LEUPROLIDE ACETATE;LUPRON DEPOT 5716640 SEP 02, 2013 
020517 001 LEUPROLIDE ACETATE;LUPRON DEPOT 5716640 SEr 02, 2013 
020263 002 LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020263 003 LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020263 004 LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020263 005 LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020263 006 LEUPROLIDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020708 001 LEUPROLIDE ACETATE;LUPRON DEPOT-3 5716640 SEP 02, 2013 
020517 002 LEUPROLIDE ACETATE;LUPRON DEPOT-4 5716640 SEP 02, 2013 
019941 001 LIDOCAINE;EMLA 1·215 FEB 04, 2001 
020962 001 LIDOCAINE;EMLA NP FEB 04, 2001 
020606 001 LOPERAMIDE HYDROCHLORIDE;IMOOIIJM ADVANCED 5716641 MAY 21, 2012 

~ 020803 001 LOTEPREDNOL ETAIONATE;ALREX NCE MAR 09, 2003 
> 020583 001 LOTEPREDNOL ETAIONATE;LOTEMAX NCE MAR 09, 2003 

>ADD> 020841 001 LOTEPREDNOL ETAIONATE;LOTEMAX NCE MAR 09, 2003 
~ 020827 001 MICONAZOLE NITRATE;MONISTAT 3 NP MAR 30, 2001 

020762 001 MOMETASONE FUROATE MONOHYDRATE;NASONEX 4472393 SEP 18, 2001 
020830 001 MONTELUICAST SOOIIJM;SINGULAIR NCE FEB 20, 2003 
020829 002 MONTELUICAST SOOIUM;SINGULAR NCE FEB 20, 2003 
020763 001 NARATRIPTAN HYDROCHLORIDE;AMERGE NCE FEB 10, 2003 
020763 002 NARATRIPTAN HYDROCHLORIDE;AMERGE NCE FEB 10, 2003 

>@D> 020555 001 NIZATIDINE;AXID AR 1·220 APR 01, 2001 
>ADD> D-39 APR 01, 2001 
>ADP> 020799 001 OFLOXACIN;FLOXIN NOF DEC 16, 2000 

020237 001 PILOCARPINE HYDROCHLORIDE;SALAGEN OOE FEB 11, 2005 
1·212 FEB 11, 2001 

019627 002 PROPOFOL;DIPi"VAN 5731355 MAR 22, 2015 U-217 
5731356 MAR 22, 2015 U-218 

020815 001 RALOXIFENE ~tDROCHLORIDE;EVISTA 4418068 APR 03, 2001 
5393763 JUL 28, 2012 U·114 
5457117 JUL 28, 2012 U-114 
5478847 MAR 02, 2014 U·114 

>ADD> 020835 001 RISEDRONATE SOOIIJM;ACTONEL NCE MAR 27, 2003 
0202n oos RISPERIDONE;RISPERDAL 5158952 OCT 27, 2009 D-37 OCT 17, 2000 
020236 001 SALMETEROL XINAFOATE;SEREVENT 1·216 FEB 05, 2001 

>ADD> 020895 001 SILDENAFIL CITRATE;VIAGRA NCE MAR 27, 2003 
>ADD> 020895 002 SILDENAFIL CITRATE;VIAGRA NCE MAR 27, 2003 
>ADO> 020895 003 SILDENAFIL CITRATE;VIAGRA NCE MAR 27, 2003 

019676 001 SOMATROPIN, IIOSYNTHETIC;NUTROPIN ODE OCT 29, 2004 
019676 002 SOMATROPIN, IIOSYNTHETICiNUTROPIN OOE OCT 29, 2004 
020181 001 SOYBEAN or L; LI POSYN 111 ox NP JAN 13, 2001 
020791 001 TESTOSTERONE;TESTOOERM 4379454 FEB 17, 2001 
020697 001 TOLCAPONE;TASMAR 5236952 AUG 17, 2010 NCE JAN 29, 2003 

5476875 DEC 19, 2012 U-219 
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APflL/PftOD 
NlNER 

020697 002 

020771 001 
020771 002 
020137 002 

PftESCIUPTIOld AND OTC DRUG PRaOUCT 
PATENT AM> EXCLlffilVITY DATA 

INGREDIENT !WE; TIIADE !WE PATENT PATENT 
MUMIIER EXPIRES 

TOLCAPONE;TAsewt 

TOLTERODINE TARTRATE;DETROL 
TOLTERODINE TARTRATE;DETROL 
TORSEMIDE;DEMADEX 

5236952 
5476875 

AUG 17, 2010 
DEC 19, 2012 

USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

U-219 
NCE 

NCE 
NCE 
D-38 

JAN 29, 2003 

MAR 25, 2003 
MAR 25, 2003 
FEB 13, 2001 
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New 1 th Edition 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEUTIC EQUIVALENCE EV Al.UATIONS 

Superintendent of Documents Subscription Order Form 

Order Processing Code 
* 80128 

• yes, enter my subscription as follows: 

Charge your order. 
It's easy! 

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP, 
and the monthly Cumulative Supplements, for $77.00 per year. 

The total cost of my order is $ ___ _ Price includes regular shipping and handling and is !>-Ubject to change. 
International i:ustomers please add 25 % . 

Compau)· or personal name 

Cily. Stotc. ZIP Cude 

Daytime phooc mcluding area .ode 

For privacy ~ da'k die box bdow: 

D Do oot make my name available to other mailers. 

~ ~ ~ of payment: 

Check payable to Superintendent of Documents • 
• GPO Deposit Accoum ! i i I I j - D 
• VISA or MasterCard 

Thank you. for yow order! 
<Credi« card expiration dale) 

(Alll!>orning Signaturel (11/97} 

Mail To: Superiruendcm of Docwm::rus, Government Priming Office, P.O. Boit 371954 Pittsburgh. PA 15250-7954 
To FAX your charge order. 1:a.ll (202) 512-2250. 
To charge your subscription call (.:?.02) 512-1800. 
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