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APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

1sm EDITION 

CUMULATIVE SUPPLEMENTS 
MAYJ.998 

1.0 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have had their approvals withdrawn for other than safety or efficacy reasons.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 
product:s with multiple active ingredients, only the first active ingredient (in alphabetical oort) will 
appear. In addition, the trade name wm be displayed to the right of the active ingredient name for each 
product. Also shown is the application number and product number (FDA's internal file number) for 
reference purposes. 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 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 Suppleir.ent. 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 Li~t for the revision. [Strength(s) which already exist in the List will not 
be repeated for context.] 

The presen~e 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 revisec 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 ar~ 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 Cumuiative 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 1s 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 identifieci with an asterisk. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
(FORMER ABBREVIATED NAME) 

NO APPLICANT NAME CHANGES - MAY 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 I isted drug for the 200 mg 
tablet in addition to the acylcovir (Zovirax) 800 mg tablet of the innovator. A generic firm wishing to submit 
an ANDA for a duplicate of the 200 mg acyclovir tablet will be eligible for a waiver of the in vivo 
determination of bioequivalence (I) if their product is proportionally similar in its active and inactive 
ingredients to their own 800 mg acyclovir tablet and (2) by doing an acceptable comparative dissolution test 
(dissolution profile) against Novopharm ·s 200 mg 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 Bioequivaience. Office of 
Generic Drugs. 
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i .4 DICLOFENAC SODIUM OPHTHALMIC SOLUTION O. l % 

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS). (I) Ciba·s NDA 
20-037 for Voltaren and (2) Alcon·s NOA 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 stud)' was 
necessary to demonstrate that the different formulation of the Alcon drug product did not affect the safety 
and/or effectiveness of the proposed drug product for this indication. Prior to the approval of Alcon's DSOS 
Ciba did c.,; :~ .. 1 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. 

l .5 FOLLITROPIN ALF A AND BET A 

Based on available data derived from physico-chemical tests and bioassay, follitropin alfa and follitropin beta 
arc 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 Li"t; OTC Drug Products; Discontinut>d 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 (301) 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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l. 7 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIP"I]ON OF REPORT 

This report provides summary counts derived from the product information in the Prescription Drug Product List 1md the current 
Cumul,ltive 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) refors to the products in the Prescription Drug Pro<luct 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 mok:ty (molecular entity and its 
salts. esters and derivatives) either as a single ingredient or as a combination product provided in a specific dosage fonn 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 previousiy 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 caJNTED 

DRUG PRODUCTS LISTED 
SINGLE SOOltCE 
MULTlSOOltCE 

T~ERAPEUTICALLV EQUIVALENT 
NOT THE,APE~TICALLV EQUIVALENT 

EXCEPTIONS 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

REPORT OF COUNTS FOR TUE PRESCRIPTION DRUG PRODUCT UST 

REPORT OF COUNTS FOR THE PRESCRIPTION QRUG PROOUCT LIST 

DEC 1997 

9624 
2462 C25.6X) 
7052 (73.3X) 

6673 (69.3X) 
379 C 4.0X) 

110 C 1. 1'() 

551 

COllNTS CUMULATIVE ev QUARTER 

MAR 1998 

9711 
2484 (25.6X) 
7117 (73.3X) 

6746 (69.SX) 
371 ( 3.8X) 

110 ( ,.uo 
8 
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'Amino acid-containing products ofvarying cC1m('Osition (see Introduction. page xx of the Lisi). 
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CHLORIDE 

PLEGISOL IN ~\: .- ·:s 'S: . , SOLUTION; PERFPLASTic CONTAI-·N ~.-.• ,11"". . '. . . . -~ . ' USION CARDIAC Bltla' 
iBiffl tti~. I ... •·· .. ,. ~-. 

SOLUTION1 PERFUSION/CARDIAC 
PLEGISOL IN PLASTIC CONTAINER 

+ ABBOTT 17.6MG/JOOML;32S.JMG/100ML; 
119.3MG/lOOML;643MG/lOOML Nl8608 001 

FH 26, 19112 

CALCIUM CHLQJUP!li! POTASSIUM c;m.,oRJPl1 SOOIUM CHLORIQI 

M 

M 

ii 

II 

AT 

INJECTABLE; INJECTION , 

~ 

SOLUTION; IRRIGATION , . ~ 

30NQ/10om., 

11•,r11:.:s-11oom,, 
,:.~,· ~1 

it 

r3Ml19WL• 
L 'f 

H11721 001 
NOV 09, 1982 

1120002 001 
APR 17, 1992 

JIJ::jllil•) ,, t~-~ ·. Bii-, .. 

1111151 001 

illH'ftfrf 

CALCIUM CHLQRIPI; POTASSIUM c;m.,oRJPI; S@IUM CHLOltJPli SQPIYM 
LACTATE 

M 

• 
it ~ 



U Dllffl/1 PlltODVC'l' Liff / ~'l'IVIII SUH~ ffl'ffllU S / JM' H - NAY' H 

INJBC'l'ut.l; INJECTION 
• 

SOLUTION; IRRIGATION 

ll 

a 

wstlDP IJIIIGU' I JI •· ,1r• 8 UAUN 3?39l9/109&1§0Miifll91L' 
1111 11 001 -

CAPJCITMINJ 
TABLET; ORAL 

XILODA 
ROCHI 

+ 

CAPTQPRIL 
TABLBT; ORAL -~ 

ii 
ii 
ii 
61 WATSON LABS 

y 

y 

M 

1SOMG 

S00~ 

----mill 
lLJ& 

nm 
um 
1UII 

82 

N20896 001 
APR 30, 1998 

N2011H 002 
APR 30, 1998 

N74'51 001 
rn 13, 1u, 

N74H1 002 
FD 13, 199' 

N744S1 003 
FD 13, 199' 

N744!51 004 
FD 13, 199' 

>~> 
>...mtI..> 

>~> 
>~> 
>~> 
>...mtI..> 
>-R.lif_> 
>.J!l~> 

>~> 
>~> 
>~> 
>~> 
>...mtI..> 
>...mtI..> 
>...mtI..> 
>...mtI..> 

CAIUWlllllli'U!I 
CAPSUt.l, EXTDDm> RIIU,USI; ORAL 

i~ itW 
J ~ 

+ SHIH 

• 

CANU:PQPA 

TABLIT; ORAL 
LOOOSYN 

i ~~ 
W,IIPQPA; LIYQPQP.I\ 

TABLBT; ORAL 

• 1"1ffllir MDCX 

I .+ ~~ 
~ 

:lOOMG 

300MG 

a 

TABLIT, IXTBNDm> RBLIASI; ORAL 
SINIMIT CR 

DUPONT MDCX 2SNG;100MG 

+ SOMCJ;200NQ ~- ---I ---

1 

~ 



ll llaUO P~ Lift / ~'flffl iliUJPP!.-mrl' mmD !.I / JU' H • MY• H 

TMUT; oaAL 

a~ 
M WATSON LADS 

ClfACLQJl 

-nm 

PONDBR. FOil Rt :'ONSTITU'l'ION: ORAl, 
cp.a.g,oa 

y MAIi.SAM 10 12M WI/SNL 

y IQ 1871\i Wl/5:NL 

Y IQ 25:0lffi Wl/5:NL 

Y IQ 3'15:N\i IYIISNL 

C§FAZot.IN SOQIUM 
INJECTABLE; INJECTION 

Clf.YQLP! §@UM 
R FUJISAWA 

R 

C§FUROXIM§ SQPIUM 
INJECTABLE; INJECTION 

cmmoxm y ASTRA 

R 

R 

IQ lg IYIIYW 

IQ •M IYl{VW 

IQ '1SONG WI/VIA,L 

IQ 1. 5:91 IYILYWi 

IQ '1 • 5:91 WI/VIAL 

IMOl!.12 001 
DIC 03, 1996 

•H2H 001 
FD 18, 1998 

IIH205 001 
FH 18, 1998 

•H:?JG: 001 
FD 18, 1998 

NH20'1 001 
FD 18, 1998 

NH1'10 001 
MAR 18, 1998 

NH170 002 
MAR 18, 1998 

NH192 002 
APR 16, 1998 

NH192 001 
APR 16, 1998 

HH191 001 
APR. 16, 1998 

S:!WJ:IU! 

P<M>U FOil UCONSTITU'l'ION1 ORAL 

i
0 ilf 
• + 

~Ieot. 
CAPSULS; ORAl, .,~ 
~ 

y + PM.UDALi 

+ 

OINTMENT; OPHTHALMIC 

-~~ U + PM.UDALIII 

EQ lOOMO IWII/ML 
EQ lOOMG IWIB/ML 

nm 
SONG 
lOOMG 

ti 
P<M>U FOil RBCONSTITUTION; OPHTIW.MIC 

·~~ ' i ......... 
+ PAllUDALB 2SMG/VIAL 

SOLUTION/DROPS; OPHTHALMIC 

a °'llillw ml 
U PARltBJW.B .Lll 

SOLUTION/DROPS; OTIC 
CHLOROMYCITIN 
i~ .... 
+ PARJCJrDAI.B O. 51 

CHLQMMPHJNJCQL; HYDRQCORTI§ONI ACITAD 
PONDBR FOil UCONSTITU'l'ION; OPHTIW.MIC 

CHLOROMYCITIN HYDROCORTISOIIB 

~ .-.~ •-1.-
+ PAIUCBDALB 12. SMG/VIAL; 25MG/VIAL 

t!I 

-H!.1040Ci 003 
N6211'1 001 

H60H1 002 
N60S91 001 
NS0!.191 003 

-lrSOlSI 001 

--•11220 001 

lff.ffllifi 
NS0202 001 



U DllUQ HODUC'f Lll:ft / ~'fl[Q IUHLUDT man 5 / .:ru• ti • MY' ti 

ctf,LOM,Mffl§NICOL: l;l)'J)!QCORJ'HoU ACi'fATI; mnrocJN I SYW:AD 
OilffMltMT; OPH'l"HALMIC 
O~T --~ 
It PUUDM.S 

l~ 
it)"m,~ 
lOMG/GN; SMG/GN; 
10,000 UNITS/GM 

ctf,LOM,MfflPJC9li SQPJUM SQCCJNAD 
INJEC'TA.BLS; INJECTION 

11 l'lllill 
!! + PMUDALI 

CHLQRPIAZEPOXIDE 
TABLET; ORAL 

LIU.ITADS 
+ ICM 

• • • ~ • • 

rtnllffm 

SMG 
lOMG 
2SMG 

I 
CHLC,'!ltDIAZEPOXIP§ ID'PRQCHLO'RID§ 

y 

CAPSULE; ORAL 
LI81tJQN. 

ICM 

i ; ~ 
CHLORHEXlDINE Gt.UCON.ATE 

SOLUTION; DENTAL 

-
• .••a.~)~ ma 

~~· 

NS0::101 002 

~~ 
lt50155 001 

1054'1 001 
10H'72 001 

01 .. 

J&\11 

>.JYat_> 
>..AmL> 
>..AmL> 
>..AmL> 

>..AmL> 
>..AmL> 
>..AmL> 
>..AmL> 

>_ADIL> 
>_ADIL> 
>..!mt_> 
>_ADIL> 

CHlQN\RIPJHl!li GWSPNATl!i 
SOLUTION; DIN'l'AL 

l'DJRU 
l't + lULA 

TAl8Lff; DENTAL 
HRIOOIIP 

• PDIO PRODS (IS) 

L.m 

2.SMG 

CHLQN>iQtWi;tQ IM>RQCHLOlSJPI 

INJEC'TABLI; INJECTION 
~mp 

II 
• 

c;m.ouop;og 

ii 
M MATSON LABS 

~IQ 

PONDD;ORM.. 
CIIOLU'l'IIWIID 

M NOVOPHMM 

M 

M 
CBOLUm1111n LIB 

NOVOPKIUtM 

M 

LOCIIOLpT 
M KON 

,,,. 
2SMG/ML 

il8 
llM 

D ta IIIIIL!ACDr 

a ta 11111L1COOPm 

D t!ill llllll!ACDt" 

a ta mwac:oo.m 

D ta IIIIIL!ACll:rt 

' 

NUO:H 001 
AOO ll, 1986 

N20774 001 
MAY 15, 1998 

NHH3 OU 
APR 15, 1911 

101040 001 
AUO 22, 1919 

117Un 101 
MAY 21, 1'91 

117Un 102 
MAY 21, 1'91 

1174341 001 
MAY 21, 1'91 

117041 002 
MAY 21, 1991 

1174111 001 
AUO 15, 19H 



U NtUQ HOD'OC'l' LISY / ~TIW SUH~ mmD !5 / JAIi' 91 • MY' 91 

CHOw:rnwtJD 

POlfOD; ORAL 
~ 

M troN 

i 
j 

LOCIIQLJf'l' LIM 
M EON 

M 
i 

i 

CIMBTIDIQ 

>-W..> M 
::itf::: II 
>-W..> ··• 
>-W..> II 
>-W..> 
>-W..> • 
>-W..> 
>..!mL> M 
>..!mL> 
>..!mL> M 
>..!m2_> 
>..!mL> M 
>..!mL> 
>..!mL> M 
>..!mL> 

TABLET; ORAL 

~ 

ZENITH LABS 

19 •• usw,coorm 
~~ 

~~~ 

19 •• usuv•MDT 
19 ta USJl/8COOHUL 

·~~ 
~~~ 

BB 
Blll 
mw 
.mil 
~ 

.ll.2!m 

il.2!!l 

ll..2!!i 

CIPROFLQXACIN HYDROCHLORIDE 
OINTMENT; OPHTHALMIC 

CILOXAN 
+ ALCON EQ 0.3' BASB 

N7HH 001 
JUL 28, 1995 

N7H2t 002 
JUL 28, 199S 

N7H24 003 
JUL 21, 1995 

N7H2t OH 
JUL 28, 1995 

N20369 001 
MAR 30, 19911 

CifflOMpCIN RM>ROCHLOR1p111; IM>RQCOMISOQ 

SUSPENSION/MOPS; OTIC 
CINO RC 

+ IAYD EQ 0.21 BASB;U 

CWNSIJD ft!MMAII 

SYRUP; ORAL 
rt:PftSJU f'Mlltl 

M MOlt'l'ON GROVB 

CLJNQNIYCIN PHQSPHATB 
CRUM; VAGINAL 

CUOCIN 3 

19 9,M Wltar. 

+ PHUMACIA AND UPJOHN EQ :at BASB 

INJBCYABLBi INJECTION 

ii <:Silllr'"' rwuau 
~ . l ~ ~ " 'if 

9 EQ 150MG BASI/ML 

ii 
9 EQ n BASB 

CLQNIPRAMIQ IM>ROCHLORIQI 
CAPSULI; ORAL 

cwa•IWIDIII IICJe 
M MYLAN llli 

M Ul!I 

M lll! 

10 

N2080!5 001 
nm 10, 1991 

NMH3 001 
MM 13, 1991 

N50HO 002 
MM 02, 1991 

NU9ll 001 
OCT 20, 1911 

,;*-.~. 
NU3,3 001 

FD 01, 1912 

lf7'H7 001 
APR 30, 1991 

11'7tH7 OH 
APR 30, 1991 

11'7tH7 OH 
APR 30, 1991 



>.Jlil..> 
>.Jlil..> 
>.Jlil..> 
>.Jlil..> 
>.Jlil..> 
>..W...> 
>..W...> 
>..W...> 
>..W...> 
>..W...> 
>.JIU_> 
>..W...> 

>..!1212..> 
>..!1212..> 
>..!1212..> 
>..!1212..> 
>..&&.,.> 
>..AP.IL> 
>~> 
>..!1212..> 
>..!1212..> 
>..!1212..> 
>..!1212..> 
>-61&..> 

U DaUQ IPllODVCT LIH / CIIINU'LATIVII SUP!i'Lmam'l' ~ 5 / JAN' H • MY' H 

~ 

~~ 

~ --
TABLET, ORALLY DISINTEGRATING; ORAL 

KLONOPIN RAPIDLY DISINTEGRATING 
+ ROCHE 0.12SMG 

+ 

COLISTIMBTHAT§ SQPIUM 
INJECTABLE; INJECTION 

COLY-MYCIN M 
~ ~1~ 
+ PAIUCEDALE 

CQRTICOTRQPIJ! 
INJECTABLE; INJECTION 

ACTH 
ifmf\~ 
i 
8 PARKEDALE 
• 

0.2SMG 

0.SMG 

lMG 

2MG 

._~~ 
SQ lSOMG BASE/VIAL 

t1m 
2S UNITS/VIAL 
40 UNITS/VIAL 

N201113 001 
DEC 23, 1997 

N201113 002 
DIC 23, 1997 

N201113 003 
DIC 23, 1997 

N201113 004 
DEC 23, 1997 

N201113 OOS 
DIC 23, 1997 

~..,. 
NSlll0II 002 

N08317 002 
N0831'7 004 

>..&!L> 

S&BOOLYN SQl)IUM 
SOLUTION/DROPS; OPHTHALMIC 
~ u BAUSCH AND LOMIII il 

j ff 
CIONOLD 1!1!1311 u ADV RIMEDilS il 

Ofl'JiR91 u + ALLUGAN il -~ 0 

£IANOCC>1W.MIH 
INJICTABLB; IM - SC 

£YMQCOIIIMU 
At NIDNICK 9,WOIL 

CJCLOUNMffl!Q HYDROQILORIPI 

TABLIT I ORAL -~A 
u WATSON LABS 

QACTiffllMXCIH 
INJ'BCTABLB1 INJBCTION 

COSMBOBN 
+ NBRCK 
i ~~~ 

QALTBPMIH SODIUM 
INJICTABLI; INJICTION 

FRAGMIN 

-lll!I 

0~ ~" . ' ••· 
M* ·-.: . 

~ llltiJlllln1ah~ ltl:.ffi:~_,-

u 

11747H 001 
APR 29, 19H 

lflOHO 001 

-.,ffi,,,1 
NOV 30, 19H 

NS,H.12,,_, 00],_ ~-



>...IIIL.> 
>...IIIL.> 
>...IIIL.> 
>...IIIL.> 

>...IIIL.> 
>..!l!IL> 

U N'N t~ Lift / ~Tift IUPlPLIUlft' __. S / .YM'H • MY' H u 

WIRNW! AJW 
INJICTUUh INJICTION 

FRMNIN 
+ ~IA Nm t1NOffM 10,000 IU/ML 

PNNQL 

CAPSULE; OML 
PHN9lt 

M MU. 

M 
pjllOCUD 

M SMOFl 
M 

PAUNQRUJICIII HJPROCHLQlUQI 

INJECTABLE; INJECTION 

um 
llB 

um um 

DAUNORUBICIN HCL PRUD.''IATIVB FRH 
+ BEDFORD IQ 20MG BASIE/VIAL 

Pl§QG!'STUL; mmm, l§TJW)IQL 

TULIET; ORAL-21 
MlRCffTB 

+ ORGMfON 

QISOXIlffl'MQQ 

OINTMl'NT; TOPICAL 
PlfOIPIITM911 

M AI.TANA 

0.1SMG;0.02NG 

!.Jll 

M:10281 004 
JU 30, 19'1 

N'7U82 003 
MAY 29, UH 

N'7H82 002 
MAY 29, UH 

R1U!S7 003 
N1'1557 OH 

NS0731 001 
JU 30, UH 

N:20713 001 
APR 23, 19H 

11"73HO 001 
APR 01, 19H 

~-. 

~' 
IQ O.lNG PHOIJPHAfl/llffl 

N13413 001 

lmmm 
NlUU 001 

RKJ'llOU 

I 
6t 

I 

INJICTULI; INJllfCTION 

l!IJllfCTULB; I!IJllfCTION 

N1HH 001 ~-.. 
IIH'730 001 

ISOLYTI PIN DIXTROSI SI IN PLASTIC COll'l'Almat 
B BRAUN SOM/100ML;31MG/100ML;130MG/100NL1 

2SNG/100ML1320NG/100NL 1119173 001 - ,,HJ 

INJICTAILB; INJICTION 
ISOLYTI HIN DIXTROSI St IN PLUTIC COIITAIND 

B BRAUN SGM/100ML130NG/100ML197NG/100NL1 
220NG/100ML;140NG/100ML Rltl44 001 

.JUN 10, 1993 



U MN IPIRODVC'l' Lift' / CUNULATIQ IIIUPPLMU'f NUIUD S / JAN' H • MY' H u 

INJICTMLB; lNJBCTION 
ISOLYTR ff IN DSXTROSR 5' 
~ 

DQIJ!O§I; MAGNJSIUM CH1QBJP11 fOIMSJUM CULQBJPI; §OPIUM 
ACIIAU; §OPIUM CHLQBIP11 SQPJlB cn.uc:oNATI 

lNJECTMLllt; lNJSCTION 

6t 
HBJ!!!f • .! P! PR'1D 

61 

Ul~LJ'fl __ s_ If 
~ B BRAUN 

it ~ 

PEXTRQSI; PQTM§JUM CHLQBJPI 
lNJSCTABLB; INJICTION 

WASHUM cm.paJQI 0.015' 11 Plm!Ofl 5' IN PW'l'IC 

AP 

Al 

£911TAU!P 
B BRAUN 

~ 

sw10,m.,1sm11oom. 
fflUHR)lWlfiW 

t SSE SECTION 1. 4 OF INTRODUCTION 

NU17U 001 
00ha~i'.;i 
--~~iii 

I. PJWICt 

INJSCTABLlh INJRC" 
ISOLYTB MIN r 

I MAUN 
'ft SI IN !PLASTIC CONTAIN!ffi 

SGM/lOOML1lSOMa/lOOMu1llCMG/lOOML1 
280MG/lOOML191MG/100ML N19870 001 

~ 
o •. 1993 

~~ ,.,_ Mf.tn•~.'_'i'-' ~ na'a,.1 
1.l~•-· i,t\R 

PUDQSli SQPIUMCHLQBJPI 
INJICTMLIB: INJICTION 

DUTROSIII: 101 ANO SODIUM CHLOIUl)(i 0. H IN !PLASTIC CONTAINU 

; .aUN t11,1~•i,1•u• 111ut,11 
DEXTROSE SI AND SODIUM CHLORIDE 0.91 IN PLASTIC CONTAIND 

; waUN ~1-H11H• ~u• :uH:,:i:H 
PIAZ§PM 

INJICTULl!:1 INJICTIOO 

ii P1MIIM --• SMG/ML 

R+CLOflll!AC SQPIUM 
SOLUTION/DROPS1 OPHTHALMIC 

>--6mL> 
>--6mL> M 
>--6mL> 

PICLOQRC fOPIUM t 
ALCON Lll 

VOLTMffll 
>--6mL> M + CIBA 
>--6mL> 

Lll 

Mfiti/tn 
,.;i.!f.i.:..::::t\li::.:~~ 
.,_, Cll'~.:;:U!:W .• 

N72371 001 
.JAN 29, 19'3 

N2Hot 001 
MAY 04, UH 

N20037 001 
MAR H, 1991 



------------------------------------------------~-----

:>.JlltI_> 
>.JlltI_> 
>...AP!L> 
>...AP!L> 
>..PltI_> 
>..PltI_> 
>..l!m.,.> 
>..!Q!L> 
>.JlltI_> 
>.JlltI_> 
>...AP!L> 
>..!Im,_> 
>.JlltI_> 
>..PltI_> 

pxcyct.c.JUN§ UlQBQOU&:IUPI 

TABLIT; ORAI. 

I) P~A& 

• 

PIFLORA§QNI DIACJIAII 
CREAM; TOPICAL 

PJfLOMSOII PUCUAD 
M ALTANA 

HoacoN 
Al + DSRMIK LABS 

ti • 

DILTIAZEM HYDROCHLQRIPB 

-20MG 

L.m 

L.m 

~ 

CAPSULE, EXTENDED RELEASE; <mAL 
PJLIJMR ISL 

AU MYLAN ll!!li 

AU llllli 

AU UM 
TIAZAC 

le a:t<WAt, llN 
BC + 120MG 

it? aw 
BC + 180MG 

it: ti• 
BC •. 240MG 

,c fflill 

U: mtVG PJtOOUCT Lift / Cl1IKILATl'Q SUPPLDUT NUUU S / JU' H - IIA1i'' 98 

Nll4600 001 
JUL 29, 1985 

lfl518'1 001 
MAR 30, 1998 

"15124 002 
MAR 18, 1998 

lfl5124 003 
MAR 18, 1998 

lfl5121' 001 
MAR 18, 1998 

>...AP!L 
>.J1121L> 

--- > 
> 
> 
> 

PUJIA.QM l001BQCIU,QRIDB 
CAPSULE, EXTENDID Rllll,tu.SE; ORAL 

TIAV.C 
BC + BIOVAIL 300MG 

+ 

INJECTABLE; INJECTION 
rm,u.ug ISL 

Al ABBOTT 

At TAYLOR PHARMi\ 

fiR 
360MG 

~ 

~ 

QifHMJPMMINB HJPROCHLORJPI 
ILIXIR; ORAL 

P~ISL . ' ~-w:re 
• 

,W:PYl!,IDAMQLI 

INJECTABLE; INJECTION 
PHJIJPM9Jel 

Al BEDFORD 

DQBtrrAMINB HYDROCHLORIDB 
INJECTABLE; INJECTION 

QOIVTNPl!I ISL 
Al MARSAM 

At 

12.SMG/SML 

~ 

JQ H, M MQ/NL 

JQ 12, M HflfNL 

u 

004 

N2040l 005 
SEP 11, 1995 

111'1HU 001 
APR 15, 1998 

111'1SOH 001 
APR 09, 1998 

.. ~. .. I~--;:s:,_-❖-

N83237 001 
JAN 25, 1982 

lfl03' 001 
APR 13, 1998 

11'1421' 001 
FD 18, UH 

11'1HH 001 
MAR 31, 1998 



U: Dl.00 PRODUCT LIST/ c::tlllfflLATI\11\t SUl'PLmmllT ml'NIIR S / JAM'98 • NAY'98 

Q<..:ftZQLM;tPI JM>R9QIL9UPI; TIMQLQL MAitiAll 

SOLUTION/DROPS; OPHTHAU'IC 
COSOPT 

+ MUCK EQ 21 BASE;EQ 0.51 BASE N20869 001 

OOX§PIN HYl)ROQILOl'tlDI 

CAPSULE; ORAL 

• ROjg,& 

• 
U! 
y 

!! 

y 

WATSON LABS 

PQXQRUBICIN HYDROCHLQRIQE 
INJECTABLE; INJECTION 

a UUfffii.trftm 

It 

MVIM,,jiii 

SQ lONO WB 
SQ 2SNC WI 

SQ SONG WI 

tMfflffi 
twz,m. 
:ttN/tti.t 

6f BRISTOL MYERS SQUIBB lONO/V:tAL 

!l Sffll(YIAL 

@ROPHQNIUM CHLQRlO§ 
INJECTABLE; INJECTION 

IPltOfPIUN c::m.oRIPJ 

l00MG/VIAL 

!l ABBOTT lONO/NL 

APR 07, 1998 

~ 
lf72985 001 

MAR 29, 1991 
lf729H 001 

MAR 29, 1991 
lf72987 001 

MAR 29, 1991 

;' ;--~ "''-,·,; 

~·'"· liii MUHS 001 
APR 13, 1919 

MU93S 002 
APR 13, 198!1 

N'2926 003 
APR 13, 1919 

M40131 001 
FIB 24, 1998 

>~> 

>~> 
>~> 
>~> 
>~> 
>~> 
>~> 

~)~~- ·.. 
• 
• 

~IN SQPIUM 
INJECTABLE; INJECTION 

LOVENOX 

2SMG 

3SMG 

+ RHONE: POULENC RORER 40MG/0, 4ML 

• 

• 

• 

lfTU:IMTIPI 
INJECTABLE; INJECTION 

INTIGRILIN 
• COil 

• 

PJTHR0MYCIN 
OINTMENT; OPHTHALMIC -~ 

U AKORN 

OINTMBNT; TOPICAL 
AICNB·MYCIN 

i Mttm 

60MG/0.6ML 

80MG/0.8ML 

l00MG/ML 

7SMG/l0OML 

2MG/ML 

uu 
Lll. 

ii 

15 

Nll981 003 
DIC 24, 19H 

NllHl 003 
DBC 34, 198' 

N201H 002 
JAN 30, 1998 

N201'4 003 
MAR 27, 1998 

N201H 004 
MM 27, 1998 

N301H 005 
MM 27, 1998 

N207ll 002 
MAY 11, 1998 

N207ll 001 
"-'Y 11, 1998 

•P~ ....... - .... · 
•HOJOOOl 

JUL 11, ltH 



>...amL> 
>...amL> 
>...amL> 
>...amL> 
>...amL> 
>..Alm,_> 
>.JlliI..> 
>.JlliI..> 
>.JlliI..> 
>.JlliI..> 
>.JlliI..> 
>.JlliI..> 

ltl'Q'PCl!YC;tl 

OIN'l'MIMT; TOPICAL 
AICNIMIYCIN 

+ IN INDS 

TABLET, DELAYED RELEASE; 
1-111 ii.~;~ 

M 
Dlii&, -~·· ll • 

M + 

M 
M + 

ISMOLQL HYDRQCHLQRIPI 
INJECTABLE; INJECTION 

BREVIBLOC 
+ BAXTER PHARM PROO 

• 
• . ~ 
• 

-lo 

§STAZQW 
TABLET; ORAL 

.... •~ - _- ~:-" ' 

y 

U oaoo HOOUC'l' Liff / CUNVl.lTI'Q IUHt.naa'l' -· 5 I JU' H - MY• H 

21 

ORAL 

mil .mm .. -ill.!!l .. 
.lltm 

lOMG/ML 

lOOMG/ML 

2SOMG/ML 

iRM 
:t't'M~ 

nah'IL 

--

N50584 001 
JAN 10, 19115 

~-. 
lfi02'12 002 

~~ 
01 

' 

Nl93116 001 
AOO 15, 191111 

N19386 003 
DIC 31, 1H6 

Nl93116 002 
DEC 31, 19116 >.JlliI..> 

>.JlliI..> 
>...amL> 
>...amL> 

fflAZQLM 
TABLIT I ORAL 

IUUoWI 
M WATSON LABS 

M 

UIMPIQL 

--
FILM, EXTENDED RELEASE; TRANSDIRMAL 

CLIMMA 
'SX + BERLEX 0.075MG/24Hll 

TABLET; ORAL 
H'J'MPJQL 

M ENDEAVOR .l:.H!l -M 

M -
lli§IMPIQL CJPIQMD 

INJECTABLE; INJICTION 
,,Dli6TRADJOL •~ .. , , , , ~ ~---~-• lMG/ML 
9 3MG/ML 

UTRQN§ 
INJECTABLE; INJECTION 

fm&~ 
i 
8 PARICBDALB 

• • 
lMG/ML 
2MG/ML 
SMG/ML 

u 

11741111 OH 
AOO 19, 1997 

11741111 oo::a 
AOO 19, 1997 

N203'15 003 
MAR 23, 19H 

1140131 001 
JAN 30, UH 

1140131 002 
JAN 30, 1991 

• 40131 003 
JAN 30, 1991 

-

1m -Nl5470 001 
Nl5470 002 

N03'7'1 001 
N03t77 002 
N03'77 003 



U Davel I'~ Lift / ~Tl'n SUPPLIHU't mlffllU 5 / JD' 98 • MY' 98 

mxm l§TMP:tot.; ~IML 

TMLIT; <'RAL-21 
II ~.1s130-21 

61 WATSON LI\BS 

TABLET; ORAL-28 
Ii ~.£,15/30-29 

61 WATSON LUS 

:ti t' h ~ 't,'-

!.J3.1&1 .l.:.lll!l 

~"mm 
!.J3.1&1 L.lll!l 

mum l§TMPIOL; NORffllffl)llOffl! 

TABLET; ORAt.·21 ~--21 ii 7\ik' 
61 SEARLE 

TABLET; ORAt.·28 
!9lllilltiil·2! II ~•1 

M SEARLE 

ITOPQLAC 

CAPSULS; ORAL 
ftOPOW& 

M USGEN 

61 TARO 

M 

TABLET; ORAL 
l'l'QDQLAC 

61 CHELSEA LABS 

..... 
o , 035ffih VI! 

---0, 0351!h VI! 

llJli 

ll.91!! 

llJli 

i!lM 

~ 
1113592 001 

DEC 13, 1993 

~ 
1113594 001 

DEC 13, 1993 

111100 001 
APR 12, 19118 

N71Ul 001 
APR 12, 19118 

N7O29 001 
JAN 30, 1998 

mson 001 
APR. 30, 1998 

mson 002 
APR. 30, 1998 

mson 001 
APR. 16, 1998 

>.1Y21L> 
>~> 
>.1Y21L> 
>.1Y21L> 
>.1Y21L> 

11$TQl)()LAC 

TAILET; ORAL 
~ u MYLAN i!lM 

Ii ~ -M TARO i!lM 

M WATSON LABS i!lM 

TABLET, WCTENDIIID RILBASI; ORAt. 
LOOINE XL 

+ WYITH AYIRST SOONG 

IIQPQS;tQI 

INJECTABLE; INJECTION 
lff9POIJRI 

It MMSM 

IIQPQSIQI PffQSPHATII 

I INJECTION 

aONlfflt 

1~~ ~1l1lJM:1mlM;Q; 
ETOPOPHOS PRBSDVATIVB FREE 

+ BRISTOL MYIRS SQUIBB EQ lOOMG BASE/VIAL 

+ ltQ SOONG BASI/VIAL 

FAMQTIDINI 
TABLET, OllALLY DISINTIGRATING; ORAt. 

PBPCID llPD 
MERCK 20MG 

+ 40MG 

n 

1115104 001 

~~)ltY,f:'!:nltJI',": 

111'7!1074 001 
MAR 11, 1998 

11114192 001 
APll U, 1997 

N20SH 003 
JAN 20, 1998 

lf'74HI 001 
JAN 09, 1991 

·~•1111· j -~·':,·o'>li:',:i''"''o''li::,· 1111a::::-:a-:,:•:-ita1P. . 

N20457 001 
NAY 17, 19H 

N20906 001 
FD 27, ltH 

N20752 001 
NAY 21, lHI 

N20752 002 
NAY 21, 1991 



U DllUG HODVCT Lift / cvmn.A'flff IW!i'LDIDl'T ffllN'IU II / JU• H • MY' H :I.II 

[ENOfllMII 
CAPSULB1 ORAL 

LIPIDIL 
• ABBOTT 

iml,,~-

TRICOR (MIC'RONIZED) 
+ ABBOTT 

FENTNflL CITRAJI 

IN··~ION 
11<\ii .... :• 
if • &tii\liR 

iR 
20MG 

lOOMG 

~ 

67MG 

·~'98-
~~ 

PDTN!JL Cl'fllTllt l'RIHRVATIYJ nu 
!! ABBOTT 19 O.OSMQ W§hlL 
!f + ELKINS SINN 

!! MAR.SAM 

19 9,9ffl9 W§/NL 
19 O, OfflO Wlll.{KL .,.. 

M • . ~ &~)~~ 
fYILJWI •~11snvu1ya nu 

!! + JANSSEN 19 O.OSIIG BAH/NL 

FLQSEQUINAN 

~ ~ ,. 

~'W 
NlHll 001 

001 

N19304 002 
FEB 09, 1998 

R'727H 001 
SEP 24, 1991 

11119101 001 
JUL 11, 19114 

11701'7 001 
FEB 03, 1998 

~'Vi 
1116619 001 

. .. ~ ... 
~~ 

i 

• 
• 
• 

FLVoAAlfflAC.Ili 

g 
M + 

~ 

tlM 
!IOMG 

75MG 

lOOMG 

som{IL 

N19960 001 
DIC 30, 1992 

N199'0 002 
DIC 30, 1!193 

N19HO 003 
DIC 30, 1992 

·-~ 
1111225 001 

AUG 21, 1991 

f'LUPHRYIQ HYDROCHLQRIDB 
INJECTABLE; INJltC'l'.tON 

tLRIIPeHNI PJCN!()AD 
A_Q KING PHARMS a5Nq/NL 1170H 001 

APR 1', 1998 

~-i-)lf-'l:Wil1iN Mlt'fiDI 
O.OSl11Q 3.SMG BABB/OM N50346 001 

~•~aw•r--o ·. ·ost, IQ··· 3·: sMG ·' BA.SB/OM ~"Wt 
N503'5 001 



U IDl\00 HODUCT Lift / ~TIQ Stll'IPLaDl'l' NtNWl S / JAN' H - UY' H 19 

ft,VYQW:tQ !Wdall 

TULff; OftAL 
LWOJt 
t•"\'l>t 

GptFIPQUL 

CAPSULE; ORAL 
LOPID 

,. 
2SMG 

t NM?~~'!! ~ 
t !~ 
9 PARKE DAVIS PHARMS 200MG 
It 300MG 

TABLET; ORAL 

ii •~ lliVJ\ti mil 
!,! + PARKE DAVIS PHJI\RMS ~ 

G§NTAMICIN SULFATE 

INJECTABLE; INJECTION 

N20243 001 
D111:C OS, 1994 

N1H22 001 
Nllll422 002 

~ 
N1H22 003 

NOV 20, 1986 

GBN'l"ANICIN §pt.PATS IN SOQIY! gl1,0llIDB 0.9\ IM PWTIC 

M 

M 

M 

M 

M 

M 

M 

M 

c;wr.uga 
B BRAUN .RO 19'9 WIS/100ML 

!IIQ 69"9 WJ/lOQML 

SQ 7ffl9 BAH/lOONL 

!11Q 0.8NG BAH/NL 

SO SONG WB/lOONL 

!IIQ ?9"9 WI/loom, 

!IIQ 100"9 w111oom, 
!IIQ 1. 2ffl1 Wl§/NL 

M6211114 008 
AOO 28, 1987 

NUU4 009 
AOO 28, 1987 

NUU4 010 
AOO 28, 1987 

N628H 001 
AOO 28, 1987 

N628H OU 
AOO 28, 1987 

MS21H 012 
AOO 28, 1987 

NU8H 013 
AOO 28, 1987 

MUSH 002 
AOO 28, 19117 

Q§NTAMICIN §Wd'AII 
INJECTULI; INJECTION 

Ut.Pffl :U! IOQ:Ull QIILOlll>I 9, H JI li'WJIC 
M 

M 

M 

M 

M 

M 

It -ii 
11 
l1: 

• 
11 
II 

• 
11 

• 
B 
ii 

• • 

!IIQ 12919 w111oom, 
!IIQ 1, 1"9 WIIS 
!IIQ 1,§"9 WIii/NL 

ISJl,MWl5 

IOWWl5 
ISi i,M H.115 

< ' \ ~ A 

\~ ~ ~ ' J: ..;.; 

R'i 

~ 

WJMiMP'!W 
. '~ 

'I'~ A \l " "ix i 

MsffllNNPWIM 
llt"®''MtliwtWi 

11111283.t OH 
AOO 28, 1!11117 

IHHH 0113 
AOO 28, 1!11117 

Nll2114 OH 
AUG H, 1!11117 

IIISHHOH 
AOO 28, 1987 

IHHH OH 
AOO 28, 1!11117 

ltUIH 007 
AOO 28, 1'87. 



>.Jlll.I..> 
>.Jlll.I..> 
>..!,12!L> 
>..!,12!L> 
>..!m!..> 
>..!,12!L> 
>..!m!..> 
>..!,12!L> 

U l>aUQ PllODOC'l' Liff / c:t!N'OL.l'l'lff IIUHLl!Nllllff lfflN'IU S / JAN' H • NAY' H 

WW,ICIQIN; NIQNXCIN SUWAI11 IPQLYMYXIN 1\1 §PW'AD 
SOLtrt'ION/DROPS; OPH'l'HlWIIC 

-~~ 
Ai + MONARCH PHARMS 

GRl§PAFLQXACIN HYPRQCHLQRJPI 
TABLET; ORAL 

RAXAR 
'f ~\~ 

+ 

GUANFAClNE HYI>ROCHLORlOE 
TABLET; ORAL 

y ~~lR.,fCL 

y 
AB 

!! 

WATSON LABS 

HAI..OPERIOOL 

TABLET; ORAL -~ 
D 
il 

_,~~ 
EQ 200MG BASE 

EQ 400MG BASE 

EQ 600MG BASE 

~"!Ml 
-~W;U 
BQ lNG WB 

110 2NG WIii 

la --

~ 

N20695 001 
NOV 06, 1997 

N20695 002 
MAY 14, 1998 

N20695 003 
MAY 14, 1998 

~--..:, .... -...--~\' 
N7US2 001 

JUN 25, 1997 
N747S2 002 

JUN 25, 1997 

IWQl?QIPQL 
TMLff1 Ol 

u ~ 
• • • 

• 
• 
• 
• 
• 

IWQl?ERIPQL PICANQAII 

INJECTABLE; INJECTION 
QLOIRIPQL PJCN!OAD 

---O.SMG 

lMG 

2MG 

5MG 

lOMG 

20MG 

AQ BEDFORD 19 som WI/KL 

HALQPERIDOL LACTATE 
INJECTABLE; INJECTION -~ • 
• 
• 

EQ 5MG BASE/ML 

EQ SMG BASE/ML 

20 

~~~ 
N710'71 001 

NOV lil, 19H 
N1ll'72 001 

NOV 03, 19H 
N'710'73 001 

NOV 03, l!IH 
N'71074 001 

NOV 03, 19H 
N'1107S 001 

AUG 04, 1987 
N'11076 001 

AUG 04, 1987 

lf74111 001 
JAN 30, 1991 

N72516 001 
rn 25, 1993 

1172517 001 
rn 25, 1993 
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!lllNJN SQPIYM 
INJECTABLE; INJlltCTION 

al 

ii 

al 

It 

al 

al 

D 
It 

• 
~ 

• 
200 UNlTS/lOOML -~ 
m\~fili-1-R 

HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.4S\ IN 
PLASTIC CONTAINER 

• B BRAUN S,000 UNITS/lOOML Nl9802 OOl 

HEPARIN SODIUM JUL-20 • 1992 

PLASTIC CONTAI:~oo UNITS IN SODIUM - ' • B BRAUN CHLORIDE 0.91 IN ·- 11fflHitt~'iR 

200 UNITS/lOOML ·- l~'l:"''M~'i& 

llJPUIN SQDIUN 20,999 Uftl'H IN DRPQH S, IN PW'J'IC 
CONTAINllt 

B BRAUN 1,999 WIH/100ML NlHS3 0 

..... .,,,,., Jm.20 01 
..... ,.,. .. ,.,,., l!l!UI , imlilig¼l=~~ 

B BRAUN .. PIID9U ll I ~ ~ ~ "rw:uc, . 
~ l;/ffl,~ 

• 
~ 

• 

s.ooo BJJS/lOOffl,, 

19.990 WITS/loom. 

5,000 UNITS/lOOML 

~~ 

U'kUl~M 
-~~~~~~ 

N1H53 004 
JUL 20, 1992 

NlH53 005 
JUL 20, 1992 

Nl9134 001 
98.~ 

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

• B BRAUN S,000 UNITS/lOOML Nl9802 005 
JUL 20, 1992 

HIPMJH SQPJYM 
INJEC'J.'ABLl1 INJECTION 

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0,45\ IN 
PLASTIC CONTAINER 

9 B BRAUN 10,000 ,tl'NITS/lOOML 

j~j 

i 
~111:tl"s:~1~ 

ill-~~~lR 
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0,91 IN 

PLASTIC CONTAINER 
• B BRAUN S,000 UNITS/lOOML 

• 
i~ 

i 

5,000 UNITS/lOOML 

~'m'l\M'ftltl'R 
j~Jt\~~ 

~~~ ~.u ... ,;-, 
HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

PLASTIC CONTAINER 
e B BRAUN 1,000 UNITS/lOOML 

i ~,, ~'fflWtlffll11'B 

JOOIBOCHLORQTHIAZIQB; IRBBSARW 
TABLET I ORAL 

+ 

AVAPRO HCT 
e SANOFI 12.SMG;7SMG 

12.SMG;lSOMG )~~-·,. ,, ,~r·· .... ~ ::;:;,; . 
~· lf,tRi:d.M 

HYDRQCHLORQTHIAZIDB; MBTHYLQOPA 
TABLET; ORAL 

Ii IIIJ&.liP N!P IIJP~ 

Nl9042 004 

~~ii -.,~'liii 

N20758 001 
SEP 30, 1997 

N20751 002 
SEP 30, 1997 

Jl•.'11-:?. : ~-:::~> 
• :•:❖:-. • ; 



U Dalffl PRODUCT LIST / CONULA'l'IVB llltJHLumrr NUNBU S / JAN' 98 • IIIAY' 98 2:1 

HYQROCHLQRQIHIMJPI; NDIJl.,OOPA 
TABLET; ORAL 

a ~ MP ~ 

• 
Iii 

15MG;2SOMG 

25MG;2SOMG 

HYQRQCHLORQIHIAZID:S; TRIAMTQINJ 

CAPSULE; ORJU. 
numnm MP IJJPROCILQltmwm 

g BARR ll!i•ll:B!i 

TABLET; ORAL 
TRIANTnm MP JM>Rogg.oRQTIIY+Pli 

> ~> g BARR ll!!l; 11.:B!i 
>~> 

HYDRO 1iLOROTHIAZ I DE i VALSAATAN 

TABtET; ORAL 
DIOVAN HCT 

NOVARTIS 

+ 

IMJROCORTISONE 

CREAM; TOPICAL 

u N!J~vti 
AT PARKEDALE 

SOLtrrION; TOPICAL .. 'l''li& g • .. 

!! + MEDICIS 

t2.SMG;80MG 

12.SMG;l60MG 

an, 
Lll 

ll 
ll 

J&W 
N70829 001 

MAR 09, 19117 
N701130 001 

MAR 09, 1987 

Bl7U?O 001 
JAN 06, 19911 

Bl71251 002 
MAY 05, 19911 

NJOlllll 001 
MAR 06, 19911 

N2011111 002 
MAR 06, 19911 

Jal"~'<# ¾...~~ 
~~·~ NH250 001 

JUN 06, 1984 

M~lfll 
1180'25 001 

IM)ROCORTISQNIF; NIQMXC:IN SULFATl!i; POLOOXIN I sm.mrt: 
SUSPtNSION/DROPS; OTIC 

>~> 
>~> 
>..!mL,> !! 
>~> 

~ 
+ MONARCH PHARMS 

tJ,.~-~1 .. ttMJRt~i 
io:iffi' jiMfim 
.u, Ii 3{Jftffl11,g.1 
10,7 s 

HXPRQXXN!PHUNtJNl!i HYQRQMQMIDI; :m9PJCMIPI 

SOLUTION/DROPS; OPHTHALMIC 
PARDM> 

+ AXORN 11;0.251 

~~ tltt\lll 

HYQF·OXYCHLOROQUIN§ SULf:Atl 

TABLET; ORJU. 
fflltOXffllLQROOID SVLPATI 

>~> y M'lft.AN i..Om 
>..!mL,> 

>...mu:..> 
>...mu:..> 

>~> 
>~> 

U mmaa100u:rg §UJtt§L 

y WATSON •..ABS 

HYQRQXXYRP 
CAPSULE; ORAL 

DROXIA 

ilm 

MmK~''Dm Jntl'i 

+ 

~ 

200MCJ 

300MG 

400MG 

1 j miL MYERS SQUIBB • 

ffHl'J 'tilt 

NUU3 001 

N192U 001 

J~!J~lo iJ.,992 .. it •t .l-)i 

Nt027t 001 
MAY 29, 1998 

JIii• 1140133 001 
NOV 30, 1995 

Jlllll 
N1'295 002 

FIB 25, 1998 
N16295 003 

FEB 25, 1991 
N1'295 004 

FIB 25, 1998 

lfU2'5 001 
llltlttfll 



U mttffl H04>UCT LIi'!' / ~'!'IQ 81.TPIP~ NtllmlSR 5 / JAN' H • NAY' H l3 

lj\PBQXYUN§ H)W()gU,QRJPI INJW>N!JPI 
TABLIT; ORAL TMLff1 OlllU, .. ...,. J&NMJRI 

11 - .. Al TEVA L.llm !f'lttH OH 

ii - FU 12, l!IH 

ii - ~ .~ ··J)OMIJ'l'MCIN 
y '"TSON LABS 10NQ NIUO 001 CAPSULE; ORAL 

MAR 18, 1994 :UJP911'J'MCll! 
N: ll!!l lflllS0 001 >~> Al BON nm !f'lttH 001 

MM. 18, 1994 >..Al?lL> MAY 21, UH 
y ~ Ml11Sl 001 

MM. 18, 1994 
lQPMIDmt 

IBUPROFEN INJICTMLE; INJECTION 
tOQllPOL 

SUSPENSION; ORAL it ELKINS SINN m 11'1HH OH 
CHILDREN'S ADVIL MAR 31, 1991 

it ~~ i~ ~ m.uam-a~u1 
it ABBOTT m N7SOOS 001 

BX WHITEHALL ROBINS l00MG/SML N19833 002 FIB 24, 1991 
SIP 19, 1989 IOIPDIQ2J,d22 

IltJPROPp it ABBOTT m 1115005 002 
y ALPHARMA 122Elall .,..,,. 001 HI 24, 19H 

MAR 25, 19911 19tWl!Sll!·U2 
NOTRIN it MIOTT ll\ 1175005 003 

y + MCNEIL l0QElall N19H2 001 FU :;.4, UH 
SI/IP 1'!11. 1'111141 u + 'fOCIIIJK 
H''"""'"""'"'"'-''" IQIROW 

TABLET; ORAL INJIC'I'ABLI; IN'l'RATHICAL 

II 1•- BM 

• 
0~190 ,,~,., --~ 

·::{ °::."'-•,:··:-:'' 

a mil 
-~ .. ,,.,.,,,. 

BERLIX LABS 40.61 N19510 001 

jj UM 
DBC 07, UH osaii 240 il%li ' 

• 400MG N72064 001 
JAN 14, 1988 HRLEX LABS s1.n NUSIO 002 • 600MG N7206S 001 DEC 07, lHt 
JAN 14, 19811 

• 800MG N71938 001 
JAN 14, 1988 



>.Amt.> 
>...IIIL> 

>.Amt.> 
>...IIIL> 

>...IIIL> 
>...IIIL> 

U DRUG PlRODUCT Lift / ~Tift SVHLIINmft' mmD 5 / JD' H • DY' H 

IOYQSQL 
INJECTABLIS; INJICTION 

OHIRAY 240 
• MALLINCnOOT 

OHIRAY 320 
• MALLINCKRODT 

OPTIRAY 350 
• MALLINCKRODT 

lflATfl.OPIUM PQMJPI 

Sll 

"' 
741 

ADOSOL, M'ITDBD; INHALATION 

A~~~iM~ 
• 

ISOSULFAN BLUE 
INJECTABLE; INJISCTION 

LYMPHAZURIN 
+ tt~ffta 
• US SURGCL 

K!TAMINB HYQROCHLQRmJ 
INJECTABLIS; INJECTION 

ii t~~H 
ii • 

+ 
AP • PAAKEDALE 
AP • 

• 

KETOPROFIN 

0. 018MG/INH 

t'i 
11 

CAPSULE, EXTENDED RELEASE; ORAL 

~OR~ic~ {~ 

N20923 001 
MAY 28, 19H 

N20923 002 
MY 29, 1H8 

N20923 003 
MY 28, 1998 

Nl908S 001 
DEC 29, 1986 

~,'t 
NlUlO 001 

a1 
N1H12 002 
lll1H12 003 
Nl6812 001 

. i\'1ltl-" ,, . •. 
~'ft~ 

>.Jllil..> 
>.Jllil..> 
>.Jllil..> 
>.Jllil..> 

>~> 
>~> 
>~> 
>~> 

QTOPJ\QfRi 

CAPSULE, EXTINDBD Rill.BASIS, OIUU. 

iOI\~ -

LIUMPll 
INJECTABLB1 INJECTION 

ltll!'LWAN 

lOOMG 

lSOMG 

• HOICHST tw\ION RSSL SOMO/VIAL 

LIPQCAINI; fflIIQCAJNB 
DISC; TOPICAi, 

DU.A 
• ASTRA 2.51;2.SI 

, .. 
TABLIST, OR.ALl',Y DISINTEGRATING; ORAL 

CLAAITIN RIDITABS 
• SCHBRING lOMG 

LOIWIPAM 
TABLIST; ORAL 

• Mtl&Lt 
II --

at 

NlHUi 003 
FU 08, 1995 

NlHUi 002 
FU 98, lHS 

N20807 001 
MAR 06, 1998 

N209'2 001 
FU 04, 19H 

N20704 001 
DIC 23, 199' 



U MN t~ Llft / CVNVLl'H'nl ltJHLaa'T ffllnD 5 / JUI' H • IID.Y' H :IS 

WMIHM 
TQUT; ORM, -~ 

M MATSON LN!IS 

M 
y 

-LBi 

Di -
LQTIPRJPNOL ITMQNATl!i 

SUSPENSION/DR.OPS; OPHTHALMIC 
AI.RU 

• PHARMOS 0.21 

LOTIEMAX 
• PHARMOS 

• 

LOWIN§ ID'.Pfil)C1U,ORID§ 

CONCENTRATE; ORAL 
LOXITANE C 
•~ 
+ WATSON UUlS 

INJECTABLE; INJECTION 
.LO~jN 
+ WATSON LABS 

LQXAPIN§ SVC£INAU 

I 
y 

CAPSULS; ORM, 

r.ow.tll11:l 
• 

WATSON LABS 

o.s, 
o.s, 

~~~~ 
EQ 2SNG BASE/ML 

~1im~ 
EQ SONG BASE/ML 

111'129H 001 
01.."T 31, 1991 

111'12!127 001 
OCT 31, 1991 

111'12928 001 
OCT 31, 1!191 

N20803 001 
MNt 09, 1998 

N20583 001 
MAR 09, 1998 

N20Hl 001 
MAR 09, 1998 

~'W 
Nl7658 001 

~~'W 
Nll!I039 001 

1117525 001 

LQWIQ §UCCUMI 

CAPSULS I ORM, 

!.OIJ'Wll 
M WATSON UUlS 
M + 
M 

TABLIT; ORM, r~&~ 
i 
8 WATSON LABS 

• • 
WPJPI ACITAII 

CREAM; TOPICAL 
SULFAMYLON 

• IIRTBK PHMMS 
i .,,~ 

INJICTAILB; INJECTION 

EQ lONG BASIi: 
EQ 2SNG IASB 
EQ SONG BAH 

~ .. 8SNG BAH/~ 
D"iW:tmlM 

N17525 H:.l 
lf:1.7521 003 
lf:l.71525 OH 

N1752S 006 
lU7525 007 
n1,sas ooa 

nu,n oo:i. . ..,._.. 

ISOLYTB S PH 7.4 IH PLASTIC CONTAINBR 
I BRAUN 30M0/100ML;37M0/100ML;0.82M0/100Nlo; 

370M0/100ML;S30M0/100ML1500MCJ/100ML1 
12M0/100ML n1,,,, 001 - ' 

INJBCTABLB; INJECTION 
HPLm • 111 rw·uc W 

AP I 1RAUNfli.!lfoiUfoil1°'1fHlf'~01 



U Dat!C HOOUCT LIST / CUNULA'fIW IIIUPPLIININT IIWNBD 5 / JAN' H • NAY' H 

MAGN§SIUM CHLQRIQI; POTASSIUM CJU,QRIQB; SODIUM AC[fATI; SODIUM 
CHLQRJPI• SQDUJN GLUC9MU 

INJECTABLE; INJ£CTtON 
UQJ.ffl s JN PLASTIC ~ 

AP B BRAUN:lt?~ffQzffixl
70"20Hft~o1 

SEP 29 1989 if ~ lll-'n-'l:~-.,-"'-~~-,t_.,~ 
le 

MALATHION 

LOTION; TOPICAL 
~VIDE , , ·-• MEDICIS 

~-
0.S\ 

MANNITOL 

AP 

It 

AP 

It 

ii 
AP 

~ 

AP 

INJECTABLE; INJECTION 
NANNlTOL 10\ IN PLASTIC w:rx: 

B BRAUN 1 100 

~~ l~ 
NANNITOL 15\ IN PLASTIC @AINU. 

B BRAUN 15 lOOKL 

~ iiMJU>M 
NANNITOL 20\ 

~UN jfMUI 
NANNITOL 20\ IN PLASTIC @AINU. 

B BRAUN 2 100KL 

~~ i@Ml!IM 
NANNITOL S\ IN PLASTIC @AINU 

B BRAUN S lOOKL 

~ 
Nl8613 001 

AUG 02, 1982 

N:?0006 002 
JUL 26 1993 .,w 

N2000fi 003 
JUL 26 1993 

M,\\fill 
Nl4738 001 
-~)~:l\'ft'l 

N:?0006 004 
JUL 26 1993 ... mri,~n 
~~\~"lt} 

N20006 001 
JUL 26, 1993 

tv,NNITOL 
INJECTABLE; INJECTION 

U ~ H IN PLASTIC -

SOLUTION; IRRIGATION 
RESECTISOL IN PLA3TIC CONTAINER 

B BRAUN SGM/lOOML 
~ IS~/lti,_ 

M§CMYW\MlN§ HVOROCHLQRIDB 

TABLET I ORAL 
INVRRSINE 

1 ~~ 
MJGESTROL ACBTATB 

TABLET; ORAL 
NUISDQL ACJTATI 

y PHARMACHEMIE 

MBP§RIPINB HYQROCHLQRIPI 

TAl3Llt.'T; ORAL 
NllrB!ill\l VCL a•-•.«?= 

~ WATSON LABS 

MESTAANQL; NQRETHINQRQNB 

TABLET; ORAL-21 

a ~L.U~1-21 

y SEARLE 

WI 

il!!i 

Bill 
ll!!l 

.ti:llil,::011 

.!!..:.lm!!!• l!!l 

26 

• 

-

;··t.u.1 ,_ .,,: ,,~ ... 
\JWt. . · ~:,: · }Ul:a 

Nl6772 002 ,u.,.,,, on 

lllit.il 

N74745 001 
FEB 27, 1998 

ifflU?J.if 
~ ,,,n,n,, 

N401H 001 
JUN 30, 1997 

J1fH!tf=R 
N7153' 001 

APR 12, 1988 



>..Nm-> 
>..Nm-> 
>..Nm-> 
>..Nm-> 

U DlltOO HOOUCT LIST / CUNl.lLATIVB SUHLDmff NUNB!SR S / JAN' 91 • NAY' 91 

MJSilSAN9ll; PmJUQNI 

TULff; ORAL-28 

g "'RIL~Jn-U 
y SDR.LI 

Mffl!AOONB HJPftOCHLORIPI 
CONCINTRATI; ORAL 

11:.l'JW>OIII G 
M ROXANE 

TABLET; ORAL 
DTJW>On G 

M ION 

M 

~ 

.L.lll!l•J!!i 

lONglKL 

~ 

1.91m 

TABLET, DISPIRSIBLI; ORAL 
DTJW>On ~L 

M ION 

MITHOCARBAMOL 

INJECTABLJPFECTION 
It 11\111 "" 

• 

iON9 

OWM 
l00MG/ML 

METOCLOPRAHIL§ HYDROCHLORIDE 

TABLET; ORAL 

ii ~XDI ~L 
ifflM,'WU 

g ij¥i'.M\U 

~ 
1171540 001 

APR 12, 19118 

Nt0180 001 
APR 30, 1998 

Nt02U 001 
MAY 29, 1998 

!H02U 002 
MAY 29, 1998 

N75082 001 
MAR 25, 1998 

~ 
N89849 001 

DIC 27, 1991 

MUQCLOPM,MIQI l;M)ROCHLQBJPI 
TABLIT; ORAL 

Vl'9<;LQHMJRI G 
GIi INVAMIW 

• 
MHIJ.ITINI HYDRQCHLQBIPI 

CAPSut.11 ORAL 
111:Uel'l'JR G y DANBURY P!WlMA 

M 

M 

~ 

INJICTABLI; INJECTION 
N'l'ONJCJI! 

K SUPERGIEN 

K 

MQNTILUWI SODIUM 
TABLIT1 ORAL 

SINGULAR. 
+ MERCK 

TABLllll:T, CHEWABLE; ORAL 
SINGOLAIR 

SQ SMG BASE 

SQ l0MG BASE 

llDi 

ll.ON9 

llON9 

SNq/V:W. 

jlONg/VIAL 

EQ l0MG BASI 

+ MERCK IQ SMG BASI 

:n 

N72436 Olll 
JUN 22, 1989 

N708S0 001 
FIB 03, 1987 

ll'JUH 11\'ll 
APR 13, 19H 

117UH 002 
APR 13, 1991 

ll'JHH 003 
APR 13, 19!11 

RHlH 001 
APR 30, 1998 

RHlH 002 
APR 30, 1998 

N:10829 002 
FIB 20, 19!11 

N:I0U0 001 
FIB 20, 19!11 



U mtUQ l'll®UC'l' Llff / CUllltYLATlVB SOPPLmanrr m»IBU !I / JAM• H - NAY• H 

tW.IUPfliNI HJPll9QU,OltJRI 

INJECTMU.I; INJECTION 
NMmm .& 

K KING PH.Ntl4S 

K 

NALQXON§ HJPROCHWRlP§ 
INJECTABLE; INJECTION 

>..mu:...> ii 
>..,W_> 
>..!R,IL> 
>..!R,IL> 

~-p 
• 

lONQ/JI, 

20Nq/NL 

mew 
0.4MG/ML 

NALOXONE HYDROCHLORIDE; PENTAZOCINI HYDROCHLORIDE 

M 

!! WATSON LABS 

NALTREXONE HYDROCHLORIDE 

>..!R,IL> 
>..!R,IL> !! 
>..!R,IL> 

TABLET; ORAL 
NALTRUQNI P 

BARR 

HVIA 
>~> !! + DUPONT MERCK 
>...!12.!L> 

~.Q!E!! 

ll!i 

ll!i 

TABLET, DEI>.YED RELEASE; ORAL 
BC•NAPllOSJlf 

!! + SYNTEX ~ 

lf'IH'11 001 
MAil 19, UH 

N7H71 002 
MAR 19, 1998 

~ 
N70172 001 

SEP 24, 1986 

---N74736 001 
JAN :n, 1997 

1174911 001 

ffl\UQUN 

TABLET, DBI>.YID UL!&MIS I ORAL 
ISNNIOID! 

!! + SYNUX Jilli 

WBOW! y INVAMED 

y 

y 

y 

PURIPAC PHMM 

WRQXP §QPIW 

TABLST I ORAL 
WBOW! SQPJY! y AL Hl!CMA 

NMI\TRIPTAN HYDRQCHLORIPI 

TABLST; ORAL 
AMERGS 

GLAXO WELLCOME 

+ 

NBQMXCIN SULFATE 

lll!i 

Jilli 

lll!i 

Jilli 

10 :asom w1 

EQ lMG BASE 
EQ 2 . SMG BASE 

MAY OIi, 19911 TABLST I ORAL 
NEOMYCIN SULFATE 

N18932 001 >J2liI_> ffli titli•lml 
EQ 3S0MG BASE NOV 20, 1984 >..!R,IL> + 

N200i7 002 
OCT 14, 1994 

NBQMXCIN §YLFATB; POLYMYXIN B §ULPATB 
SOLUTION; lRRIGAT:tON 
~UlGAIIT it:,=-

311 

N200'7 003 
OCT 14, 19!'4 

mson 001 
FBI 111, 19113 

mson 002 
FEB 11, 1998 

1170H 001 
FBI 24, 1998 

lf'IUH 002 
FEB 24, 1998 

lf'IHIO 002 
FEB 18, 1998 

N207U 002 
FIB 10, 1998 

N207U 001 
FD 10, 1998 

mftttt\l 
N60304 001 

ifflfttffl 



11.X :>aUG !PltOD'OCT LIST / CUNULA'l'IVB SUPPLmmH'r NUIDU 5 / JAN' !Ill • IIIAY' 911 

NWtm;:w SUL?AT§; PQL)'.MYUN ll SULFAT,lii 

SOLUTION; IRRIGATION 
l!!O§ffiJN q.y. JIUtJGN!I 

MONARCH PHARMS IQ 40N0 WIS/hi: 
2CHI, 000 UNITS NL 

M 

NIACINAMIDEj PYRIOOXINE HYDROCHLORIDE; TYROSINE 

SUSPENSION; ORAL 
TPt-' SUSPENSION 

+ INTL MINERALS 

NICARDIPINE HYDROCHLORIDE 

CAPSULE; ORAL 
NICARDIPINB BCL 

15MG/SML;3.75MG/SML; 
600MG/SML 

AB GENPHARM 20,!g 

~ ~ 

NITROGLYCERIN 

FILM, EXTENDED RBLEAfE; TRANSDERMAL 
MINITRA.N 

Ml 3M &.:~ 
ABl 0.l.MG/HR 

Y \i,#Wl& 
Alll 0.2MG/.mt 

Y o;jiqld 

ABl 0.4NG/HR 

y 1.,·m-wm 
lll O. 6MG/Hlt 

NITRO·DUJI. 
M + ian-.·~ ~.iOOlti 

N60707 001 

N08378 003 

117028 001 
MAR 19, 1998 

117028 002 
MAR 19, 19!18 

tm:Ut'irn't 
it~tn1~1im 

NU771 001 
AUG 30 1996 

.-11b:M,; 
~~?:Jti~'.ft1ifl'$ 

NU772 001 
AUG 30, 1996 

Nil~13tHi 
i00i•l~i:/11H 

NU773 001 

Ai.ii,.tn~ 
AW')Of tn4 

NU774 001 
AUG 30, 1996 

titlU:iU 
Di:'iM/:Uit!l 

NITRQGL)'CIRIN 
FILM, EXTENDED Rl!:LEASr,; TRANSDERMAL 

IJIB9·P91 
All+ KEY PHARMS O,Ufq/Q 

ii ~ 

All+ 

II + 
All+ 

ii i 

All+ 

NIDQCA,JCIRIN 
g2 MYLAN 

ii 
m 
ii 
m 
ii 
w 

TRA.NSDIIRM•l:ITRO 
Y2 + NOVARTIS 

ii • 
!!!!+ 

II + 
W+ 

ii ~ 

AB2 

... 
o.affiUU 

uwm 
o.gq/g -~--0,§NCJ/Q 

O,Ufq/Q 

UMlM 
0 .2NCJ/mt 

0.4NO/mt 

IHWtll 
o.,NG/mt 

0, lMQ/Blt 

fdilllWd 
0.211Q/mt 

hMZII 
0 .411Q/Blt ..• ,. 
0.6NG/mt 

29 

lf20145 001 

APWti1~,u 
Qi{~iMUD 

N20145 002 APR 04 1995 •1·~i,:::m .. -'"'"'"''""""'"'"' ,._\ nti. •• : • 
N20145 004 

APR 04, 1995 ........... ':,"' 

iiftt~ •w-~n 
N2014S 005 

APR 04, 1995 

N75033 001 
FE!,..!!,f:t.,i!J-?,9 .• 
.. ~,~''"' _,,',"ltn,,,n·.-: 

N7H09 001 
AUC/ .. l0..1 }~~~ 
.. ~f!~If.ft -tavWfim 

N7H0'7 001 
AUG 30 199' Mtlii,m 
dlliUmi 

N7HH 001 
AUG 30, 199' 

N20H4 001 
FEP. 27 1996 

,.ri111:i1:1 
N201H 002 

FEB 27 1996 

nllUill 
N201H 003 

FEB 27 1996 

•11t:i11 
N201H 004 

FEB 27, 199' 



U DRUG HO&>t1CT Liff / C'UNl1LATIW IJUHUBmff NUNBIIII\ 5 / JAN' 98 • NAY' 98 

NITRQGLXgl\U! 

FILM, IXT!ND!m l:Ull,EASE; T1U\NSDERMJU. 
DIJlll·!~D9 

il • ~, -~-hit 
NQHIHJNPRQNJ 

TABLET; ORAL 

.oo; ... 
+ WATSON LABS 

OMEPRAZOLE 

O:{jsw, 
0.JSMG 

CAPSULE, DELAYED REL PELLETS; ORAL 
PRILOSEC 

+ ASTRA MERCK 40MG 

OXYBUTYNIN CHLORIDE 

SYRUP; ORAL 
DITROPAN 

AA + ALZA ~SNL ii • H6~ MMX~ isst. ~ 
TABLET; ORAL 

DITROPAN 
AB + ALZA S~G 
M + ffQtdtff 1'4MlON itst Iii 

OXYTOCIN 

INJECTABLE; INJECTION 

M ••xi~N~ 
AP + PARKEDALE UBt!fU;t 

~"~ m~~~ll 

~,~l\~~l 
Nl7060 001 

Nl9810 002 
JAN 15, 1991! 

NlUll 001 
lU.i'lal)i'OH 

Nl7577 001 
aunnon 

i1UU"'1IU 
Nlll2U 001 

fMIQ,t,ClIQL 

INJECTABLE; INJECTION 
ZDIPLAR 

• ABBOTT 

fMQMOMYCIN SUL[AT!li 

CAPSULE; ORAL 

I ~'°lil,,•'fli 
Y, + PARKEDALE 
Al 

0.00SMG/ML 

PINIQW PQLlilJLf.ATI SQPIUM 

CAPSULE; ORAL 
Et.MIRON 

+ ALZA l00MG 

~ ~?i4o.ifoi Uiiitl 

Plffl.M[[HRIN 

CREAM; TOPICAL 
IIILIN:tTB 

Y, + ALLERGAN 

HNIITWl:tN 
Y, ALPHARMA 

.ll 

.ll 

PHENAZOPYRIDINB HYDROCHLORIDE; SULFISOXAZOLB 

711P'm ••is~ 
• S0MG;S00MG 

30 

N2011U 001 
APR 17, 1'911 

-

lffl 
~ 

1110521 001 
Nili2310 001 

N20193 001 

SBhilt1li1.·~ 
tfiilltltftl 

NUISS 001 
AUG 25, 1989 

lf7HOI 001 
JAN 23, 1'91 

J~:11111111 
Nl9358 001 

AUG 31, 1990 



U oaoo HOOUCT LUJT / CUNULA'l'IW SUPPUDMT NUDH 5 / JAN' !HI • IU.Y' H 31 

fHRITJ&RMlN§ N)1)ROCHLQRIPI 
CAPSUt.,E; ORAL 

•ammmg ifCJii ,._w_,. M 
>..W..> 
>..!ilm..> 
>..!ilm..> • 

>..W..> 
>..W..> 
>..!ilm..> 
>ADD> 

TABLET; ORAL 
PHENTERMINE HCL 

+ a 
• 

PHENTOLAMINE MESYLATE 

INJECTABLE; INJECTION 
PHIDITOLAIIID NBSn.ATB 

tLM 
37.SMG 

30Mi 

30MG 

!f BEDFORD SNG/VIAL 

HGITINB 
AP + NOVARTIS SNG/VI.U. 

PINDOLOL 

TABLET; CRAL 

M Plate~ 
g 

@ 

@ 

Al Ro'YCB ws 
M 
!! WATSON LABS 

!! 

M 
1M 
SMG 

l0MG -UM 
SNG 

l0NG 

ot1~,m 
Nll8414 001 

OCT 19, 1983 

•~m Nllll605 001 
SEP 28, 1987 

N40235 001 
MAR 11, 1998 

N08278 003 

-n»"'~, .. ~f,n~t, .. J 
~•dt:li~ 

~-m.ie; lih 
N74l25 001 

APR 28, 1993 
N74l25 002 

l\P_,,_~i-1,,a¾ ~,i~,-1 
.~,Jli~I 

N7U37 001 
FEB 27, 1995 

N7H37 002 
FEB 27, 1995 

PIP~IW,IN SQQIUM; IAiQMC'.tM SODIUM 
INJECTABLE; INJECTION 

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

EQ SMG ~SE/ML 

+ 

+ 

PlROXICAM 

CAPSUt.,E; ORAL 

Pl~ !><ii.'.~ 
!!Im '' ',', 

ii 
M WATSON LABS 

M 

EQ 4GM BASE/l00~L; 
EQ S00MG BASE/l00ML 

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

Bill 
ill 
ll!m 

~ 

NS0750 001 
FEB 24, 1998 

NS0750 003 
FEB 24, 1998 

NS0750 002 
FEB 24, 1991 

M~ll't~M m'ii,:·;N··t• .,., ... 
J111;::.:: 

N7HIO 001 
SEP 29, 1995 

N7HIO 002 
SEP 29, 1995 

PQt.YmlYLIN!fi Gt.YCQL JJSQ; PQTASSIUM CHLQRIQI; SODIUM 
BICAR,BQNATI; SODIUM CHLQRIP!li1 SODIUM SULFATE. ANHYDROUS 

POWDER FOR RECONSTITtrrION; ORAL 

M Ufa -ljl)lfm•U-••'t'H 
&LllillUlllllt6.IIISZ&,IIUtoiL:.UIIIIISU~.a itiitf1il/tHl 

8 236GM/BOT;2.97GM/BOT;6.74GM/BOT; 

PQLYMYXIN B SULFATE 

IN~ION 
g ' ' < _:·: _ .. _._ .. 

• 
ii •~• • SULPATI 

S.86GM/BOT;22.74GM/BOT N73098 001 

••••HHHt••••tf"'•~ 
EQ 500,000 U BASE VIAL 

M•••JBiHf•••·!'''lfllfflM 

AUG 31, 1993 

iH.HJttlH 
N62036 001 

iHflltift 



U Dl.00 l'ROtlUC'l' LIST / CtlNtlt..ATIVlll SUPPLDn'l' NtlMIH S / JAN' U • NAY' U n 

fOt.XMXUN I SY\ifM:I 
INJECTABLE; INJECTION 

PQLDIDU! I IMm 
!f + PFIHR JQ soo.ooo u WI/VIM: N60716 001 

POW'OER: FOR RX COMPOUNDING 

M ~'ffl BJiltlWli~ 
• ,ftA ftftft ftftft ,_,T_ft ---

>..mil..> 
>..!R!L> 
>..mil..> 
>.JU:I...> ~ 
>..mil..> 
>..!R!L> 
>...!,Q!L> 

am.n•~~•11 
N61S78 001 

~~- t RWtD Ht• HI• • oo Rtfim 
• 100,000,000 UNITS/BOT 

POLYMYXIN B SULFATE; TRIMETHOPRIM SULFATE 

SOLUTION/DROPS; OPHTHALMIC 
TRINBTHOPRIN StJLFATB AND POLYlllrXIN B StJLFATB 

M ALCON 10,000 UNITS/Mt.1 

~l'll"'t•· 
~~l'lt~'z~ii 

N624SS 001 
JUL 27, 1983 

BQ lNO IIIASB/NL N64211 001 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUII CHLORIDB 

AP B BRAUN 

~ ~-
APR 13, 1998 

NIIS870 001 
il9i1J,tJfl 

POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.0751 IN 

PLASTIC CONTAINER 
eBBRAUN -~-
SODIUM CHLORIDE 0.91 

PLASTIC CONTAINER 
Iii B BRAUN 

.~,. 

7SMG/lOOML;900MG/lOOML Nl8722 001 
NOV 09 1982 

nie/lilbtitt.. ~i>bMG/iO~ ll. lii.:1::..~u 1 
~~'tl\t1i,f:1 

AND POTASSIUM CHLORIDE 0.151 IN 

lSOMG/lOOML;900MG/lOOML Nl8722 002 
NOV 09 1982 

i~tiob/iC1ilML1 iHlOiob/ibimt . if.,1it(®:li 
ffl>Vl)INUi2 

£QTASS1UM QU,QRJPI; SOQJUM CHLQRJPI 

INJICTABLE; INJECTION 
SODIUM CHLORIDE 0.9\ AND POTASSIUM CHLORIDE 0.22\ IN 

PLASTIC CONTAINER 
@ B BRAUN 

-~j 

SODIUM CHLORIDE 0.9\ 
CONTAINER 

Ii B BRAUN ·~-
220MG/100ML;900MG/100ML Nl8722 003 

. NOV 09, 1982 
~f~/1~otttit~l'l'~/11>bffii t:lUU ~O:l 

M 11 fCifili:2 
ANO POTASSIUM CHLORIDE 0.3\ IN PLASTIC 

300MG/lOOML;900MG/lOOML Nl8722 004 
NOV 09, 1982 

)bbMIJ/1bb~t~bbM/J/1bb~ ijlfiU. ~c:l• 
~>HtUU 

PRAMIP§XOL§ OIHvt>ROCHLORJPI 
TABLET; ORAL 

MIRAPEX 
PHARMACIA AND UPJOHN 0.5MG 

PkEONISOJ&Nlii 

SYRUP; ORAL 
Hl•l'RID > ADD > 

>7uio"> M 
>ADD> -

WE PHARMS 

PRBLOffll 
> ADO > M + MURO 
> ADD > -

TABLET; or, \L 
PREDNISOLONE u ~-,,~ 

BX + ii.~,~ 
• 

PRIMIOONE 

SUSPENSION; ORAL 
MYSOLINE 

+ ELAN PHARMA 
~ ifffiH''inlili 

lSNG/SML 

lSMO/SML 

--SMG 
std 
5MG 

~~Q~/5~L 
liSMiCJ/!iML 

N20667 006 
FEB 12, 1998 

N401'2 001 
MAY 28, 1998 

NUOU 001 
FEB 04, 1986 

••~J'H?itl 
UlilHrlli 
N80339 001 

;i~:a,gu 



>~> 
> OLT > 
> ADO > 
>ADD> 

U DftOO PftOOUCT LIST/ CUNtJLATIVB SUPPLBUNT IIWMIIIBR 5 / JAN'98 • NAY'98 

PRlMIPQNI 
TABLET; OAAL 

NYIQL;ug 
y + Et.AN PlfARMA ll.a 

+ SOMG y ~ WYM:<'imS'i' ,. + 

PROCAIN~IDE HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 

y PRMIIIDI RCL 
ll.ti8 

• SOOMG 

ii si~~•••NJ mm 
• 2SOMG 

PROCAN SR 

Iii i>mi•t>AV:t~ -y 

y + m 
AB + PARKEDALE SOONG 
AB + 7S0NlJ 

AB + !2! 

PROCHLORPERAZINE EDISYLATE 

INJECTABLE; INJECTION 

II PR~~~PBRAZINB BDISB~IWimil& 
@ EQ SMG BASE/ML 

NOU70 002 
N09170 003 

&,\'I ~, ,l -

d\,~, 
. f·\ 

N892tl4 001 

:ii\\11 ~~il 
N889S8 001 

DEC 02, 198S 

ull'W %~u 
, 1·· ... , 

~~ . ~i';i~~,,;:15 
N86065 001 
N87510 001 

APR 01, 1982 
N88489 001 

JAN 16, 1985 

iHfJflt t~'i 
... ~;..;·"~."'\i,¾:•. 
Y«'f.~;~0t.n,f~:it_~.•· 

N89675 001 
DEC OS, 1988 

>..1Y2.!2...> 
>..1Y2.!2...> 
>..1Y2.!2...> 
> ADD > 

PROQU&iWBMINlfi MALQTE 

TMlLET I OAAL 
IIRLOVll!IU:11 NMM'FIII 

M TRIGEN IQ HR MH 
y 

M 
y 

ZENITH GOLDLINE 

l'ROGESTUQNE 

CAPSULE; ORAL 
PROMETRIUM 

+ SCHERING PLOUGH 

PROM§THAZINI HYDROCHLORIDE 

INJEL~ABLE; INJECTION 
~ fR8'Jit!ZINB UCL 

H 

• 
• 

~~QPC "YPHINE HYDROCHLORIDE 

CAPSULE; ORAL 

g PRRf3HtPU .. !:£L 
• 

PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
.... PROPRAN~L RCL M ;aw 

IQ 1019 IYI 

IQ 519 WI 

IQ 1019 WI 

lOOMG 

HMZM! 
SMM 
2SMG/ML 

SOMG/ML 

1M 
6SMG 

1M 

33 

IH03U 001 
FBI.I 27, 1998 

N402U 002 
FEB 27, 1998 

NtolU 001 
JAN 20, 1998 

NtolU 002 
JAN 20, 1998 

Nl978l 001 
MAY 14, 19911 

iiHfi:tfl, 
iaf\fi"FlfiJ. nr,b:,,, 
liilf\'2{:ifti 

N894'3 001 
MAY 02, 1988 

N89477 001 
MAY 02, 1988 

•nnttH 
N83278 001 

@111!111 



U oaoo PaOOUCT LIST/ CUMULATIVE SUPPL!IMfflff NUNBSft 5 / JAN'98 • NAY'98 

PRQPWQLQL ID'.PBOCULQRIPI 
TABt.ET; OltAL 

al H~LG 

Ii 
Al 
y 
y 

• 
• 
• 
• 
• 
• 

QUINIDINE SULFATE 

TABLET; OR.AL 
ii OYJIJ.PJl!I.JMW'.ATI 

• 
RANITIQINE HYDROCHLORIDE 

SYRUP; OR.AL 
ZANTAC 

Bili 
mi 
la 
1M -lOMG 

20MG 

40MG 

60MG 

80MG 

90MG 

BM 
200MG 

Gt.Uo·~ 1<1";i!$i,j'f1W't~ 

+ EQ l~MG BASE/ML 

TABLET; OR.AL 
RA.NITIDINS HCL 

All RANBAXY BQ lSONG U.SB 

-N716S8 001 
JUL OS, 1988 

N71687 001 
JUL OS, 1988 

N71688 001 
JUL OS, 1988 

N72197 001 
JUL OS, 1988 

N7l689 001 
JUL OS, 1988 

N72198 001 
JUL OS, 1988 

fflffl\"\ift 
N84003 001 

~~~·" .,,~?iid 
Nl9675 001 

DEC 30, 1988 

N75000 001 
JAN 30, 1998 

WJTlQlNI tlXPBQ91LQRJPI 
TABLl:T1 OltAL 

WJtliPJO G 
y IWUIAXY IQ 300Nq WI 

RIS§DRQNAT$ SODIUM 

TABLET 1 OR.AL 
ACTONEL 

+ PROCTER AND GAMBLE 30MG 

SACRQSID!\S$ 

SOLUTION; OR.AL 
SUCRAID 

+ ORPHAN MEDCL 8,SOO IU/ML 

SAOUINAVlR 

CAPSULE; ORAL 
FORTOVASE 
~~ 

+ 

SELEGILINB HYDRQglLORIQE 

TABLET; OR.AL 
SILJGILtQ IICL 

y ESI LEDERLE 

M ~ 
y STASON 

icfl'#R;,ilfl 
200MO 

}!!9 -}!!9 

i., 

34 

msooo 002 
JAN 30, 19!111 

N2083S 001 
MAR 27, 1998 

N20772 001 
APR 09, 1998 

~'Ill 
-~18B. 

N20128 001 
NOV 07, 1997 

111UU 001 
AUG 02 199' ~*it'•···. -=~~,,1'·.· 
M1V ~v-~~-;~~x . 

111012 001 
APR 30, 1998 



U D!tOO HODUCT LIST / CIJHUt,ATIW SUPPLINmff IWMB!lll S / JAN' !Ill • MAY' 98 35 

Sit.pJNNl'IL CITAATl!i 
TABLET; OR.AL 

VIAGRA 
PFIZER 

+ 

2SMG 

SONG 

lOOMG 

SODIUM CHLORIDE 

INJECTABLE; INJECTION 

!! 
SQl)IUN CHLOJtIDB 0.45\ IN ':,TIC CONTAifflt~ 

B BRAUN 450 l00NL 

• 4SOMG/100ML 
Al MdJAW 11Ml4JR 

• ~~j-
SODIUN CHLO!tIDB 0.9\ IN PLASTI~ ~~ 

AP B BRAUN 9QON9zf°QML AP 900NG 0~ 

Al ~ g 

SODIUM CHLORIDE 31 IN PLASTIC CONT~INER 
ill B BRAUN 3GM/lOOML . ~ _,tcR 
SODIUM CHLORIDE SI IN PLASTIC CONTAINER 
ill B BRAUN SGM/lOOML 

t MdJAW ~litotiffi 

SODIUM LACTATE 

WJECTABLE; INJECTION 
SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER 

N20895 001 
MAR 27, 1998 

N20895 002 
MAR 27, 1998 

N20895 003 
MAR 27, 1998 

Nl!IUS 001 
MAR 09, 1988 -ii ~~~ 

Nl74H 001 
IUHlS 002 

Aa
MAR 09 1988 

. 

. 

Nl9635 003 
MAR 09 1988 

ii~(~;! 
.,~~t~1 

N19635 004 
MAR 09, 1988 ., •• 

• B BRAUN l.87GM/100ML N18186 001 
ill~ :trt•n.1~ li~i.Jt\~l 
SODIUN LACTATIII 1 6 MOLAR IN PLASTIC CONTAINBR 

AP B BRAUN 1.87 lOOML N20004 001 
- APR 21, 1992 

>...!lli!I..> 
> DLT > 
>.Jlli!'_> 
>_QliI...> 

> ADD > 
> ApD > 
> ADD > 
> ADD > 

IUM J.i'CIAU 

§QI! ON ,;,mtllWR O!!i1Q1 '™"'il,~ ~ ii 

SODIUM PQt.)'STYR§Nl!i SULFQNATl!i 

POWDER; ORAL, RECTAL 

ii ~ 
M + 

l..'2!11 
M PADDOCK 

SQTALQL HXPRQCHLQRIDB 
TABLET; ORAL 

BETAPACE 
~ ~''Wi 

i 

+ 

SOYBEAN OIL 
INJECTABLE; INJECTION 

INTULUIP 30\ 

ffl!RI 
4!54GN/s'Q'1' 

u• 
it~ 

H'M 

l20MG 

l60MG 

240MG 

!! + PHARMACIA AND UPJOHN ill 

LU'QSYK UI 30\ 
!!_ + ABBOTT 

NUTJtILIPID 10\ 
AP + B BRAUN 

ill 

ill 

fflifffffl 
Nl1217 001 

N4002' 001 
FBB 06, 14t98 

·-•~~ 
N1986S 00S 

APR 20, 1994 
N1986S CO2 

OCT 30, 1992 
N1986S 003 

OCT 30, 1992 

1119942 Q01 
DEC 30, 1993 

11201'1 001 
JAN 13, 1998 

lf1'53l 001 
MAY 28, 1993 



RX DRUG PRODUCT LI~T / CUMULATIVE SOPPLBr!llff NOMBBR 5 / JAN'98 - MAY'98 

SOYBEAN OIL 

INJECTABLE; !NJECTION 
~Vl'RILIPID 10\ 

~ ~ l¾CG}I.~ ill 
l'iUTRILil?ID 20% 

AP + B BRAUN 20\ 

AP + Mediw 2n1 

S_TREPTOMYCIN SULFATE 

INJECTABLE; INJECTION 
STREPTOMYCIN SULFATE 

,_Q!;L, ~ft.mt !6-·••'ilij W!Ui~Mt 
>~> + EQlGMBASE/2.SML 

SUCCINYLCHOLINE CHLORIDE 

INJECTABLE; INJECTION 
STJCOSTR•N 

A'- • - Jll,PO'l'JJ&ec>N 201f9/fflj 
@ 20MG/ML 

SUFENTANIL CITRATE 

INJECTABLE; INJECTION 
SUPENTA 

M + AKORN 

~ .. Jti!f$~ 

BQ O.CSNG ~ASB/ML 

N •'Ulf#M Wlli'it 

SULFAl-!ETHOXAZOLE; TRIHE'l'HOPRIM 

SUSPJ,;NSION; ORAL 

y 

b! 

m.:.m 
TWA 

ffi•m mxinfo 
~ 

2.0;@Qt5MH!9~ 

200'9/siltt.1 i ow;ISKt. 

AAlfl=i~~illl 
Nl~SJl 002 

MAi:t}ibt!ll 
AAt2'lF:WfU 

wtolii::Cfoi 
N60111 001 

ifi>JO'i ))ill 
N0884', 001 

llfl905(1 001 
MAY, Cl4, 1~84 

IU0:$~/001 
Mi'ii'Ai4}\f9s4 

···•••utu .11!H•21F 1iUi3 

.... _.i:911 tJ9;~ 
.ttm 1th 1!10 

SULFAMETHOXAZOLE; TRIMETHOPRIM 

SUSPENSION ORAL 

!! 

!! 

g 
g 

AB 
AB 

SULPAKl5TaOXAZOLB AND TRIDTHOPRIM 
TEVA 200MG/5ML140MG/5HL 

200MG/SML1~0MG/SML 

TABLET; ORAL 

•..iW •:• SULPAMBTHOXAZOLB AND TRIMBTHOPRIM 
TEVA 400MG180MG 

800MG;1'0MG 

SULFASALAZINE 

TABLET; ORAL 
SULFASALAZnm 

H wna~ UM 
@ SOOMG 

TACRINE HYDROCHLORIDE 

CAPSULE; ORAL 
COGNEX 

x,.iOOtj ti.iWts to :toWJ mt 
to ~'~\a\lt 
,ij :ljliiid wi 

4 to•~W. 
PARKE DAVIS PHARMS EQ lOMG BASE 

EQ 20MG BASE 

EQ 30MG BASE 

+ EQ 40MG BASE 

36 

Nl8812 001 
JAN 28, 1983 

llf1811U 0(12 
JUN 10, 1983 

lrlllittll 
Nl82U 001 
Nl8l42 002 

.... ,,,,~_,u,n 
OC1'2'/1U1 

N89339 001 
OCT 26, 1987 

• ltl:0010 Otl'i ss, nr•±,,j 
N20070 001 

SEP 09, 1993 
N20070 002 

SEP 09, 1993 
N20070 003 

SEP 09, 1993 
N20070 004 

SEP 09, 1993 



> DLT > 
> DLT > 
> ADD > 
>-ADD > 

RX DRUG PRODUCT LIST/ CUMULATIVB SUPPLKM!mT KUMBBR 5 / JAJil'!l8 - MAY'!l8 

TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT 

INJECTABLE; INJECTION 
TECHNETIUM TC 99M ALBUMIN AGGREGATED KIT 

BS 

BS 

DRAX IMAGE N/A 

~.ct . sH.lUiffi ·OOHM.S 'ff/A 

TECHNETIUM TC-99M DISOFENIN KIT 

INJECTABLE; INJECTION 
HEPATOLITE 
~ 

DUPONT MERCK 

it/A 

N/A 

TECHNETIUM TC-99M GLUCEPTATE KIT 

INJECTABLE; I!'TECTION 
TBCHNBSCAH GLOCBPTATB 

AP DRAXIMAGE !LA 

~ mor~, ~ m 

TECHNETIUM TC-99M LIDOFENIN KIT 

INJECTABLE; INJECTION 
TECHNESCAN HID.I!. 

DRAX IMAGE N/A 

MERCK j/i 

TECHNETIUM TC-99M MEDROt!ATE KIT 

INJECTABLE; INJECTION 
TBCHHBSCAH MDP KIT 

~ ~~tP~ lzi 

Nl7881 001 
DEG. }Q, J~!F 

tmlil!itJfi 

.J~iflijlfl 
Nl8467 001 

MAR 16, 1982 

lf18272 001 

J11~l11tUi 
.'fli.i'21/ifli!i 

Nl8489 001 
ocr.,1.1. . .!l~-~ 

~'11.4.J =.l>Ol 
0¢i'Jtfbij 

Nl8035 001 
~tiU&tt 

'l'ECHNETIUM TC·!l!IM PENTETATE KI'r· 

INJECTABLE; INJECTION 
DTPA 

,Y'. ~RAXIMAGE 

ii ~ 
!LA 

m 

TECHNETIUM TC·99M SULFUR COLLOID KIT 

SOLUTIQN; INJECTION, ORAL 

a Mlf"'=~• m 
@ N/A 

TERAZOSIN HYDROCHLORIDE 

CAPSUl,E; ORAL 
HYTRilf 

AB ABBOTT 

u + 

AB 

y 

TIIIRAZOSilf HCL 
AB GENEVA PHARMS 

y 

AB 

!! 

TERBINAFINE 

GEL; TOPICAL 
Ll'MISIL 

+ i•11')VARTIS 

BQ UCG BAH 

BQ :uw BASB 

BQ 5NG BASB 

IIIQ l0NG BASIi 

BQ 1KG BASIi 

111g 2Na BASI 

Bg SMG BASIi 

l!Q l0NG IIASB 

a 

37 

lfl8511 001 
DEG,~~• V~''-~,:tt JfJ rum i1z 11ur, 

ii1HlUi 
Nl7858 001 

N20347 001 
DEC 14, 1994 

N20347 002 
DEC 14, 19!14 

N20347 003 
DEC 14, l 994 

N203'7 004 
DEC 14, 1994 

N74823 001 
MAR 30, 1998 

N7H23 002 
MAR 30, 1998 

N74823 003 
MAR 30, 1998 

lf74823 004 
MAR 30, 1998 

N20846 001 
APR 2!1, 1!198 



RX DRUG PRODUCT LIST/ CUMULATIVB SUPPLBMDIT NUMI!Bll 5 / JAM'98 - NAY'98 

> ADD > 
> ADD-> 
>DLT> 
> DLT > 

TESTOSTE.RONE 

FILM, EXTENDED RELEASE; TRANSDERMAL 
ANDRODERM 

BX + TRl!M't!ai ::ii'skS/:fitm 

THEOPHYLLINE 

CAl?sutj ' o.itM. 
1tt1xofumtna 

£1]{ ~·~ 

BX + 

@ 

@ 

2.SMG/24HR 

i~~us 
:acickQ 

lOOMG 

200MG 

CAPSULE, EXTENDED RELEASE; ORAL 
ELIXOPHYLLIN SR 

BC 

BC 

FO!t£S1 I,JWS l2S!IIG 

@ 

@ 

TABLET; ORAL 
QUIBRON-T 

+ MONARCH PHARMS 

+ iloJo.ts ws 

2soMG 
12SMG 

250MG 

300MG 

)~6~ 

TABLET, EXTENDED RELEASE; ORAL 
QUIBROtl-T/SR 

> DLT > llC 
> DLT > 
>,J5o > BC 
> ADO > 

JCi:ftG ~ ji)OfilG 

MONARCH PHARMS 300MG 

id~Jt~!ili 
N20489 001 

SEP 29, 1995 

lfill$illdl:6'.1 

~!li1ttllt 
J'otfltftijh 

N85545 001 
JUL 31, 1984 

N83921 001 
JUL 31, 1984 

.. ~au2,A>!!J 
«1Nt: iii/)Uli5 

iiiin1i& 002 
JAN 2!l/ifit!i 

N86826 001 
JAN 29, 1985 

N86826 002 
JAN 29, 1985 

N88656 001 

AU~-~ii,ll:~ 
.lw<l:izf i~as 

~,ii,~i,u 
N87563 001 

JUN 21, 1983 

THIAMYLAL SODIUM 

t~=~~t~ 
=ii 

@ PARKEDALE 
@ 

@ 

THIORIDAZINE HYDROCHLORIDE 

CONCENTRATE; ORAL 
THIORIDAZINB HCL 

Ill& 
lGM/VIAL 
5GM/VIAL 
lOGM/VIAL 

> _@!L> ~ PHARM ASSOC lO0MG/ML 
>_@!L> 

>_@!L> TIROFIBAN HYDROCHLORIDE 

>ADD> 
>JU)[)> 
>JU)[)> 
>JU)[)> 
>JU)[)> 
> ADD ., 

INJECTABLE; INJECTION 
AGGRASTAT 

+ MER::K 

+ 

TOLCAPONE 

TABLET; ORAL 
TASMAR 

ROCHE 

+ 

TOLTERODINE TARTRATE 

TABLET; ORAL 
DETROL 

EQ 0.05MG BASE/ML 

EQ 0.25MG BASE/ML 

lOOMG 

200MG 

PHARMACIA AND UPJOHN lMG 

+ 2MG 

38 

!llif:1::1 
N07600 003 
N07600 005 
N07600 009 

N40213 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 



> DLT > 

> DLT > 
>_ADD-> 
> ADD > 

> DL'l' > 

> DLT > 
> DLT > 
> ""'i5LT > 
> DLT > 

>.....!&.L_> 
> DLT > 
> DLT > 

> ADD> 
> ADD > 
>~> 
>~> 
>ADD> 
>ADD> 
>ADD> 
> ADD > 

>ADD> 
,"'ioo > 
>DVf"" > 
> DLT > 

> DLT > 
> ADD > 

RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLBMBHT NUNBBR 5 / JAH'98 • MAY'98 

TORSEMIDE 

INJECTABLE; INJECTION 
DEMADEX 

"" oo~:two e,iit~t:tH :i:~m 

+ ROCHE lOMG/ML 

TABLET; ORAL 
DEMADEX 

t.omi~t1t~iM 5Md 

+ 

ROCHE 

+ 

TRETINOIN 

CREAM; TOPICAL 
AVITA 

jj~~ 

AB 

GEL; TOPICAL 
AVITA 

BX PENEDERM 

RETIN·A 

j;ci)M(j 

2ii~ 

:i.6ili-!6 

SMG 

lOMG 

20MG 

lOOMG 

HHH 
.2.:..Qill 

0.0251 

oia1U 

+ Jun'J oto2h 
BX + JOHNSON AND JOHNSON 0.0251 

.... fjj)Jfi?ffl 
J1i.'Uil'=H::i''="'t'Hl 

N20137 002 
AUG 23, 1993 

• M:01UAl04 
l~iikl!Jib 

N20136 001 
AUG 23, 1993 

N20136 002 
AUG 23, 1993 

N20136 003 
AUG 23, 1993 

N20136 004 
AUG 23, 1993 

it~lllill 
lf20404 003 

JAN 14, 1997 

N20400 001 

;iit~~~ii 
,u,l'in,ioi 
Nl7579 002 

>ADD> 
>MD> 

TRIAMCINOLONE ACETONIDE 

CREAM; TOPICAL 
TRIAIICIHOLOHB ACBTOJIIDB 
e AI.PHARMA 0.0251 

> DLT > H 
>.J2!i!'...> 

~ IHJJH 

TRIFLUOPERAZINE HYDROCHLORIDE 

TABLET; ORAL 
TRIPLUOPBRAZINB HCL 

M! ZENITH GOLDLINE 

AB 

.u 
B 

mim tfilfa 

Z:Q lMG BABB 

BQ 2140 BABB 

u~w• 
D#MWI 

TRIHEXYPHENIDYL HYDROCHLORIDE 

TABLET; ORAL 
TRIHIIIXYPHBNI~YL RCL 

AA CIRCA 

M 

TROGLITAZONE 

TABLET; ORAL 
RBZULIH 

B Piii!D b.i\vts 

M 
ii 

~ 

~ 

fflii 
UM 
HM 

AB PARKE DAVIS PHARMS ~ 

M! 1.!!!!!2 

39 

N87797 001 

~-1'-it:l&i 
.':IW '0:1'F titU 

H87U2 001 
NOV 19, 1982 

N87U3 001 

NOl.Uu:lUi 
~{::~g: H:fJ 
d!J,:1~1111 

H401H 001 
FEB 06, 1998 

HtolH 002 
FEB 06, 19'8 

..... at1.u,:nt 
,1q• u=❖ ==,,.,.,, 

-H20720 001 
JAN 29, 1997 

H20720 003 
AUG 04, 1997 



rut DRUG PRODUCT LIST/ CUMULATIVE SUPPLll!OOffiT NUMBBR 5 / JAN'98 • IIAY'98 40 

IliQQ.!d'I~ 

TABLET; ORAL 
R:0:ZUL!N 

~ PAPKE DAVIS PHARMS ~~ 

TROPICAMIDE 

SOLUTION/DROPS; OPHTHALMIC 
TROPICAMIDE 

AT AXORN 1, 

@ H 

UROFOLL I TR OP.IN 

INJECTABLE; INTRAMUSCULAR 
FERTINEX 

+ SERONO 75 IU/AMP 

+ 150 JU/AMP 

MS'.t1l~'.t!f .................... . 
+ SD.ONO 75 i:U/AMP 

+ :mo W/.i\H~ 

VERAPAMIL HYDROCHLORIDE 

INJECTABLE; INJECTION 
VBRAPANIL HCL 

R rwutM 

AJi 

@ 

a 

2{5NQ/NJ',i 

!h$w,Wq, 

2.SMG/ML 

2.SMG/ML 

N20720 002 
JAN 29, 1997 

AJ,~1,1r1ri 
N88447 001 

AUG 28, 1985 

N1941S 002 
SEP 18, 1986 

Nl9415 003 
SEP 18, 1986 

.... ijl?ltJHHt~ 
,,itH~~tH 
ssi:t iih =iiisli 

anlJJ3tl1 ,...,~,wt,~3 
i.d'!H~iHl 

N72233 001 
FEB 26, 1993 

N73485 001 
SEP 27, 1993 

VIDARABINE 

INJECTABLE: INJECTION 
VIRA·A • muamw, 
a PARKEDALE 

OINTMENT; OPHTHALMIC 
VIRA-A 

; t.iOO!i: olvfs 
+ PARKEDALE 

N/:U1':\Wi='il0/ffli 
EQ 187.4MG BASE/ML 

n 
31 

8,'@nJ\fli 
N50523 001 

ii=tleG?'Q'Cft 
N50486 001 

WATER FOR INJECTION, STERILE 

AP 

H 

LIQUID; N/A 
STBRILB WATBR FOR INJBCTION IN PLASTIC CONTAINBR 

B BRAUN 100\ N19633 001 

~w 
-- FEB 29, .. 19~8 

ilttt.113?81 
m=Ul:/i'ht llB 



OTC DRUG PRODUCT LIST / CUMULATX.c' SUPPLIDDIJIT lftJMBBR 5 / JAH' 98 - NAY' 98 

ACETAMINOPHEN; ASPIRIN; CAFFEINE 

TABLET; ORAL 
EXCEDRIN (MIGRAINE) 

+ BRISTOL MYERS 250MG;250MG;65MG 

ALUMINUM HYDROXIDE; MAGNESIUM TRISILICATE 

TABLET, CHEWABLE; OR.I\L 
GAVISCON 

+ ~. Wt.RION ust s6UGH!'aMb 

+ 

GAVISCON-2 

80MG;20MG 

160MG;40MG 

+ ~tt. MAAtbff •••utt tiWCtJlM@ 

CHLORHEXIDINE GLUCONATE 

SOLUTION; TOPICAL 
CHG SCRUB 

ECOLAB 

ff'M~·•••ws 

CIDA-STAT 
ECOLAB 

iMtttti<ttOlii ~N 

CLOTRIMAZOLE 

TABLET; VAGINAL 
GYNIX 

COPLEY PHARM 

41 

H 

21 

at 

l00MG 

N20802 001 
JAN 14, 1998 

tmlll!ltli 
Nl8685 001 

DEC 09, 1983 
Nl8685 002 

DEC 09, 1983 

..... IHJ.,i\tt, 
t>ltc:h~i/' liUi:l 

Nl9258 002 

~ii!itll! *:Hrt,ai 
Nl9258 001 

JUL. ~~L ;!186 

JUIJJIJ:![Jf i 

N73249 001 
FEB 13, 1998 

> DLT > 
>DLT> 
>7ffii>> 
>ADD> 

IBUPROFEN 

SUSPENSION; ORAL 
CHILDREN'S ADVIL-FLAVORED 

+ $itt~tlJi.OlWt# i~Jm 

SUSPENSION/DROPS; ORAL 
PEDIATRIC ADVIL 

lOOMG/SML 

+ WHITEHALL ROBINS lO0MG/2.SML 

TABLET; ORAL 
IBUPRIN 

it:t~''tMi''W a~ 
e 200MG 

TABLET, CHEWABLE; ORAL 
JUNIOR STRENGTH MOTRIN 

MMtt Uiolob 

+ l0OMG 

MICONAZOLE NITRATE 

CREAM; VAGINAL 
MONISTAT 3 

+ ADVANCED CARE PRODS 41 

MINOXIDIL 

SOLUTION; TOPICAL 
MINOXIDIL (FOR MEN) 

NU PHARM 21 

MINOXIDIL (FOR WOMEN) 
NU PHARM 21 

n 

.... ~i~:,t@~ 
!fOV'M'/1U1. 

N20589 002 
NOV 07, 1997 

N201!112 001 
JAN 30, 1999 

.... fflrtJ.:IIJl 
JUL• t~{:/1H1 

N71773 001 
JUL 16, 191!17 

iit(UIDJ a• ll¥ilb.1 
N20601 003 

NOV 15, 1996 

N201!127 001 
MAR 30, 1998 

N74924 001 
APR 29, 1998 

N74924 002 
APR 29, 1998 
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RANJTIQINE HYDROCHLORIDE 
TABLET, EFFERVESCENT; ORAL 

ZANTAC 75 
• GLAXO WELLCOME EQ 7SMG BASE 

-~~ N20536 001 
JUL 03, 1996 

N2074S 001 
FEB 26, l<\98 
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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 May 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= 

Aitretinoin 
TN= Panretin 

Aldesleukin 
TN= Proleukin 

Amifostine 
TN= Ethyol 

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

Treatment of metastatic 
melanoma. 

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

Arsenic trioxide Treatment of acute promyelocytic 
TN= leukemia. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

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

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

U.S. Bioscience, Inc. 
One Tower Bridge 
100 Front Street, 
Suite 400 
Conshohocken, PA 
19423 
DO=05/12/1998 

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



Orphan Product Designations and Approvals List 
January 1998 through May 1998 

Name 
Generic Name 
TN=Trade Name 

Basiliximab 
TN= Simulect 

Beclomethasone 
di propionate 
TN= 

Benzydamine 
hydrochloride 
TN= Tantum 

Bindarit 
TN= 

Indication Designated 

Prophylaxis of solid organ 
rejection. 

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

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

Treatment of lupus ~ephritis. 

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= 

Sponsor & Address 
DD= Date Designated 
MA=Marketmg Approval 

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD=l2/12/1997 
MA.=05/12/1998 

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

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

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
00=02/03/1998 

Orphan Europe 
Immeuble "Le 
Guillaumet" 
60 avenue du President 
Wilson 
92046 Paris 
France 
00=01/20/1998 

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

Cancer Technologies, 
Inc. 
7301 East 22nd Street 
Suite l0E 
Tucson, AZ 85710 
DD=04/06/1998 
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Orphan Product Designations and Approvals List 
January 1998 through May 1998 

Name 
Generic Name 
TN=Trade Name 

Filgrastim 
TN= Neupogen 

Indication Designated 

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 

L-baclofen 
TN= 

Lepirudin 
TN= Refluden 

Liposomal 
Cyclosporin A 
TN= Cyclospire 

Pentostatin 
TN= 

Phenylacetate 
TN= 

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

Treatment of trigeminal 
neuralgia. 

Treatment of heparin-associated 
thrombocytopenia type II. 

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

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 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

Cypros Pharmaceutical 
Corpora ti .:m 
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=l0/01/1990 
MA=02/25/1998 

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

Hoechst Marion Roussel 
Frankfurt am Main 
Germany 
DD=02/13/1997 
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 

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

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
DD=03/06/1998 
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Orphan Product Designations and Approvals List 
January 1998 through May 1998 

Name 
Generic Name 
TN=Trade Name 

Pilocarpine HCl 
TN= Salagen 

Recombinant 
humanized 
monclonal 
antibody 5c8 

Recombinant 
humanized 
monoclonal 
antibody 5c8 

Rifaximin 
TN= Normix 

Indication Designated 

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

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of hepatic 
encephalopathy. 

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

Sacrosidase 
TN= Sucraid 

Sodium 
phenylbutyrate 
TN= 

TAK-603 
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. 

Treatment of Crohn's disease. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

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

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

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=l2/10/1993 
1"'A=04/09/1998 

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

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

47 



Orphan Product Designations and Approvals List 
January 1998 through May 1998 

Name 
Generic Name 
TN=Trade Name 

Tacrolimus 
TN= Prograf 

Tetrabenazine 
TN= 

Thalidomide 
TN= 

Thymalfasin 
TN= Zadaxin 

Indication Designated 

Prophylaxis of 
graft-versus-host-disease. 

Treatment for moderate/severe 
tardive dyskinesia. 

Treatment of primary brain 
malignancies. 

Treatment of DiGeorge anomaly 
with immune defects. 

Tiapride Treatment of Tourette"s 
TN= syndrome. 

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

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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=05/12/1998 

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 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE 11'1/ VIVO BIOAVAILABIUTY ONLY 
If PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO MAY 1998 ADDITIONS 
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PA TENT AND EXCLl!S!VITY TERMS PA TENT AND EXCLUSIVITY TERMS 

DUE TO SPACE Lf:,IITATIONS 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 E::)ITION FOR A FuLL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIOi~S. NEW DOSING SCHEDULE. NEW 
INDIC ~.110NS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

~EFERE'.'liCES 
.VEW DOSING SCHEDUE 

0--;s CONTINVOl'S INfl'.SION AS A'.'li AL TER'iA TE METHOD OF AD'.\11'.'lilSTRA TIO'.'li 
D-39 CHANGE IN TIME TO TAKE THE DRl'G PRIOR TO A '.\IEAL TO PREVE'.'liT '.\tEAL-1'.'liDl'CED HEARTBl1RN 

SYMPTOMS FRO'.\1" ... 112-1 HOUR BEFORE EATl'.'liG ... " TO " ... RIGHT BEFORE EATl'.'liG OR t,P TO 
60 Mll'i BEFORE CONSP\UNG ... " 

D-40 ONCE-A-DA,· DOSING REGIME:"li 
D-41 DRl'.G MAY BE DOSED RIGHT BEFORE A '.\IEAL ORA'.'liY Tl'.\tE a·p TOJO '.\UN BEFORE EATING OR 

DRINKll'liG FOOD AND BEVER.\GES TilA T won.D bE EXPECTED TO CAl'.SE SYMPTOMS 

.\"EW /.\DICATIOS 

1-212 TREAT!\IENT OF SY'.\IPTOMS OF DRY '.\IOl.TH l'.'\i PATIE'.'\iTS WITH SJOGREN'S SYNDROME 
1-213 TE'.\1POR.\RY RELIEF OF PAl'.'i AND PHOTOPHOBIA IN PATIENTS l •:'liDERGOING CORNEAL 

RHR.\CTIYE Sl'.RGER\' 
1-214 TREATMENT OF OSTEOPOROSIS 
1-215 PRE-PROCEDl:R.\L APPLICATION TO ADl.LT '.\1..\l.E GENITAL SKl:-i PRIOR TO SITE-SPECIFIC 

Sl"BCl'TANEOl1S INFILTRATION WITH UDOCAINE FOF. THE REMOVAL OF GE'.'iilTAL WARTS 
1-216 FOR THE LONG-TERM TWICE-DAILY ('.\1ORNING AND EVE'.'ilNG) AD'.\UNISTRATIO:-. IN THE 

'.\1..\1'.'iTENANCE TREATMENT OF BRONCHOSPASM ASSOCI..\ TED WITH COPD, INCU 'DING 
CHROMC BRONCHITIS AND E'.\IPHYSE'.\IA 

1-217 PREVP.iTION (DURING AND FOLLOWING HOSPITALIZATION) OF DEEP \'EIN THROMBOSIS, WHICH 
'.\IA Y LEAD TO PlTLMONARY EMBOLIS'.\I, IN PATIENTS t:'.'IDERGOING HIP REPLACDIENT SllRGERY 

1-218 l 1SE OF LIPITOR AS AN ADJUNCTIVE THER.\PY TO DIET FOR THE TREATMENT OF PATIENTS WITH 
ELEVATED SERl;M TRIGLYCERIDE LEVELS (FREDERICKSON TYPE IV) 

1-219 t•SE OF LIPITOR BY PATIE1'.S WITH PRIMARY DYSBETALIPOPROTEINEMIA (FREDERICKSON 
TYPE Ill) WHO DO NOT RESPOND ADEQl'ATELY TO DIET 

1-220 TREATMENT OF EPISODIC HEARTBURN, ACID INDIGESTION AND SOliR STOMACH 
1-221 TREATMENT OF BENIGN PROSTATIC HYPERPLASIA (BPH) IN '.\IEN WITH A!'-1 ENLARGED PROSTATE 

TO IMPROVE SYMPTOMS, REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDl1CE THE 
RISK OF THE NEED OF SURGERY 

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

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

1-224 FOR THE l'SE IN PEDIATRIC PATIE:-r.TS 4 TO II YEARS OF AGE FOR THE MANAGEMENT OF THE 
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-225 USE IN PATIE1'.S WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF 
RECl1RRENT 1\11, MYOCARDIAL REVASCl1LARIZATION, AND CEREBROVASCllLAR DISEASE EVENTS 

1-226 FIRST-LINE THER.\PY FOR THE TREATMENT OF ADVANCED CARCINO'.\IA OF THE OVARY IN 
COMBINATION \\'ITH CISPLATIN 

1-227 SHORT-TERM TREATMENT OF SYMPTO'.\1..\TIC GASTROESOPHAGEAL REFU'X DISEASE (GERO) 



51 

PATENT AND EXCLUSI\llTY TERMS 

.\EW l.\"DICATiOS 

1-228 PREVENTION OF l\lEAL l'.'!Dl'CED HEARTBl'R."li AT A DOSE OF 75!\IG TAKEN 30-60 MIN PRIOR TO A 
MEAL 

1-229 PRILOSEC (OMEPRAZOLE). AMOX.ICILLIN AND CL\RITHROMYCIN FOR THE ERADICATION OF 
H. PYLORI IN PATIENTS WITH DUODENAL t:LCER DISEASE 

1-230 IN COMBINATION WITH CISPL\TIN. FOR THE FIRST-LINE TRE.-'.. Tl\lE1'T OF !liO!li-SMAU., CELL U''.'IG 
CANCER INPATIENTS WHO ARE :'liOT C..\;"liDIDATES FOR POTE'.\TIALL Y Cl'RA TIVE Sl'RGERY 
AND/OR RA.DIA T.:>N 

PA.TEST L'S£ CODE 

l·-215 TREATMENT OF EPILEPSY TIHCE DAILY. TREATING A PA TIE'.\T B\' ADMINISTERl!liG 
C..\RBAMAZEPINE IN A DOSAGE FORM CAPABLE OF U.\l"liTAINING BLOOD CONCENra,...\ TION 
FROM 4-12!\ICG/l\!L OVER 12 HOtrRS 

t:-216 TREATME:'liT OF ADENOCARCINOMA. l:'liCU'.DING STAGE 82-C. B\' ADMINISTERING AN AGONIST OF 
LR-RH Al'iD FU'TAl\flDE 

l'-217 l\lETHOD OF PRODUCING Al'iESTHESl.\ 
li-218 METHOD FOR LIMITING THE POTEl'Hl.\L FOR l\UCROBL.\L GRO\\TH IN THE DRliG PRODUCT 
li-219 TREATME1'T OF PARKISON'S DISEASE 
l'-220 l\lETHOD OF DL.\GNOSIS 
l'-27.1 SELECTIVE VASODIL.\TION BY CONTINt:Ol'S ADEl'iOSINE ll'iFl'SlON 
t:-222 l\lETHOD OF TREATING PAGETS DISEASE l'SING ACTONEL 
li-223 TREATMENT OF BACTERL.\L CONJUNCT1vms CAl'SED B\' Sl'SCEPTIBLE STRAINS OF 

l\UCROORGAMSMS 
l'-224 CONTROLLING flliTR.\OCl'L.\R PRESSl'RE 
l'-225 METHOD FOR DELIVERY 
l'.-226 l\lETHOD OF E:o-iHANCING THE DISSOUTION PROFILE Of A PHARl\l.\CEl~ICAL FROM A SOLID 

DOSAGE FORM COl\TAINING THE PHARMACEl'TICAL AND SIMETHICONE 
li-227 ""ASAL ADl\llNISTRA TION 
l'-228 ASTHMA 
l 1-229 CARDIAC INSUFFICIENCY (COl'iGESTIVE HEART FAILURE) 
l'-230 PREVENTION OF ACl'TE CARDL.\C ISCHEMIC EVEl'IITS 
ll-231 l 1SE IN PARKINSON'S DISEASE 
li-232 METHOD OF TREATING MIGR.\INE 
li-233 DECREASING MORTALITY CAUSED BY CONGESTIVE HEART FAILURE 
U-234 l\lETHOD OF USING RIBAVIRIN TO TREAT VIR.\L INFECTIONS IN MAMMALS 
l!-235 METHOD OF MODULATING THI AND TIU RESPONSE IN ACTIVATED T CELLS OF A HUMAN 

COMPRISING ADMINl~ERl.."liG RIBAVIRl.."li TO THE T CELLS IN A DOSAGE WHICH PROMOTES TIIE 
THI RESPONSE AND Sl i' :~ES TIIE TH2 RESPONSE 
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Nesat!PTICN MD cm: OM fl'lt(OOCT 
PATENT MD UCi.lJSiVl':'Y DATA 

APPI./HCC i.a>JHT IIIMI:; TMM NN11E P:~THT l>ATEIIT USE Da.lJS Da.US 
IUlll::l IUlll::lt [~IM:S coo,e coo,e mlltfS 

0..'0902 001 ACEY MlltOHEN;EltCEO«I N (N UiltAI NE) • JAIi 14, 2001 020059 001 M>ENOSINE;ADENOSCMI S07'0811 0£C 10, ~ ll-116 
5731296 NM 24, 2015 ll-i,m 

019787 001 MlOOIPINE IESYLATE;DVASC 4572909 .M..31,2006 
019787 002 MlOOIPINE MSYLATE;DVASC 4572909 JOL 31, 2006 
019787 003 MlOOIPINE MSYlATE;DVASC 4572909 JOL 31, 2006 
020420 001 ARIIJT MI NE l!YDROCMlat IOE;GENESA 5101363 AP1123, 2009 U·220 

5234404 AUG 10, 2010 U-220 
5395970 MIi 07, 2012 

>Al)O> 020702 001 ATORVASTATIN CALCiui>l;liPlTOI 1·2U! JOL 10, 2001 
?....~ 1·219 JOl 10. 2001 >Al)O> 020702 002 ATORVASTATIN CALCIIM;llPITat 1·218 a 10, 2001 >AOO> 1·219 JOL 10. 2001 >AOO> 020702 003 ATORVASTATIN CALCIIM;ll~lTOI 1·218 JOL 10. 2001 >Apo> 1·219 JOL 10, 2001 020114 001 AZELASTINE ~atl0£;ASTELIN 5164t94 NOY 01, 2010 l.i·207 

017573 001 IECUH:TIIAS<M D INOPUIU TE; VANCEIU L 4364923 DEC 21, 1999 
018521 001 IECLMTIIASCNE IHNOPIOMTE;V~IMSE 4364923 DEC 21, 1999 
020486 001 BECLMTIIASCNE DINOPUlUTE;VANCEIUl DOOli.E S'fltf~T,i 4364923 ~!: 21, 1999 
019408 001 BETMETIIASCNE DINOPl~TE;IHPltOLENE 4419070 MAY 13, 2003 
020816 001 UINZOLMIDE;AZQPT 5240923 ALIG 31, 2010 U·224 la AN 01, 2003 

5378703 ALIG 31, 2010 U·l24 
5461081 OCT 24, 2012 U·225 

02~54 001 CALCIPOTR!ENE;DOVCNEX ~· DEC 29, 2007 ~ 020611 001 CALCIPOTRIENE;~X ~ DEC 29, 2007 > 
020313 002 CALClTONIN, SALl'IOlll;NIACALCIN 5733569 NM 31, ZC:115 U-227 >Al)O> 020521 001 CALFACTANT;INFASURF la AA.01, 2003 ~ 020838 001 CANDESARTAN ClLEXETIL;ATACMD 5703110 AN 18, 2011 la JUI°"· 2003 ?AOO! 5105517 AN 18, 2011 

5196444 APII 18, 2011 IJ•3 
5508297 F£1 24, 2014 U·3 
5534534 JOL 09, 2013 

~ ~ 002 CANDESARTM CILEX£TIL;ATACMD 5703110 AN UI, 2011 ICE JUI 04, 20G3 > 5105517 "",a, 2011 
5196444 APlt 18, 2011 IJ·3 
5508297 m 24, 2014 u-3 
5534534 JUl 09, 2013 

~ 020838 003 CANDESARTAN CILEX£Tll;ATACMD 5703110 AP1t 18, 2011 ICE M 04, ZN] ?AOO! 5105517 AN 11, 2011 
5196444 AN 18, 2011 u-3 
SSNZ97 m 24, 2014 U-3 
5534534 M. 09, 2013 

~ 020838 004 CANDESARTM C!LEXETIL;ATACMID 5703110 AN 18, 2011 ICE M 04, am > 5105517 AN 11, 2011 
5196444 AN 11, 2011 U·3 
550l297 m 24, 2114 U-3 
5534534 M. 09, 2113 020896 001 CAPECJTMI NE;XELOOA ICE AN Jlil, am 020896 002 CAPEC IT MINE;xtLOOA ICE .... 21115 
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NESCIUPTlml ANO OTC DltllG NOOUCT 
PATENT ANO EXCLUSIVITY DATA 

AM>l/NOO IMGHOIENT IIME; TRAl>E 11ME PATENT PATENT USE EXCLUS EXCLUS 
IUtlElt ~It EXPIRES COOE COOE EXPIHS 

020712 001 CAHMAZIEPINE;CARIATROL 5326570 JUl 05, 2011 U•215 
029712 002 CMIAMZEPINE;CARIATltOL 5326570 JUl 05, 2011 U·215 

~ 020297 001 CARVED U.OL: COREil 5760069 JUN 07, 2015 U·233 
4503067 MAR 05, 2007 U·3 

~ 020297 002 CARVEOILOL;COREG 5760069 JUN 07, 2015 u-m 
4503067 MAR 05, 2007 U·3 

~ 020297 003 CARVEDILOL;COHG 5760069 JUN 07, 2015 U·233 
4503067 MAR 05, 2007 U·3 

~ 020297 004 CARVEDILOL;COHG 5760069 JUN 07, 2015 U·233 
020774 001 CHLCJINEXJDINE GlucottATE;PERIOCHIP NP MY 15, 2001 

~ 020238 002 CINETIDINE;TAGMET tll 0·41 JUN 05, 2001 
020369 001 CIPRDFLOXACIN MYDIIOCHLCJIIDE;CILOXAN 4670444 JUN 02, 2004 U•223 NDF MM 30, 2001 
020805 001 CIPRDFLOXACIN MYDROCMLORIDE;CIPRO HC 4670444 DEC 09, 2003 NC FEI 10, 2001 

4844902 FEB 11, 2008 
020780 001 CIPRDFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020780 002 CIPRDFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020839 001 CLOPIDOGREL IISULFATE;PLAVIX 4529596 JUl 05, 2003 

4847265 FEI 12, 2008 
5576328 JAN 31, 2014 

017922 001 DEstlOP!tESSllil ACETATE;OOAVP 5763407 DEC 23, 2013 
017922 002 DEstlOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
017922 003 DEstlOP!tESSIN ACETATE;DDAVP 5763407 DEC 23, 2013 
018938 001 DEstlOP!tESSIII ACETATE;DDAVP 5763407 DEC 23, 2013 
018938 002 DESNONESSIN ACETATE;DDAVP 5763407 DEC 23, 2013 
019955 001 DEstlOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
019955 002 DESNONESSIN ACETATE;DDAVP 5763407 OEC 23, 2013 1·40 MAR 25, 2001 
020713 001 DESOGESTHL;NIRCE!TE NP AN 22, 2001 
020037 001 DICLOFENAC SOOJUN;YOLTMEII 1·213 FEB 25, 2001 

~ 020148 001 DJMYDROEROOTMIINE NESYLATE;NIGRANAL 4758423 JUl 31, 2001 

~ 4462963 JUl 31, 2001 U·227 
> 5169849 DEC 08, 2009 

U·c:27 
020401 001 DILTIAZEN MYDROCHLORIDE;TJWC 1-133 JAN 30, 2001 
020401 002 DILTJAZEN MYDROCHLORIDE;TIWC 1-133 JAN 30, 2001 
020401 003 OIL TIAZEN HYDROCHLORIDE; nwc 1·133 JAN 30, 2001 
020401 004 DILTIAZEN MYDROCHLORIDE;TIWC 1-133 JAN 30, 2001 
020401 005 DILTIAZEN MYDROCHLORIDE;TIWC 1-133 JAN 30, 2001 
020869 001 DORZOUNIDE MYDROCHLORIDE;COSOPT NC AN 07, 2001 
020164 001 ENOICAPMIN SODIUN;LOVENOII 1·217 JAN 30 2001 

1-m MAR 21: 2001 020164 002 ENOICAPMIN SODIUN;LOVENOII 1-m MAR 27, 2001 
1·217 JAN 30, 2001 

020738 004 EPROSMTM NESYLATE;TEVETEN 5185351 FEB 09, 2010 U·3 
020738 005 EPROSMTM NESYLATE;TEVETEII 5185351 FEB 09, 2010 U·3 
020718 001 EPTIFIBATJDE;INTEGRILIN IICE MY 11, 200J 
020718 002 EPTIFIIIATIDE;INTEGRILIN a MY 11, 200J 
020375 003 ESTRADIOL;CLIMRA 5223261 JUN 29, 2010 
083209 001 ESTROGENS, ESTERIFIED;ESTRATAI 1·214 NM 10, 2001 
086715 001 ESTltOGENS, ESTERIFIED;ESTRATAI 1•214 NM 10, 2001 



E > 
> 

APPI./Pftm 
tu!KR 

020!63 001 
020186 001 

020180 001 
o,mo 001 
o,mo 002 
o,mo 003 
0111BO 004 
018554 001 

020121 001 
020450 001 
020695 001 
020618 001 

020618 002 

020716 001 
016295 002 
016295 003 
016295 004 
020612 001 
020903 001 

020393 001 
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 

IPHSCfUPTICIN MD OT:: NW NC'.IDUCT 
PATOT MD OCUISIVITY DATA 

INltalOT !WI:; TRADE IWII: 

FANCICLOVIR;FANVIR 
FEICOfEWINE ~OltlD!;ALLEGRA·I> 

FINASTERID!;PROSCM 
FLECAINID! ACETATE;T~ 
FLECAINIDE ACETATE;TMIICCO!t 
FLECAINID! ACETATE;TANIOCO!t 
FLECAINID! ACETATE;TMIICCO!t 
FLUTMIID!;EULEXIN 

FLUTI CASOltE PROPIONATE; FLOMSE 
FOSPMENYTOIN SOOIUN;CEREIYX 
GREPAFLOKACIN NYOROCltlORID!;WAR 
HYOROCltlOROTIIIAZID!;OIOVAN HCT 

HYO!tOC!tl.OROTHIAZID!;OIOYAN HCT 

IIYOROCOOOIIE IITMTRATE;VICOPROFEN 
IIY'OROKYUREA;DROKIA 
IIYDROKYUREA;OROIUA 
IIYDROKYUREA;DROKIA 
IIUPROFEN;PEOIATIUC ADVIL 
INTERFERON ALFA·21;REIETRON 

IPRATROPIUN BRONIOE;ATROVOT 
KETOCOlfAZOLE;NIZORAL 
tAIISOPRAZOLE;PREVM:10 
LMSOPRAZCI.E;PREVM:11> 
LEPIRUl>IN;REFLUDAN 

LEUPROl.ll>E ACETATE;LUNON D!POT 
LEUPROI.ID! ACETATE;LUNON D!POT 
LEUPROLID! ACETATE;LUNON D!POT 
LEUPROLIDE ACETATE;LUNON DEPOT·PEO 
LEUPROLll>E ACETATE;LUNON DEPOT·PEO 
LEUPROI.IDE ACETATE;LUNON OEPOT·PEO 
LEUPROl.iDE ACETATE;LUNON DEPOT·PEO 
LEUPROI.IDE ACETATE;LUNON DEPOT-PED 
LEUPROLIDE ACETATE;LUNON DEPOT·3 
LEUPROI.IDE ACETATE;LUNON DEPOT·4 
LIOOCAINE;ENI.A 
LIOOCAINE;ENI.A 
LOPERANIDE ~ORIDE;IMODIUN ADVANCED 
LOTEPREONOL ETMONATE;ALREX 

LOTEPREONOL ETMONATE;LOTEMAX 

PATENT PATENT 
~R EXPIRES 

4254129 
5375693 
5518610 

4642384 
4642384 
4642384 
4642384 
4472382 
5712251 

4260769 
5563138 
5399578 

5399578 

4587252 

4530901 
4211771 
5767097 

4942162 

5180668 

5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 
5716640 

5716641 
4996335 
5540930 
4996335 
5540930 

APR 10, 1999 
AUG 03, 2012 
NOV 26, 2013 

FEI 10, 2004 
FEB 10, 2004 
FEB 10, 2004 
FEB 10, 2004 
SEP 18, 2001 
SEP US, 2001 

APR 07, 1999 
OCT 08, 2013 
MR 21, 2012 

MR 21, 2012 

DEC 18, 2004 

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

FEIi 11, 2003 

JAN 19, 2010 

SEP 02, 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 
SEP 02, 2013 

NAY 21, 2012 
FEB 26, 200II 
OCT 25, 2013 
FEB 26, 200II 
OCT 25, 2013 

54 

US£ EXCLUS EXCLUS 
COl>E CODE EXPIRES 

U·24 
u-216 

U·3 

U•3 

U•55 

u-234 
u-235 

u-226 

HCE JUN 29, 1999 

I-.?21 MAR 20, 2001 

I ·224 OCT 31, 2000 

HCE DEC 23, 2001 
NC MAR 06, 2001 
HCE OEC 23, 2001 
NC MAR 06, 2001 

ODE FEB 25, 2005 
ODE FEB 25, 2005 
ODE FEB 25, 2005 
NP JUN 16, 1998 
NP JUN 03, 2001 

I •223 APR 01, 2001 

1·227 MAR 12, 2001 
1·227 MAR 12, 2001 
ODE MAR 06, 2005 
HCE MAR 06, 2003 

1·215 FEI CK, 2001 
NP FEIi CK, 2001 

HCE NM 09, 200J 

HCE NM 09, 200J 
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NEUIPTION Mil OTC DIWG PltOOUCT 
PATENT Mil EXCLUSIVITY ~ATA 

APPL/PROO IHftS>lbT tWIE; TltAI)£ tWIE PATENT PATENT USE EXCLUS ElCCLUS 
llll.lMRR lilU!fflElt EXPIRES COOE COOE EXPlltES 

02Cl41 001 LOTEml>lilOL ETABONATE;LOTEMX 4996335 FEl26,2003 lilCE NM 09, 2003 
5540930 OCT 25, 2013 

019832: 003 NAFEN!OE ACETATE;SULFAMYLON NOF JUN 05, 2001 
OOIE JUN 05, 2005 019618 001 NESAlAMI NE; RONA SA 4657900 APR 14, 2004 

RE:53239 NAY 12, 2004 
020208 001 NETRONIDAZOLE;NETlfflGEL·VAGINAl 0·40 NAY 16, 2000 
020827 001 NICONAZOI.E NITRATE;NONISTAT 3 NP MAit 30, 2001 
020762 001 NONETASONE FURO,\TE NONOHYDRATE;NASONEX 4472393 SEP 18, 2001 
020830 001 QTELIJUST SOOIUN;SINWLAIR 5565473 NOV 30, 2010 U-228 NCE FEB 20, 2003 020829 002 QTELUICAST SOOIUN;SINWLAR 5565473 NOV 30, 2010 U-228 lilCE FER 20, 2003 
020763 001 NARATIUPTM IIYDROCtllORIOE;AMERGE lilCE FEIII 10, 2003 020763 002 NARATRIPTM HYDROClllORIOE;AMEltGE NCE FEIII 10, 2003 
020536 001 NICOTINE;NICOTltOL 4915950 FEB 12, 2003 
020555 001 NIZATIDINE;AXID AR 1-220 APR 01, 2001 

0•39 APR 01, 2001 020799 001 OFLOIKACIN;FLOKIN NOF OEC 16, 2000 • 019810 001 MPRAZOLIE;PltllOSEC 1•229 JUN 29, 2001 > 019810 002 MPRAZOLE;PltllOSEC 1•229 JUN 29, 2001 020262 001 PACL ITAXEl; TA>IOI. H?26 APR 09, 2001 
~ 1-230 JUN 30, 2001 020819 001 PAR I CALCI TOl; lalPlAlt lilCE APR 17, 2003 020237 001 PILOCARPINE NYD!tOCtllORIOE;SAlAGEN 00£ FEB 11, 2005 

1-212 FEB 11, 2001 >ADD> 020667 001 PltAMIPEICOLIE DINYDROCltlORIOE;MIRAPEX 4886812 OEc 12, 2006 
4843086 JUN 27, 2006 U·231 

020667 002 PltAM I PEICOLE DI NYDROCMLOR JOE; IU RAPE>< 4886812 OEC 12, 2006 
4843086 JUN 27, 2006 U-231 

020667 003 PltAMI PEICOLE DI NYD!tOCtllOR JOE ;Ml ltAPEX 4886812 '""C 12, 2006 
48431\"I '4 27, 2006 U-231 

020667 004 PRAMIPEICOLE DJNYDROCltlORIOE;MlltAPEX I.fl' • .; 12, 2006 -~ ".7, 2006 U-231 
020667 005 PltAM I PEICOLE DI IIYDROCtllOR JOE; MI RAPEX 48&.... OEC 12, 2006 

4843086 JUN 27, 2006 U-231 
019898 002 PRAVASTATIN SOOIUN;PRAVACHOI. 1·225 NM 27, 2001 019898 003 PRAVASTATIN SOOIUM;PRAVACHOI. 1-m NM 27, 2001 019898 004 PRAVASTATIN SOOIUN;PRAVACNOL 1·225 NM 27, 2001 019781 001 PROOESTl:RONE;PRMTIUUN NP NAY 14, 2001 019627 002 PROPOFOl;DIPRIVM 5731355 NM 22, 2015 U-217 

5731356 NM 22, 2015 U-218 020815 001 RAlOKIFENE NYDROCHLORIOE;IEVISTA 4418068 APR 03, 2001 
5393763 JUL 28, 2012 U-114 
5457117 JUL 28, 2012 U•114 
5478847 NM 02, 2014 U•114 

020520 001 IIANIT!DINE NYl>ROClllORIOE;ZANTAC 75 1-228 JUN OI, 2001 021024 001 RIFAPENTINE;PRIFTIN IICE JIii 22, 2003 
00£ JIii 22, 2005 020835 001 IUSEDRONATIE SOOJUN;ACTML 5583122 OEC 10, 2013 "m IICE NM 27, 2003 020272 005 RISPERIDONE;RISPEIIDAL 5158952 OCT 27, 2009 1)•37 OCT 17, ZOIIO 



APPL/H«> 
IIUNKR 

020m 001 

020236 001 
~ 020692 001 

020895 001 
020895 002 
020895 003 
019676 001 
019676 002 
020181 001 
020626 001 

>ADD> 020626 002 

• > 
> 
~ 

020626 003 

020791 001 
020912 001 

020913 001 

020697 001 

020697 002 

020771 001 
020771 002 
020137 002 
020528 001 
020528 002 
020528 003 
020675 001 
020699 001 
020699 002 
020699 003 
020699 004 

PllfstalPTIOlil ANO OTC DRUG PROOUCT 
PATENT ANO EXCLUSIVITY DATA 

UHiREDIHT NAME; TRADE NAME 

SAQOSIDASE;SUCRAID 

SALNETEROl XJNAFOATE;SEREVENT 
SALMETEROL XINAFOATE;SEREVENT 

SILDENAFIL CITRATE;VIAGRA 
SILDENAFU CITRATE;VIAGRA 
SILDENAFll ClTRATE;VIAGRA 
SONATROPIN. IUOSYNTIIETIC;NUTROPIN 
SONATROPIN. IIIOSYIITIIETIC;,NUTROPIN 
SOYBEAN OIL; LIPOSYN II I -ll>X 
SUNATRIPTAN;INITREX 

SUNATRIPTAN;INITREX 

SUNATRIPTAN;INITREX 

TESTOSTERONE;TESTOOERN 
TIROFIIIAN HYDROCIILORIDE;AGGftASTAT 

TIROFIIIAN NYDROCHLORIDE;AGGftASTAT 

TOLCAPOlilE;TASIWt 

TOLCAPOlilE;TASIWt 

TOLTEROOIIIE TARTRATE;DETROL 
TOLTEROOINE TARTRATE;DETROL 
TORSENIDE;OENADEX 
TRANOOLAPRJL;MAVIK 
TRANOOLAPRIL;MAVIK 
TRANOOLAPRIL;MAVIK 
URSOOIOL;URSO 
VEHLAFAXINE m>ROCHLORIDE;EFFEXOR XR 
VENLAFAXINE m>ROCHLORIDE;EFFEXOR XR 
VEHLAFAXINE 11\'DltOCHlORIDE;EffElCOlt XR 
VENLAFAXINE IIYDROCNLORIDE;EffElCOlt XR 

PATENT PATENT 
IUIISER EXPIRES 

5126375 
0342994 
5225445 
5380922 
5590645 
5126375 
5250534 
5250534 
5250534 

5037845 
5307953 
5554639 
5705520 
5037845 
5307953 
5554639 
5705520 
5037845 
5307953 
5554639 
5705520 
4379454 
5292756 
5658929 
5733919 
5292756 
5658929 
5733919 
5236952 
5476875 
5236952 
5476875 
5~ 
5382600 

5744496 
5744496 
5744496 
4859660 
4535186 
4535186 
4535186 
4535186 

FEB 12. 2008 
JAN 04, 2008 
FEIi 12, 2008 
JAN 10. 2012 
MAR 01, 2011 
FEIi 12, 2008 
JUN 18, 2011 
JUN 18, 2011 
JUN 18, 2011 

AUG 06, 2008 
DEC 02, 2012 
SEP 10, 2013 
DEC 10, 2011 
AUG 06, 2008 . 
DEC 02, 2012 
SEP 10, 2013 
DEC 10, 2011 
AUG 06, 2008 
DEC 02, 2012 
SEP 10, 2013 
DEC 10. 2011 
FEIi 17, 2001 
MAR 08. 2011 
MAR 08, 2011 
OCT 23. 2016 
MAR 08. 2011 
MAR 08, 2011 
OCT 23, 2016 
AUG 17, 2010 
DEC 19, 2012 
AUG 17, 2010 
DEC 19, 2012 
JAN 17, 2012 
JAN 17, 2012 

AP1t 28, 2015 
AP1t 28, 2015 
APR 28, 2015 
AUG 22, 2006 
DEC 13, 2007 
DEC 13, 2007 
DEC 13, 2007 
DEC 13. 2007 

S6 

USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

u-211 

u-232 
u-232 
' 
u-232 
u-232 

u-232 
U-232 

OOE 
NCE 
1·216 

NCE 
NCE 
NCE 
ODE 
OOE 
NP 

U·230 NCE 

U·230 NCE 

u-219 

u-219 

U-229 
U-229 
U-229 

NCE 

NCE 

NCE 
NCE 
D-38 

APR 09, 2005 
APR 09, 2003 
FEIi 05, 2001 

MAR 27, 2003 
MAR 27, 2003 
MAR 27, 2003 
OCT 29, 2004 
OCT 29, 2004 
JAN 13, 2001 

MAY 14, 2003 

MAY 14, 2003 

JAN 29, 2003 

JAN 29, 2003 

MAit 25, 2003 
MAit 25, 2003 
FEB 13, 2001 



New 1 dition 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEUTIC E 'UiVALE."'liiCE EVALUATIONS 

Superintendent of Documents Subscription Order Form 

Order Processing Code 
* 80128 

• yes, enter my ::o"Ubscription as follows: 

Charge your order. - I WM 
1 It's easy! 

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

The total cost of my order is $____ Price includes regular shipping and llandling and is subject to change. 
International customers please add 25 % • 

Company or pcrsoi:w name 

Cily, Swc. ZIP Code 

~ Or<kr :-io. (optiouil 

D Do not make my name available to omer mailers. 

neue ~ .....,.,..., ., ,.~ 

Check payable to Superintendent of Documents • 
• GPO ~it Accoum I I I I I I i I-D 
0 VISA or MasterCard 

I I ! I I I I I I I I I I I I I I 
Thtmk you for ,ow- order! 

(U/97) 

Mail To: Superintendent of Documents, Government Printing Office. P.O. Box 371954 Pittsburgh, PA 15250-7954 
To FAX your clw-ge rn:dt:r. ca.Ii (202) 512-2250. 
To ch.uge your ~-ubscription call {202) 512-1800. 
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