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APPROVED DRUG PRODUCTS 
wit1: 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

lSTHEDmON 

CUMULATIVE SUPPLEMENT 4 
APRIL 1998 

1.0 INTRODUCTION 

I. I HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with 
Therapeutic Equivalence Evaluations1 18th Edition (the List). The List is composed of four parts: 
approved prescription drug products with therapeutic equivalence eva~uations. over-the-counter (OTC) 
drug products that require approved applications as a condition of marketing, drug products with 
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and 
Research and products that have never been marketed. have been discontinued from marketing or that 
have had their approvals withdrawn for other than safety or efficacy reasons. 

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

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those 
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name 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 aU parts of the publication are subject to changes, adtlitions, or deletions, the List must be used 
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk (*) 
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative 
Supplement. 

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

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

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

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

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

1.2 APPLICANT NAME CHANGES 

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

FORMER APPLICANT NAME 
FORMER ABBREVIATED NAME 

NO APPLICANT NAME CHANGES· APRIL 1998 

NEW APPLICANT NAME 
EW ABBREVIATED NAME 

ACYCLOVIR 200MG TABLET-REFER.ENCE LISTED DRUG 

For further information on the study designs. you should contact the Division of Bioequivalence. Office of 
Generic Drugs. 

FOLLITROPIN ALFA AND BETA 

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



1.5 AVAILABILITY OF THE PUBLICATION AND UPDA Ti:NG PROCEDURES 

The Approved Drug Products with Therapeutic Equivalence Evaluations (Prescription Drug Pr.lducts, OTC 
Drug Products and the Discontinued Drug Product Lists) is available on diskette, on a quarterly basis, from 
the National Technical !;;formation 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 2216 l. 

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

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

The Prescription Drug Products and OTC Drug Product files will be available on a monthly basis in the near 
future. 
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----------------------------------------------------------------------------------MN,mP, 

1.6 REPORT OF COUNTS FOR Tf:JE PRESCRIPTION DRUG PRODUCT LIST 

QESCRIPTION OF REPORT 

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

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

DEFINITIONS 

Drug Product 

For this report, a drug product is the representation in the Prescription Drug Product List of an active moiety (molecular entity and its 
salts, esters and derivatives) either as a single ingredient or as a combination product provided in a specific dosage form and strength 
for a given route of administration with approval for marketing by a firm under a particular generic or trade name. 

New Molecular Entity 

A new molecular entity is considered an active moiety that has not previously been approved (either a3 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 CQUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
Ml.IL Tl SOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THE,APEUTICALLY EQUIVALENT 

EXCEPTIONS 

NEW MOLECULAR ENTITIES ~~PROVED 
NUMBER OF APPLICANTS 

REPORT OF COi JNTS FOR THE PRESCRIPTION DRUG PRODUCT ll~T 

REPORT OF CQUNTS FOR THE !!,!ESCRJPT!QN QRVG PROOOC'!' LJST 

PEC 1997 

9624 
2462 (25.6") 
7052 (73.37') 

6673 (69.3X) 
379 ( 4.0X) 

110(1.1X) 

5:51 

COUNTS CUMULATJY£ BY 9UARIER 

MAR 1998 

9711 
2484 (25.67') 
7117 (73.3X) 

6746 (69.57') 
371 C 3.8") 

110 c 1. no 
8 

52;1 

'Amino acid-containing products ofvarying compos•tion (sec Introduction. page xx of the List). 
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>..allL> H ~ .L.ll 

SOLU'l'ION/DROPS; OTIC 
cm..01l0MYCSTIN 
~ .......... ~ 

CHIQMNPHpJCQL; HYPBQCORTISOQ AgrrAn 

P0NDD FO!l UCONSTITO'l'ION; OIPHTHALMIC 

~~ HYDROCOJtTIW.'1Jiiijjj~ 
+ PARUI>AT..11 12. SNG/VIAL; 2SNG/VIAL 

lfU220 001 

..... ~ 
~~ 
N50202 001 

CHl,,ORAMPHpICQL; HYPROCQR.TISOQ ACIIAD; PQLMXJI I SUW:l\D 
Ollfl'MDT; OPHTHALMIC 

OPHTHOCO!tT 
,~~ 

GI P1IRICBDAIJI: lOMG/atil;SNG/ClM; 
10,000 UNITS/atil 

CHLQMMPHJNJCQL §@UM §OCCJPJAD 
INJICTABI.B; INJICTION 

ii ,<l\fllill 
Al • P1IRICBDAIJI: 

CHl:9fPJAUf-OXJPI 
TABLIT; 00M. 

LIBRITABS 
+ ICN 
• • ~-I 

SMG 
lOMG 
2~ 

~-. 
NS0201 002 

~~ 
lm0155 001 

~ 1Wf911PI ~!Pl 
CM'lm.B; 00M. 

WNWII 
M ICM 

IM+ -

i 

cwe,m;i;pm m..pcop.n 
SOLUTION; DDTAL 

It l,,.,tm,MK--. la 
U'. + ULA Llll 

;me,.nQNZJNJ ijYpROQILOllJQI 

INJBCTMLI; INJBCTION 

ii !!llallrlJII A 

• 
cm.wowog 

TULIT; ORAL 

Ii ..... 
I.I WATSON LABS 

CHQLH1'YMMm 

.. 
2SNG/ML 

-1.UISi 

P<»IDIR; OltAL 
LOQIOLUT 

>..MIL> M BOIi IA :IW IMW•¥DT >..MIL> 

II 

BfH4U 001 
nist,:a 001 

1119021 001 
AUG 13, 19H 

lf89H3 001 
APll 15, 1911 

D1HO 001 
AUG 22, 1919 

11'7011 001 
AUG 15, HH 



U mtW ~ Lift I ~Tlft l'm'P~ fflmD 4 / JB'H "AH'H 

gg..,p:rxwum 

> u. 
>...Rl,ftl;..> 
>..m..> 
>..m..> 
>..m..> 

>...,ADL> u. 
>...,ADL> 
>...,ADL> u. 
>...,ADL> 
>..m..> 
>..m..> 
>..m..> 
>...R.LI..> 

~;ORAL 
HSilll:ffl 

ION 

li 
j 

L9Sil9LUT war 
ION 

i 
i 

·~ 
19 iii IPWtNP't 

19 iW IPWICOOfflPL ._~--
CIPROFLQXACIN H)'l)ROCHLORIPJ 

OINTMENT; OPHTHALMIC 
CILOXAN 

+ ALCON BO 0.3' BASE 

CifRQFLQXACIN ffiRQCHI&RJOI; IDWQC2kIISOQ 

SOSPIIINSION/DROPS; OTIC 
CIPRO HC 

+ BAYER BO O. :n BASI; lt 

GWSIJNJ ffltP\RAT§ 

SYROP; ORAL 
CT:JPPUW l"UIWtAD 

M MORTON GROVE 19...2. .... MQ/g:L 

111'1HU 002 
Ai 

111'1HU 001 
AUG l!S, 19H 

111'1HU 002 

N20369 001 
MAR 30, 1991 

N:10805 001 
FD 10, 1998 

111141163 001 
MA!l 13, 1998 

>...Al,'lt.> 
>...Al,'lt.> 

>...la!L> 
> 
> 
> 
> 
> 

>..W...> 
>..W..,> 
>..MIL> 

GifflWUCIM flOIND 
OUWC; VAGINN. 

ct.llOCIN 3 
+ l'WWQCIA Mm UPJOON BQ 21' BAH 

• • BO lSOMQ BASB/ML 

SOLO'l'ION1 TOPICAL 

• ~~ e1:tmrn 
• BO lt BASB 

CLONIPR»IJII lM>llOCHLOltIPJ 

CAPSULI; ORAL 

u. 
c:;.,gllqtHIIB S 

MYl.,Nf um 
u. DE 
u. lllll 

COl.!HIIMmlAD mum:s 
INJIICTABI.11; INJIICTION 

COLY·NYCIN N 
I r:: iii ti 
+ PARUDALB IQ lS0NG BUB/VIAL 

CQl\'1'1Cffl.OPW 

INJIICTABI.11; INJECTION 

p11111m1mm111 -• PARJCIDALB 25 WITS/VIAL 

!ii 

NSOUO 002 
MAR 02, 1998 

N6Hl3 001 
OCT 20, 1988 

N62363 001 
PBB 08, 1982 

111'1tH7 001 
APR 30, 1998 

111'1tH7 002 
APR 30,. 1998 

111'1tH7 003 
APR 30, UH 

HJIIH IH 
NS0108 002 

-N08317 002 



>...Hit.> 

>...Hit.> 
>...Hit.> 
>...Hit.> 

>..J2lit,.> 
>..J2lit,.> 

U mtUIII ~ Llft / ~TIW iDli'Lna'!' mmD 4 / JU'H • UR'H 

C9RIJCOD9Flli 
INJBCTMLI; INJIICTION 

ACTH 
ClP~ 

glQM0LD!SUIJ 

40 UNITS/VIAL 

SOLUTION/DROPS; OPHTHALMIC 

u ~ BAUSCH AND LOMB il 
j ~ 

u CROIIOLD! SU!I 
'ADV RIMEDIES il 

u • 
9HJ991 

ALLERGAN il 
-~~~iii 

CYCLQBBNZAPRINJ HXPRQCHLQRIPI 
TABLET; ORAL 

• W"A 
y WATSON LABS 

QACTINQMYCIN 
INJECTMLI; INJECTION 

COSMBGBN 
+ m£JL 
i __,__~~ 

PN!DiPMIN SOQIQM 

-llli 
~Ji~/Y!~ 
~~ 

PN,IVN\W SOQISII 

IN.TIICTMLI; INJlltCTION 
nw:14:Uf 

N0113l 7 004 >. ,> 
> 

+ ~CIA AND UPJOHN 10,000 IU/ML 

ll'IUH 001 
APR 29, 19911 

> 

PAUNQl'QII<,al! HXPJl9Cffli9UPI 
INJECTABLB; INJECTION 

DAUNORUIICIN HCL PUSBRVATIW Pru'llll: 
+ UDFOOD BO 20MG BASIC/VIAL 

1'18155 001 >...imL> 

PH99H'iM1o IIHJNXL Hl'MPJQL 

TABLET; ORAL-:u 
MIRCBTH 

llll• 

>...imL> 
>...imL> 

+ ORGANON 

RUQXIfflASOQ 
OIN'l'lmN'1'; TOPICAL 

RU9VIUM9P 
>..!mL> y ALTANA 
>...Hit.> 

PIXIIO§I 
INJICCTABLB; INJECTION 

0. lSMG;0. 02MG 

.L.1ll 

BQ O. lMG PHOSPHATB/INII 

Ml 
BO O.lMG PHOSPHATIC/INII 

>...imL> K PRJIOII 1ft pr ,wnc; !!f!! • •••nu al~~--.... ~--

11! 

N202117 004 
JAN 30, UH 

N5073l 001 
JAN 30, 19911 

N20713 001 
APR 22, 1998 

11'13H0 001 
APR 01, 19911 

lilllllillllll!llllllli 
N13U3 001 

'ITIII iilllllli 
NH242 001 

UIOH 001 



U ~ lM\~ Lift I ~'l'Iffl IWH~ ~ 4 I .vu• H • ua• H :u. 

PRl'BQII 

>..W..> jj 

>~> M 
>, 
>. 
> 
-; I 

INJICTMLI; INJICTION 

~"W 
lfli730 001 

Pl 

>..&m,_> 
>..&m,_> 
>..&m,_> 
>..W..> 
>..W..> 
>..W..> 

INJECTUL!I; INJECTION 
ISOLYTE PIN DEXTROSE 51 IN PLASTIC CON'l'AINn 

B BRAUN 5GM/lOOML;3lMG/lOOML;l30MG/lOOML; 
26MG/lOOML;320MG/lOOML Nl9873 001 

1993 
~ ~ 

PJXTROSJ; MAGNJSIQM CHLQRIDI: WMSJW CHLQRU!I; §9PJW 
AC§TAIJ; SOOIQM CHLQRJPI 

>..&m,_> 
>..&m,_> 
>..&m,_> 
>..W..> 
>..W..> 
> DLT > 

>..&m..> M 
>..&m..> 
>..&m,_> 
>..&m,_> 

INJECTUL!I; INJECTION 
ISOLYTI HIN DEXTROSE 51 IN PLASTIC CONTAINER 

B BRAUN 5GM/lOOML;30MG/lOOML;97MG/lOOML; 

~ 

220MG/lOOML;l40MG/lOOML Nl9844 001 

Pl; S9PJW 

1993 
~ 

> • 
> 
> 

> M 
,> 
> 
> • 
,> 
> 

IW"IBCTML3£; INJICTION 
Ill II PPD9 

-
PU',t!,2il I WNH&IW CWQJUQI 

IW"IBCTAILB; INJICTION 

> M 
> 
> • 
> -

INJECTAILB I INJICTION 
ISOLYTE M IN DBXTROSI 51 DI PLMTIC COHTAIIIIIR 

B BRAUN SGN/l0CINL1150NG/100J.:L;130IG/100ML; >.,.AIIL> 
>.,.AIIL> 
>..A&»L> 
>_DL'l'_> 

280MG/100ML;91MG/100ML 819170 001 

> > 
>.....111,l"_> 

>.,.AIIL> 
>..Jl,.'t..> 

>..A&»L> 

- 93 

PUT&QH1 S9PJW c;mQllDB 
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>..amt.> 
>..amt.> 

URN P~ Lift/ ~'l'Ift llllni'l'~ ~ 6 I JP'H • Ulll'H 

l'iQOOW 

:II 

:II 

:II 

:II 

:II 

• 
M 

M 

CAPsm.B; ORM, 

"Ill 
TllO 

TUI.BT; ORM, 

!TlMHS 
Cfflll.S:llLMS 

lffLA1f ----~ 
TARO 

WATSON LABS 

1UII 

llJE 

1UII 

ilM 

ilm -ilM 

il9.M 

TA!ll.ff, 1£XT1mDID run.nsE; ORM. 
LODINE XL 

+ WYETH AYUST SOONG 

U9PQSIPI 

INJECTABLE; INJECTION 
1'1'QPOSIPI 

It MMSAM 

norosxp; PHQSPHAU: 

20ffii/JI, 

~~~~~ 

ETOPOPHOS PRBSlffi.VATIW nm£ 
+ BRISTOL MYlffi.S SQUIBB IIQ lOOMG BASI/VIAL 

+ IIQ SOONG BASI/VIAL 

llffOH 001. 
JAX 30, UH 

llffHH Hl 
AR 30, l!IH 

llffHH OH 
AR 30, l!IH 

llffHH 001 
AR H, l!IH 

llffU.04 001 

•• 
llf7H'74 001 

NM. 11, l!IH 
llf74H2 001 

AR H, 1997 

N20SH 003 
JNil :20, UH 

!11700 001 
JNil 09, 19H 

N.10457 001 
MAY 17, 1996 

N.10906 001 
P11 :27, l!l!UI 

• 
Dl9FINAD 

• ii 

K 

CANffl.B; ODI. 
LIHDIL 
GDUIIOT'f 

••n••n• 
'fflICOR (MICltONIZlml 

+MDOTT 

K + Ill.KINS SINN 

)l MAUM 

• 
K 

-20MG 

lOONG -
nm 

19 9,9W MP!5 
IA 9,9W MllilL 

1!11 

111111111111111111• 
~lHlll 001 

N1H04 001 
DBC 31. 1H3 

Dr19304 002 
FD 09, 19H 

Dr'727H 001 
IIPH,1991 

1111101 001 
JUL 11, 19H 

Dr'7H17 001 
PIii 03, 1998 

111111111111111111111! 

111H1' 001 



U natN ~ Lift I ~\'IQ ~UHLMlllift lft'llillD 4 I JUI• 98 • U:11.' 98 :u 

i 

• 
• 
• 

f'LUORQUMCJL 

>....W..> II 
>....W..> 
>..All!..> It + 
>..All!..> 

INJECTION 

f'LUPHINAZJNI ~JPI 
INJECTABLE; INJJCCTION 

lWfllMHU ~ti 

~ 

~ 

SONG 

75MG 

lOOMG 

SM/5 

>.,AIIL> !Q KING PHARMS 3~ 
>.JYm..> 

>..W..> 
>....W...> 
>..W..> 
>.JYm..> 
>....W..> 
>....W..> 
>.,..W..> 
>.JYm..> 

• 
~,~~ 
0.0St;BQ 3 .SMG U.Slll/GM 

~~ 
0.0Sl;BQ 3.SMG U.SIII/GM 

N19HO 001 
DIC 30, 1992 

Nl9HO 002 
DIC 30, 1992 

Nl9HO 003 
DIC 30, 1992 

R12H 001 
AUG 28, lHl 

3"UH 001 
APR 16, 1998 

~"8 
NS0346 001 

~~ 
lf50345 001 

> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 

n,tl'\1'9WWI WrMD 

TMLIT; ORAL 

rii. - -2SMG N20243 001 
DBIC OS, 1!1!114 

S!EJBQHL 

CAP.SUL!; OML rif· H.Mn 
It PAUB DAVIS PiWlMS 200MG 
@ 300MG 

'l'ABLr.r; ORAL 

II ~.,.I_ - -II + PAUB DAVIS PH.P.RNS iUIII UH22 003 
NOV 20, 198' 

GIIINTMJS:JI lmitAD 
INJICT.DLI; INJBCTION 

RIDIIIS:m nL1'6D DI l!ml!II cm.oa.1111 2. 2~ DI fYl:tlS:: 
S91RPP 

It B BRAUN 19 iM M11(1291L IN2114 001 
AUG 21, 1987 

It 19 ·- IIUll/;HOIIL •IHH 0ot 
AUG 21, 1917 

It IS) :ZM U.D/;HOIIL INHH 010 
AOO H, 1917 

It IS) 21ll!il IIUII/J& •IHH 001 
AUG 21, 1917 

It 
IS) ·- IIUll(H91L 

• IHH 011 
AUG H, 1917 

It 19 2911 IIUll/;HOIIL INHH 012 
AUG 21, 1917 

It 19 HM IHl(H91L • IHH 013 
AUG H, 1987 

It IS) 1 :al!I IIUII/J& INHH 002 
MIO H, 1987 



9MMICIN §YtifAII 
INJECTA11U.B; INJ£C'l'lON 

!ffllO'WSI 
COll'fllp 

>...MliL> K 
>...MliL 
>...MliL> K 
>...MliL> 
>...MliL> K 
>...MliL> 
>...MliL> 
>..AQIL> 

K 
>..AQIL> K 
>..AQIL> 
>..,AmL> K 
>~> 

ii ~ >..J&I...> 
>..J&I...> • >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> • >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> • >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&I...> 
>..J&I...> 

ii >..J&L.> 
>..J&L.> 

ii >..J&I...> 
>..J&I...> 

ll mtUG H~ Liff / CUNULATI'ffl SUH~ man 4 / JU' H ~ AH' H 

IQ 1.w IHlflL 

IQ l, M IHlflL 

IQ l,M IHlflL 

IQ - MQ/ffl, 
IQ 2.w WlflL 

~'Wf/VM 

-~~ 
~"t'M'M!M 
~~ 

•~'WIIVM 
~~ 

~~ 

•~tree 
P'tWt'fftltMM 
~'W-'1-Wffl 
R::'W::1'1'1t3 ~,.. 
•w--:MttW 
~W:'f"'YM 

Hs:2814 OH 
AUG 28, 19117 

H628H 003 
AOO 28, 1987 

NUIIH 004 
AUG :a, 1987 

MUIIH 005 
AUG 28, 1987 

IKlUIH OH 
AUG 28, 1987 

IKHH 007 
AUG.28,.1987 

~I~lPIHi Ni9t!JCJN SYJ,[ATI; fQLfflYXIN P SYLtAII 
SOLUTION/DROPS; OPHTHALMIC 

Iii~ >..J&L.> 
>..J2il..> 
>~> AI 
>~> 

+ MONARCH PHARMS 

QYNf[ACINI UXPRQCHLQRIPI 
TABLIT; ORAL 

ii ~ 
g 
y 

y 

WATSON LABS 

ijAI,QPQJPQt. 

TABUfr; ORAL 

ii ~ 
Iii 
ii 
ii 
a 
ii 

• 
• 
• 
• 

~'?JI 
IQ W9 IHI 

IQ am IHI 

lla -----0.5MG 

1MG 

2MG 

5MG 

,, 

17 

Mt 

11'1t762 001 
JUN 25, 1997 

11'1"762 002 
JUN 25, 1997 

i!:U Jlliilzn 
1171071 001 

NOV 03, 19H 
1171073 001 

NOV 03, 19H 
1171073 001 

NOV 03, 19H 
1171074 001 

NOV 03, 19H 

.. t 



,, 

U: mtN ~ Lift I ~Tfflll HI>~~ M111tD, / JAll'H - »~•H u 

HN+9tP,IP9L 

T.MUIT; ORAL ... ,.~ 
e 

lONG 

20MG 

HNQDBIJ19L PICM9AII 

INJXC'l'AILB; INJ.ICTION 
MWUJl)OL RICM9M'I 

12 Bl'l)FORD 19 HM WlflL 

HNQDBIQOL LACTATJ 

INJBCTAILB; INJECTION -~ 
II 

• 
• 

HJPARIN §QPIQM 
INJXC'l'ABLE; INJICTION 

lffl!..tf_sge 
K B BRAUN 

• 
II -

" 

it 

f;~ 
E0 !ING BASI/ML 

IO SMG BASK/ML 

290 JMI'fl/lowr,. 

200 UNITS/lOOML 

~ 

M71075 001 
AUG 04, 1!1117 

M71076 001 
AUG 04, 1H7 

1174111 001 
JAM 30, 19H 

M72SUi 001 
FU 25, 1993 

N72517 001 
FU 25, 1993 

Hl.9953 001 
JUL 20, 1992 

Nl9042 001 
115, 

ml:PARIN SODIUM 12,SOO UNITS IN SODIUM CHLORIDI 0.451 IN 
PLASTIC CONTAINiffl. 

e B BAAUN S,000 UNITS/lOOML Nl9802 001 
JUL 20, 1992 

IVMJI IQPIQM 

K 

• 
K 

K 

• • 

INJIRC'l'Am.11; ~ION 
Hm'MIN SOOifflG 12,500 UNITI IN SOOIUN cm.oRIDJ!I 0,4H IN , .. 1,1,c CONTAIND 

DPARIN SOOIUN 2, 000 ONITS IN SOOifflG cm.MIDIII O. H IN 
PLUTIC CONTAIND 

e I HAUN 200 UHITS/lOOML N19042 002 ·-VB -
• -
• 

l,ARR wu111wr,. 

11.ffl 11f1'1/10M, 
5,000 UNITS/lOOML 

IUHH ON 
JUL 20, 1992 

IUHS2 001 
JUL 2fl, 1H2 

lfltlH 001 

HIPARIN SODIUM 25,000 UIIITS IN SODIUM cm.MIDIII 0,45' IN 
PLASTIC COlCTAIND. 

ct B BRAUN 

• --1 

S,000 UNITS/lOOML 

10,000 UNITS/lOOML 

IUH02 OOS 
.JUL 20, 1992 

mtto2 002 

HIPMIN SOD:tmt 25,000 UIIITS IN SOOitlN CHLORIDl!l C. 
PLASTIC COIITAINiffl. 

It B BRAUN 

• 
5,000 UNITl/l0OML 

5,000 URITS/l0OML 

IQ.t1H 001 
MAR 2t, 1911 

NltH2 003 
JUL 20, 1H2 



u -- HODVC'I' Lift / ~TIQ RHWINl:lft' man • I .ru• H - ua. H 

mwn 19Plttt 
IWBCTMJ..11; IWltCTION 

IIIIIWUN SOOIUN 2S, COO UNITS IN SOOIUN CIU.ORIDJI: 0. 9' IN 
lllic CONTAIND ~~ 

j ~~~ 

HEPARIN SOOIUN 5,000 UNITS IN SOOIUN CHLORIDl!il 0.9% IN 
PLASTIC CONTAINER 

9 B lllllUN 1,000 UNITS/l00ML ,_ 
~~ 

HYPBQCHLORQTHIAZIQ§; IRBESM'fllN 
TABLl!ilT; ORAL 

AVAPRO HCT 
It SANOFI 12. SMG;7SMG 

+ 12. SMG; lS0MG 
~--·-,.,. -~----,·. ' ' 

' ,' \ 

; ~~ 

HYQROCHtQROTHIAZIDI; MffiYLOQPA 

• 
ii 

TABLl!ilT; ORAL ._,. 
• 
• 

---15MG;2S0MG 

25MG;2S0MG 

N20758 001 
SEP 30, 1997 

N207S8 002 
SEP 30, 1997 

N70829 001 
MAR 09, 1987 

N70830 001 
MAR 09, 1987 

~IMIR11 TBIWIMD 
CAPSUIJI; ORAL 

M 'ifRP"' 

HYQrux;m,QRQTHIMIPI; YALSMIM 
TABLl!ilT; ORAL 

+ 

DIOVAN HCT 
NOVAJlTIS 

HYQROCQMISONJ 

CRUM; TOPICAL 

12.SMG;80MG 

12. SMG; lfi0MG 

>.JlliL> ii 
>.JlliL> 
>_ADD_> 6! 
~ 

PARUDALE -.Lll 
> ADD > 

SOLUTION; TOPICAL 

>.J2LI..> n ~"llill, 11 
.ll >..&m.,.> AI + MEDICIS 

>..&m.,.> 
>..61m...> 
>.J2LI..> 
>.JlliL> 

HYPBQXXAMPJMAMINJ HYQROIROMIQB; TIQPICAMIDI 
SOLUTION/DROPS; OPHTHALMIC 

PARIMYI) 

+ AICORN 1t;0.2St 

i~) ~---
HYQRQXYCHLQBOOQINJ SULfAII 

• 

:i., 

Jr149'10 01 
JAN OS, 19! 

N:10818 00 
MAR OS, 199; 

N:10818 oo: 
MAR 06, 1991 

... 
lfll250 001 

JUN Ofi, 1984 

N19261 001 
J, 



U RIU ~ Lift I ~'nff IDI'~ RIIIUa 4 / .-w&• H • AH• H 

!D'P!9P'SWA!99WII IWN.I llJRIOIIII 
TA.Bl.trt1 ORAl. SUIM!nION1 ORAl. 

u '1lll'tlP'1" UWfil. MOU3 001 
MOV 30, lHS 

u YIIIIL HBBI-

u +"Vl:u. H_,_ 
BlPl9JYPIM - II I mrn111111••• 

CUSULB; ORAl. 
DROXIA 

UISTOL MYDS SQUID 200MG ffl.i2H 002 TAil.iT; ORAl. 
FD 25, 1998 • ... .. 300MG ffl.'2H 003 
I'll 28, 1998 • .. + 400MG KlUH 004 
FD 25, 1998 • -ml& " II j ;aL MYDS SQUID -

m.sus 001 --- • 400NG 

• SOONG 
HYDRQmI?!I HYDROCHI.ORI~ 

• IOOMG 
TA.Bl.trt; ORAl. 

• w -• - • 
nmppnm 

• - TAil.iT; ORAl. 

,rm u .Lllll u WATSON LABS llm MlllH 001 
1Wll8, 1994 

u 1111 Ml11H 001 
MM 111, lH4 IQPAMIDOL u nm M111!11 001 
IWl 18, 1994 INJICTMLB1 INJBCTION 

nmwm H l°ltlftf' SIIRI m 

SUSPl:NSION; ORAl. H 
:t9f111ff•3H m 

ii CH~-\BiL _ 
~ .. IQPN9iR9l:•HS! 

H AY0'1"1' ill 
BX WHITEHALL ROBINS lOOMG/SML Kl!IU3 002 

, SU l!I, 1989 

20 

lflHH 001 
IWl H, 19113 

ntHa OU 

11120H 001 
.TM H, 1918 

lfl20H 001 
JAIi H, 1988 

lfl1t38 001 
JAIi H, 1980 

., .. ,. eoa 
I'll 12, 1998 

lflHH tot 
IWl 31, 1998 

., .. ,. ttl 
I'll 24, 1998 

.,,eos 112 
PD 24, lttl 



u nN ~ Lift' I ~ffft in,,~_. fi / AB•H • An'H 

IOfMWRt 

M. 

INJBCTMLlll1 m.:mc:TION 
J9N11P-',Ul 

JO'l'R.QYI 
~; IN'l"RATHBCAL 

m 

°111111!)0 .-. 

URLULUS 40.U-

°8111240 ·~ 
URLIXLUS Sl.3t 

JfflADOfJW PQMJRI 

ADOSOL, NffD1m; INHALATION 

All.ltiilllillilifililliiliiliiiilillltl mRilli!-
+ 

I§OSPWN! ILYI 
INJBCTABLB; INJBCTION 

O.OUMG/INH 

~L11111. il 
+ US SUROCL 11' 

mwu H'mRQCHL,OIJPI 
INJICTABLB; INJBCTION 

I 
M+ P~ 

liffHH OH 
nB 24, 19H 

Nl!IHO 001 
DIC 01, l!IH 

Nl9HO 002 
DIC 07, 19H 

Nl.9085 001 
DIC 29, 19H 

~ 
1118310 001 

liHU2 H2 

mMJP DPJR'E:fflWI 
:OfJIBC'l'UUh IMJIBCTION 

-•~ + 

Pt9ftORI 

li!HRI..MWP-

Cl\HUU'., UTlffl>ID ~lit; OltAL 

~
00-~11mmm1• a. 

I ._ 

WJIPPII 
INJBCTULl!t; INJBCTION 

Ull'LtmNf 

lOOl«i 

150NG 

+ ROmlST NNUON ROUSS SONG/VIAL 

LIOOCA.IQ: DJLQCN:U 
DISC; TOPICAL 

IIN.A 
+ ASTRA 

LQllMRM 

TAIILff; ORAL 

• '11-::11111 
• • 

2.5';2.H 

---

:u. 

3U.HU OH 
Nl.611113 001 

lilHH 003 
PD 08, 1995 

K1Hl6 002 
PD 08, 1995 

K20807 001 
MM OS, 1998 

K20H2 001 
PD 04, 19H 

• 



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

>..W..> 
"'...l!mL> 

>.JlliI_> 
>..W..> 
>..W..> 
>.JlliI_> 
>..Alm..> 
>,.AmL> 
>..1Y2JL> 

U HUI lt~ Llft / ~TIW: .UP~ ~ 4 / JAN' H • AH.' !118 22 

~VY 

H 

H 

H 

TABL1'1'1 or.At, 

1!91lftr WA't IMS i.Jl!I! 

ll!i -
LO'flPUpffl>l, BTAJIONAD 

SUSPIIINBION/DROPS; OPHTHALMIC 
AI.DX 

+ PiWIMOS 0.21 

LOTINAX 
+ IPHA!tMOS 

+ 

LQWINI HYDRQCHLQRJPI 
CONCl'H'l'ftATE; ORJU. 

LOXITANB C 
~ ~ 
+ WATSON LABS 

INJSCTABLB; INJECTION 

LOill IM ~: llff 
+ WATSON LABS 

LQWJNI §UCCINATE 
CAIPSltLE; ORAL 

I ~-
"" .• 

Al WATSON LABS 
!I 
!I • 

o.s, 

0.51 

--~~ BQ 2SMG BASE/ML 

·~~ BQ SONG BASl!:/NL 

R'IHH 001 
OCT :n, 1991 

R'IH27 001 
OCT 31, 1991 

R'IH:H 001 
OCT 31, 1991 

N:10803 001 
MAR 09, 1991 

N:10513 001 
MAR 09, 19!HI 

N20Hl 001 
MAR 09, UH 

~~ 
N17658 001 

~"W 
N18039 001 

lfl752!1 001 
1117525 002 
!fl'1525 003 

t.QDPIU IJQQ;;UW'I 

>~> H 

CANm.1&; ou.t.. 

~ LAU Im HII UP !lf1'15H 004 

> 
> 
> 
> 
,> 
> 

>..Alm..> 
--- > 

> 
> 

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

TABLff; OIUU. 

rnM!,·· 
fl WATSON LAU 

• • 
!W'PJPI ACffAD 

CHAN; TOHCAL 
Sm.FAMYLOM 

~ ~ 

INJICTABLB; INJIIICTION 

BQ lOMG IASlll 
111(1 25NG IASB 
BQ SONG IASlll 

•IIIMll61 

N17525 006 
Nl752S 007 
Nl7S25 008 

IMilimUt 

ISOLY"l'B S PH 7.4 IN PLASTIC CONTAIND 
D BRAUN 30M<J/lOOML;3'1MG/lOOML;0.82MG/100ML; 

- 370MG/100ML;S30MG/100ML;SOOMG/100ML; 
12MG/100ML •19696 001 

9 

NAQSittJ CHLQltIQI, POTASSIUM C::HLQIIP11 §ODIQM ACBTAT§, §ODIJJM 
CHLQltIPI; §ODIJlM GLOCONAD 

INJECTABLE; INJIIICTION 

IfOLffl s DJ rwnc ~ ::ffl_:: K B BRAUNlli,!HW,ffiil'-tiHlf~o1 



U MW Ii'~ LU'll' / ~'l'lft IOP:P~ ~ 6 / JU'H ~ U!l'H 

> K 
> 

> II 
> 

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

I~MW!l; I~ION 

MN,ATH!Q! 

>....!mL,> 
>....!mL,> 
>,..W..> 
>_!ll.tl:..> 

>..!RJL> 
>....!mL,> 
>...W..> 
>...W..> 

>....!mL,> 
>,..W..> 

>....!mL,> 
>....!mL,> 
>,..W..> 
>...W..> 

>..l!mL> 
>..!mL> 

LOTION; TOPICAL 
OVIDE ,_ 
Ii MEDICIS 

ci~if 
0.5\-

MANNITOt, 

INJECTABLE; 

M 
M!!!!9k. 

• - ~ 

M 
IWl!I'f9L in 111 rw:uc OOtRZ 

Iii BRAUN l 

• ~ -IWIHITOL iH!!I 

II B BRAUN --M 

II ~ ~ 

K 'T'1J2fitl' DI PW'fIC == 

~ 
NlHlJ 001 

AOO 02, 19112 

~~ 
1120006 

J 

1120006 001 
JUL 26, 1993 

NMfITOL 

>...W..> • 
>...W.. 

:nt'"IC'l'UUI I IliJIICTION 

SOLUTION; IMIClATION 
RD~ISOL IN PLASTIC CONTAINU =•= .. UN m 

~IQ lfXPROCHWBIPI 
TABLrr; ORAL 

INVDSINE 
t ~lI9M"'""""""''"""'"' I ~ 

Nlgl§ffiL AmAI§ 

y 

MIPffllIQIQ ID'.PROCHLQRIPI 
T.Ut.rr I ORAL 

11 -uJiiilLF' 
M WATSON LABS 

NSTIW!OJu NQUTHIKDRQNI 

• y SDRLB 

~11 

ilm 

-um 

trrmm 
.2.J.B&1ll& 

:n 

~ 

~~ 

~ 

lf1"7H 001 
FU 27, 1998 

IMOlH 001 
JUN 30, 1997 

lflllH 001 
APR. 12, 1911 



U :MW ~ Llft / ~Tffll lm'HLBB'f mmD 4 / JU' H • AH! H 

~i NOg'fflngtQU 

• 
H s~ 

N'DW?9II ~IPI 
CONC1Dl'l'ltAT£; ORAL 

IIJ'RPM A 
ROXANE >..AWL> M 

>..AWL> 

mrrr:rt• 
.l.,,.Uli, 111 

lom/lJ,, 

TABLBT, DISPDSil!3IJ!:; ORAL 
IIJ'RPM A 

M BON ilm 

MmJOCARlW!OL Ilf., INJECTION 

II•. ,n 

• lOOMG/NL 

MITOCLQPWIPI HYPBQCHLORIJUi 

TABLft; ORAL 

Ii -..rawP 

• • 
• 

iFflf171 
w:;;;;;;; 
BQ SMG DASI 

BQ lOMG BASI 

> 
> 

lf11HO 001 ::BE: APll 12, l9U 
> 
> 

IM01111 001 
APR 30, 19911 

> 
> 

111'15082 001 
>.AilL,> 
>..AWL> 

MAR as, 19H 

~ 
HHH9 001 

DIiie ;a,, 1991 

H7243S 001 
Jml 22, 19H 

H7011!SO 001 
PD 03, lH7 

mu111tum ~;i;w 
CAHUt.111; ORAL 

H ~~ lUII 

H ll\111 

H um 

MIIQHXS:ll! 

INJICTMI.B; INJltCT!ON 

M 
m:mg:;m 

SUHR.GD ·11/JW 

M i!lll!Wt 

H2NI~ i21mm 
TAliU.Jrr; ORAL 

SiwmM 
+ NDO: BQ lOMG NSIII 

TUI.IT, ~; ORAL 
SINGULAIR 

+ NDO: BQ 5MG NSI 

:tW.Sm>HID HYDROCHLOR;um 
INJIIICTULB; IHJBCTION 

M •txTIMf' lMIIIL 

M ?MOB: 

:H 

1114H!II 001 
Aft 13, UH 

111411H 002 
Aft 13, UH 

M?HH OH 
APR 13, 1Hlil 

RHH4 001 
APR 30, 19H 

MH1H OH 
l\Pll 30, 19H 

11120829 002 
PD 20, 19H 

H20830 001 
na 20, 1991 

lf1H71 001 
MAR 19, 1991 

1'7H'1 002 
MAR lt, lHI 



U Da'OI IP~ Lilll'f / CU!ffiLA'l'IV!II SUPIPLalllft fflmn 4 / JAN' H - AH' H 

MLQJQNI HYPBOCHLQB1Pli f~IQ ~I~ 

TAIU.l'l.'; ORAL 

• 
M WATSON I.MIS G ldfdtr' 

WRQXJN 

TABLIIT, DELAYED RELEASE; ORAL 
!S:-DPI.OftN 

M + SYNTEX 

y + 

waom 
M INVJ\MED 

y 

y PUREPAC PHARM 

y 

NAPRQXP sopum 
TABLET; ORAL 

w•om 1smu11 y AL HIKMA 

NAAATRIPIAN HYDRQCHLORIP§ 
TABLET; ORAL 

J\MERGE 

llll!i 

lll!l!i 

llll!i 

lll!l!i 

llll!i 

lll!l!i 

IQ iH& WI 

GLAXO WELLCOME EQ lHG BASE 

+ EQ 2.SHG BASE 

lf76736 001 
JAN 21, 1997 

moon ooa 
OCT 14, 1994 

moon 003 
OCT 14, 1994 

M?SOU 001 
FU 18, 1998 

M?SOU 002 
FU 111, 19911 

lf7U36 001 
FEB 24, 1998 

H?UH ooa 
FU 24, 19911 

11'744110 002 
FEB 18, 1998 

N20763 002 
FEB 10, 1998 

N20763 001 
FU 10, 1998 

NIQMXCIN i!lW':AU; fOI,Y'MYJIN O §WiDII 
SOLUTION; IIUlIGATION 

ii hftWU 
U MONARCH PHARMS 

l!JACUWtJQI; PYP,IQQXIQ lfXWlOCHLQBIQl1 fflO§IQ 
SUSPINSION; ORAL 

TPN SUSPINSION 
+ INTL MINERALS 

NICMDJPIQ HYmlQCHLQRIPI 
CAPSULE; ORAL 

Jlg.w>IIPtg G 
M GENPHARM 

M 

NITRQGt.YCpIN 

1SHG/SML;3.7SMG/SML; 
600HG/SNL 

llE 

.um 

FILM, UTINDED RILSASE; TRANSDDMAL 

• ,-mu ..... 
All 

a 
All 

• 
All 

• 
All 

o.l.llG/p -
9,MRfP -9,fM/p 

25 

~'m 
N60'70'7 001 

NOll378 003 

lf'1UH 001 
MAR 19, 1998 

lf'1UH 002 
IO'\R 19, 1998 

NH'7'72 001 
Al 

n,n, 001 
AtlO 30, 199' 
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U Dltt!Q P~ Llff / ~'.l'n111: lfl.11'1~ fflMID 4 / JU' H • AH' H 

>..JIIL> PMJ®&J.5 

> 
> 
> 
> 

INJaC'l'AILS I IN.fflCTION 
UMPLN\ 

+ AIDOTT 

CIN SQW'AII PMQMQMY 
CAPSULE; ORAL 

>..W...> 1· ~"""'"""" 
>..W...> i ~~ 
>..JIIL> M . 
>.,JIIL> M + PARKBDALE 

O.OOSMG/ML 

PENTQSAN PQl,Y§ULFAU SODIUM 
CAPSULE; ORAL 

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

ELMIRON 
+ ALZA 

~ ~~ 

PERM§THRIN 

CREAM; TOPICAL 
ILWD 

M • ALLERGAN 

P!WCl',l'Qlll 
M AI.PHARMA 

fit 

lOOMG 

~ 

ll. 

ll. 

SQW'I§QWOl.l 

~~ 

SOMG;SOOMG 

N20819 001 
APit 17, 1998 

-N60531 001 
562310 001 

N20193 001 
SE~~ 

~ 

N19155 001 
AUG 25, 198!1 

111411011 001 
JAN 23, 1!1!18 

N193511 001 
AUG 31, 1990 

ffllm.'9WJP tlllIWI 
INJBC'i'UloB; INJIICCTION 
~RIJW.D ::..r:_ M/JllL ,ll 

mum 
,It + NOVA!lTIS 

PitJOOJ.,QL 

TABI.n; ORAL 

• ~ D 
i, 

• 
D ~~ 
ii 
y WATSON LABS 

M 

M/JllL 

--SMG 

lOMG --.Di 

19.li 

PIPP,ACILLIN SQPJUM; WQBACIM SQPIUM 
INJECTADLI; INJECTION 

ZOSYlf IN PLASTIC CONTAINER 
+ LBDIRLIIC BQ 40MG BASIIC/ML; 

BQ SMG BASE/ML 

+ 

+ 

BQ 40N BASE/lOOML; 
BQ SOONG BASE/lOOML 

IICQ GONG BASE/ML; 
BQ 7.SMG BASE/ML 

~o:us 001 
MU 11, 1!1!111 

N082'18 003 

N74125 001 
APR 21, 1993 

N74125 002 

1114'37 001 
FD 27, 1995 

11111437 002 
FD 27, 1995 

N50750 001 
PD 24, 1991 

N50750 003 
PD 24, 1991 

lf50750 002 
PD 24, 1991 



U mtt!G H~ Llft / ~•Hft lffli!PLlllNmft' ~ 4 / JQ• H • AMl' H :ui 

PJl&QXICM 
CAPSULI; ORAL -·~ II 

M 

M 

WATSON LABS 

--1M 

ll:li 

'-
ii ..a RECONSTITUTION; ORAL 

B'74UO 001 
SIP 29, 1995 

B'744H 002 
SIP 29, 19!!15 

• 236GN/BOT;2.97GN/BOT16,74GN/BOT1 
S.86GN/BOT;22.74GN/BOT N73098 001 

PQLYMYXIN B SULFATE 
I 

iii' • ~~'ft~ BQ 500,000 U wi\Jiit 
ij ~ I StJWAD 

Al + 

PQLYMYXIN I §UW'AU; TRIMffiQPRIM SULfAD! 
SOLUTION/DROPS; OPHTHALMIC 

DDll'fflOPBDI OWID MR 
> ....ARJL> U ALCON ~ 
>....ARJL'> 
>....ARJL> '"' 

AOO 31, 1993 

~'W 
N62036 001 

~~ 
UH'IU 001 

>fH::111 001 
APil 13, 1991 

t9IMIUl9 CHIQIIPI 
INJBC'l'Allol; Itm£C'l'ION 

>, 
>. : I m1H70 001 

~~ 

>....ARJL> 
>..Alm..> 
>...mil:..> 
>...mil:..> 

>....ARJL> 
>....ARJL> 
>...mil:..> 
>...mil:..> 

>....ARJL> 
>..!ml_> 
>...mil:..> 
>...mil:..> 

t9INSJPM CHIQIIQI; §9DIPM gg..op,IQI 

INJIC'l'Allol; INJBC'l'ION 
SODIUM CHLORIDB O. 9' Nm POTASSIUM CHLORIDIII O. 075' IN 

PLM'!l'IC CON'l'AlND 
@ B BRAUN 7SMG/100ML;900MG/100ML Nl8722 001 ·-SOOIUN CHLORIDB o.n Nm POTASSIUM CHLORIDB 0.151 IN 

PLASTIC COlfl'AIND 
@ B BRAUN lSOMG/lOOML;900MG/lOOML Nl8'122 002 ,_ 
SODIUM CHLORIDI 0.91 Nm POTASSIUM CHLORIDI 0.221 IN 

Pl.ASTIC CON'l'AIND 
9 B BRAUN 220MG/lOOML;900MG/lOOML Nl8722 003 ,_ 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDI 0.3' IN PLASTIC 

CONTAIND 
@ B BRAUN 300MG/100ML;900MG/100ML Nl8722 004 ,_ 

PWIPUQLI PJHYPROCHLQRIPI 
TABLBT; ORAL 

MIRAPIX 
PHARMACIA AND UPJOHN O. SMG 

l?fiPNISOLOQ 
TABLl'l' 1 ORAL 

Ii 611111111111111 -

IS 

N20H'1 006 
PD 12, 1991 

illllilllllllllllllllllll! 



U mt'N I'~ Llft / ~'l'Ift lfflHLIBlff ~ 4 I JMI' H • Dll' H 

HMISQlQU 

ax • 
nnmmu 

SOSPDSI<»i; ORAL 
MrSOLINB 

+ BLAN PHARMA 
i ~ 

TABLET; ORAL 
llY§OWffll 

:II + ELAN PHARMA 
+ 

iii~~ 
i 

SNO -SMG 

m 
.ll!.m 
SONG . 

PRQCAINAMIQI HYDROCHLORIDE 
TABLET, BXTINDED RELEASE; OR.At. 

ii lllK£allfflJDI HCL fta 

@I SOONG 

>...!U!!_> 1·v·, 
>...!U!!_> 

; m!~; a -~ 
> DLT > 
> ""'ii5i:> > .u 
> ADD > .u 
>.APQ..> 
>ADD> AB+ 
:, ADD> -

l?Jlilld.. 'll w• '~ 

.... ~""""' 
PARKl!:DALE -~ 

~ 

~ 

N80354 001 
~~ 
N80339 001 

Nl040l 001 
~~ 

JI\W 
Nll92114 001 

JUN 23, 1986 

;a,.,_,~,~ 
IIHOG!S 001 
1187510 001 

APR 01, 1982 
N88U9 001 

JAN 16, 1985 

ffiQCiWlVIWiffll IDHNU 
IN.:mCTl\N,,B; IN.:mCTIOM 

• l 

• EQ SMG BASIII/ML 

ffl~:UUJINALMilll 

TULIT; OML 
~IMHRIN!MD 

TRIGD IQ RI IMI u 
M 

M 

u 
XlmITH OOI.DLINB 

fflQHIIMUQ ~ 

INJBCTAIILE; INJECTION 
f~IQEL • 

~ 

• 
• 

~RQPQXYPHW HXP ROCHLORU21 
CAPSULE; ORAL 

•'W .. 
• 

IQ lM NI 

IQMWIII 

IQ lM NI 

arm 

2SHG/ML 

SOHG/ML 

-6SHG 

:a, 

N8H75 001 
DIC 05, 1H8 

!HOHi 001 
FD 27, J.!t98 

iMOlH 003 
FD 27, 1H8 

IMOH2 001 
JAN 20, l9H 

1'4t1H2 002 
JAN 20, lHI 

NIHU 001 
MAY 02, 1988 

Nll94"17 001 
MAY 02, 1988 

---N83278 001 



U DllfflJ H~ LIH / ~'1':tftl iffl'IPLIIIMD'f lmNID 4 / JU' H ~ lllll' H 30 

fl?fflMQLOil ~Ull wn:u:mm ~JPI 
TAI.I.ff; ORAI, 

• 22222 - M 
IUD'DID Jai 

IWGAXY ml ~Hli WI :iflHOO 002 
JAN 30, UH • -• - • 

lUi~ i!ml!II 

II - TJ\I.Lff I 0RAI, 
AC'l'OIQU,, • - + IPlllOC'l'D AND CWGLI 30MG N2083S 001 - MM. 27, 19911 • --• lOMG N71H8 001 >...!,Pl)_> MCRO§IWI 

JUL OS, 19118 
@ 20MG N71H7 001 >..Alm..> SOLUTION I 0RAI, 

JUL OS, UH >..Alm..> SUCMID 

• 40MG ITT1H8 001 >..Alm..> + ORPKMr taDCL 1,500 IU/NL N20772 001 
JUL OS, UH >~> APll 09, 19H 

• ,oMG N72197 001 
JUL 05, lHI 

• SONG ITT1H9 001 MQUUJAYU 
.:rot, OS, 1981 

• 90MG N721H 001 CAHut.11 OltAI. 
JUL OS, 1981 i'°llrl ....... 

11111::Z ,. 
2YINIQ1til §!ll!UII + 200MG 1120828 001 

NOV 07, 1997 
TABI,ff; ORAL 

II ~D - ~~ §IWEl~ltil HYDROCHLORIQI 
• 20014G NH003 001 

TUI.11'1' I ORAL 
am.q;gwua 

WIIl~ltil HI,RROCHLQRI~I >...Am2,_> M UI LIDDLI - .-,uu 001 
>...ARIL> Al 

SYRUP; ORAL >..W.,.> • ... -~~ ·~~ .-ii 
>..W...> - ..,..,12 001 >...ARIL> M STASON 
>~> APR 30, 1998 

+ l£Q lSMG :BA.SI/NL Nl967S 001 
DIC 30, 191111 

TJ\1.1,ff; ORAL 
IWn:J:IDID Jai 

M ruoowcY m1 ;uau.n .-,sooo 001 
JAM 30, 19911 



U !DaN ~ Llff I ~T.Ift nl'l/'La.llft WDn 4 I 3M'H • Ulil'H 

§Iw>IIAfJL CID,Mll 
TAM..IIT; ORM. 

SQIJUIM t.Ktm 
INJBCTM1.K; I~ION 

VIJWRA 
PFIU!t :ISNG 

SOMO 

lOOMG 

N20HS 001 >, >II 
NMl 27, 1998 > 

+ 

SQPJYM QILORIQI 

>...Amt.> At 
>...Amt.> 

INJBCTABLS; INJBCTION 

>...Amt.> ~ • --~ 
>..W...> - ->..W...> 
> Dt.T > 

>...Amt.> At 
>..A2!L> At 
> :t.T\T'I > ......... I >..W...> 
>..W...> 
>..W...> 

>...Amt.> 
>...Amt.> 
>..W...> 
>.JlliI_> 

>..A2!L> 
>..A2!L> 
>..W...> 
>..W...> 

SODIUM CHLORIDE 31 IN PLASTIC CONTAINER 
@ B BRAUN 30M/l00Mt. ,~ ~ 

SODIUM CHI.ORIDE 51 IN PLASTIC CONTAINIR 
flll B BRAUN SOM/lOOMt. .~ ~~ 

.§QDIUM LACTATE 

INJBCTABLI; INJECTION 

NaOHS 002 
NMl :n, 1998 

tfaOHS 003 
NMl 27, 1998 

DflHH 001 
NMl 09, 19118 

N19635 004 
MAR 09, UU .. 

>~> 
>..W...> 

SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER 

>~> M 
>..!mt.> 

; WION ~ IBL~ 
sooxw urnu 116 ~ ~ c:mmm 

- -----·. lll'20004 001 
APR :U, 1992 

>...Aml_> 
>..AUlL> 
>..W...> 
>..W...> 

>...Alm_> 
>...Alm_> 
>..W...> 
>..W...> 

sopxw mxsmm &lJW'l'IJA'tl 
RICTAI.. 

Ii 
M •nax 

-PAOOOCK M 

WN&lt H)'pROCHLORIQI 

T.UX.IT; ORM. 
BITAPACB 
i~~ 

SQDW Q;tL 

INJBCTABLI; INJBCTION 
UDH:J!'lP u, 

iHCill/lOJ 

l'iR 
l20MG 

At + PHJ\RMACIA AND UPJOHN J.ll 

At 
~ 

• ABBOTT m 

At • 
Wl'l.;U,IHP ,2, 

B BRAUN 1ll 

• 
,_ -Wl'l.;JilitlHP a2, 

At + B BRAUN m 

• i-. -

n 

-Dfll21'1001 

NH029 001 
RB 06, 1998 

N198H 005 
APlil 20, 199' 

DflHU 001 
DBC 30, 1993 

Df20111 001 
JAN 13, 1998 



-~·~---"·---------------------------------------

U nave HOO'IK:T t.:UIT I caut.ATI\1111 SUPP~ mmn 4 / JD' H - ll!ll' H 32 

SY(X;JlMQK>LIQ CHkQl!.IQI 

INJ!K:TNU.I; INJICTION 

11 l,_.. 
• 

§UHNTANU, c:tmn 
l~AIILE1 INJECTION 

lunm'l 
Al + AKORN 

di-

tMJl 20MG NL 

IP 9,QW HUM a+,...,... 
StJLf»lffiOWOLEi TRitqTHOPRlM 

ii 

Ii 

s ,--1 ORAL 

rmna~ 

y 

y 

illULfMIDQWIQLI MP D~ 
TEVA .. ..,..,._ ..... ,..;tW,{QI, 

I T .. ORAL 

y 
y 

IUWM --

StJLfASALMUil 

Tllt.BT; ORAL 

a mtlllllr 

39919/m.1 •• ,. 

.. 

~"'ffl 
NOH47 001 

1118812 001 
JAN 21, 19113 

1118812 002 
JUN 10, 1983 

-11112'2 001 
N112U 002 

StJLFAAAWtUQ 

TA!ll.lT; ORAL 
lm.FAliH1IHD 
Ill SUPDPHMM SOONG 

ms2m ™mio1m,u1J 
CAPS'IJLI; ORAL 

~ ._~~ --~ .,~ 
i -~ 

PllU DAVIS PHARMS BO lOMG BABB 

BO 20MG BASI 

BO 30MG BASIC 

+ BO 40MG BASIC 

Tw;mmIQM IC· UM ALBUMIN N,PR,PDP KIT 
INJXCTULB; INJBCTION 

TICHIIBTIUN TC HM ALBUMIN AOOUGATIIID KIT 
BS DRAXIMGB N/A 

• -
HCHQTIW TC·99M GLtgPTATB KIT 

INJBCTABLI:; INJBCTION 
DSPMSM GLJlCIHID 

K DRAXIMAGlil ILA 

ii --· -

NH339 001 
OCT 26, 1987 

N20070 001 
SBP 09, 1993 

N20070 002 
SBP 09, 1993 

N20070 003 
SBP 09, 1993 

N:30070 004 
SIP 0!I, 1993 

N17881 001 
o: 

1111272 001 
JI 



U DaW P~ Lift I ~'l'Iftl IIIJH~ man 4 / J.W•H - U!t'H n 

ttcmm'l'ISII n;-un LlRQ.tBII ~I TIIW!2Hlf IJIMOCIU,ORim.1 
I~; INJ&CTION 

CAPSw..11; ORAL ~ HIM 

"IIL~s >.> 
DRAXINMX!t N/A NlHU 001 u BllEBIIII lf7HU 001 > > - m di\W NAil 30, l!IH > > u im.•110 ·mua, oci:a >..,.W_> 

MAR 30, 19. ~ u l9,ll!I llWllll 11'74833 OH 
MAR 30, 1998 TSCHNrl'ISII IS;· Ht! l!I.QR!21-lll !SlI u Bl IRII BIi 11'74833 OH 
MAil 30, 1998 INJICTABLIII; INJBCTION 

'fl"'11111RpCMf 8 ltlt 

II ~- Ii IWL~ >...AmL> IIMJWIU 
>...AmL> GEL; TOPICAL 
>.Amt.> LAMISU, TEcmmTU!! I!;;·:!:!M Pi.HI§IATE Kl:[ >...AmL> + NOVARTIS lt N20846 001 >.lll2!L> APR 29, 1998 INJECTABLE; INJECTION 

mA 
H DRAXINAGE ~ ,u.1:u.1 001 ll§WSIMQNI 
If - - 2iW FILM, BX'l'ENDED RELEASE; TRANSDDNAL 

ii .~~ ~ 
IICHNETU!! ll:·:!:!M §Yl!Dm ~Li:.!2112 !SII + 2.SMG/24HR N20489 001 

HP 29, 1995 so.,.._,lf\;• ORAL 

ii • ' ~ itffl~-1 
Nl7858 001 

TERAZQ§IN mROCHLORI);21 
~ ...... ~ 

CAPSU'Lli:; ORAL • ,.._.,., --·~ mm! 
Al ABBOTT RQ!!fiWIII 1120347 001 • l0OMG 1185545 001 DEC 14, 1994 

JUL 31, 1914 y + ~ 1120347 002 .. :!OOMG 1183921 001 D£C 14, 1994 
JUL 31, 1914 y IS. IE !YI 1120347 003 

D£C 14, 1994 y 19 HIG NI 1120347 004 
D£C 14, 1994 

/ 



> DLT > 
>..mJ_> 

U nave .. ~ UST / ~·Hw SUPP~ ~- 4 / JU' H • DJ.' H 

'll®fHXWiIQ 

• 

i 
i t 

Iii 

@ 

,,iAffl 

@ PARICEDALE 
@ 

@ 

TOLCAPONE 

TABLET; ORAL 
TASMAR 

ROCHE 

+ 

TOLTERODINE TARTRATE 

TABLET; ORAL 
DETROL 

RlitLV.SI; OR.I\L 

llB 
l2SMG 

2SOMG 

lGM/VIAL 
SGM/VIAL 
lOGM/VIAt 

lOONG 

200NG 

PHARMACIA AND UPJOHN lMG 

+ 

TRETINOIN 

CREAM; TOPICAL .. ~ ~'~"""'""' mt~-
2MG 

mm 

NH826 001 
JAN 29, l911S 

N861126 002 
JAN 29, 19115 

N07600 003 
N07600 005 
N07600 009 

N20697 001 
JAN 29, 1998 

N20,;97 002 
JAN 29, 1998 

N2077l 001 
MAR 2S, 1998 

N2077l 002 
MAR 25, 1998 

IMTINQUf 

CltlAN; TOPICAL 

>, 
>. 

> Al A.l'ffLomu1 .2.J1ll 

>..AWL> 
>..Alm,_> 
>..AWL> 
>..Alm,_> 
>..mJ_> 
>..mJ_> 
>..mJ_> 
>..mJ_> 

GKL; TOPICAL 
AVITA 

PINm>IRM 0. 0251 

IBU'li99PMAHD HXPRQCHLQRJPI 
TUI.ft; OR.I\L 

Al 
D,lFLUOHIUD.1 D 

HNITH OOLDLINE ISlUliMU 

Al ml D!1 WI 
al .,.--~~ .~~ 

• .~~ 

'ffllmYPHlfflIQYL ID'.PRQCHLQBIDI 
TABLET; ORAL 

DillffllQJPJL D 
M CIRCA 

M 

TROOLITAZQNI 
TABLET I OR.I\L . ~ 

ii 
ii 
Al PARO DAVIS PHARMS 

.. -

.. --llJl9 

34 

!ir.10404 003 
JAN 14, 1997 

N20400 001 
JAN 29, 19!111 

N87612 001 
NOV 1', 1!1112 

1117613 001 
NO' 

IKOlH 001 
FD 06, 19911 

lf401H 002 
FD 06, 1998 

1120720 001 
JAN 29, 1997 



U DllN .. ~ Lift I CUNm.&HW RHLallft man 4 I .rn• H ft ua• H :u 

',tl00l,ITY9U 

H 
H 

D!Qf;t£N4JPI 

,UM 

i9Bi 

SOLUTION/DROPS; OPHTIW,MIC 

>..W..> ii 
>..W..> 
>_jpp_> 
>_jpp_> 

~RI B 

• u 

UROFOLI,ITR.OPIN 

INJECTABLE; INTRAMUSCULAR 
FERTINBX 

+ SER.ONO 75 IU/ANP 

+ 150 IU/ANP 

:i:'~ ~---~ 

i 

VERAPAMIL HYDRQCHLQRIQI 
INJECTABlJI:; INJECTION -~A 

II 

• 
• 

~~ 

~~ 

,-,, 
~ 
2.5MG/ML 

2.5MG/ML 

N20'12C 003 
AOO 04, 1997 

H30'130 002 
JAN 29, 1997 

NHU7 001 
AOO 28, 1985 

N19US 002 
SEP 111, 1986 

Nl!IU5 003 
SEP 18, 1986 

N72233 001 
FEB 26, 1993 

N7348S 001 
SEP 27, 1993 

YIWMPJI 

INJICTAm.11 IN.l1K:TION v:c;a-a ~[.~ 
-llP~ 

OINTMBNT; OPHTHALMIC 
VIM:-A .. .. 
~ ... ~ 
+ PMKWAL~ 

._~~ 
BO 187 ,4MG BASI/ML 

~ 
3t 

!AIP l9B IfflCTIQN, STRllAI 
LIQUID; N/A 

~· NSOS23 Ol.ll ~--N50486 001 

>_jpp_> Al 
>_jpp_> 
>.J2LI..> a 
>..Ptit.> 

un;y sm m J1J1Ct:r21 x•1 rw:rxc coa,um 
B BRAUN llil N19C33 

- a FEll 



>ADD> 
>}U)i)> 
>~> 
> DLT > 

>ADD> 
> ""'iDo > 
>""'i5LT-> 
> DLT > 

O'i'C r:auo PRODUCT LIST / CUJIULA'l'IVI SUPPLmrD'l NUJIBIIIR 4 / JU' 98 - UR' H 

~CETAMINOPHEN; ASPiRIN; CAFFEINE 

TABLET; ORAL 
EXCEDRIN (MIGRAINE) 

+ SRISTOL MYERS 250MG;2!:0MG;65MG 

ALUMINUM HYl".R.Ox:'.DE; MAGNESIUM TRISILICATE 

TABLET, CHEWABLE; ORAL 
GAVISCON 

i ~~tw.1~r~ ;,mwi.iimii 

+ 

GAVISCON-2 

80MG;20MG 

160MG;40MG 

+ oo'B:mttn,wm»umt; ii&iHimti 

CHLORHEXIDINE GLUCONATE 

SOLUTION; TOPICAL 
CHG SCRUB 

ECOLAB 

aui'ftfflti'i{m.t 

CIDA-STAT 
ECOLAB 

ffimtibfiiGtm 

CLOTRIMAZO!,E 

TABLET; VAGINAL 
GYNIX 

COPLEY PHARM 

4\' 

H 

2\-

H 

,.oOMG 

N20802 001 > DLT > 
JAN 14, 1998 > DLT > 

>ADD> 
>...l!:Q!L> 

•11111 
Nl8685 001 

DEC 09, 1983 
Nl8685 002 

DEC 09, 1983 

al•lill 

Nl9258 002 

Jiit:f.iii 
Nl9258 llOl 

Jiiliii 

N73249 001 
FEB 13, 1!!98 

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

> ADD > 
> ADD > 

> ADD_;., 
> --1ill!1,_> 

~ 

SUSPBlfSIOlf; ORAL 
CHILDREN'S ADVIL-FLAVOIUW 

¥. iitiiW.OitA~ l~B 

SUSPBlfSION/DROPS; ORAL 
PEDIATRIC ADVlL 

lOOMG/SML 

+ WHITEHALL ROBINS lOOMG/2.SML 

TABLET, CHEWABLE; ORAL 
JUNIOR STRENGTH MOTRIN 

JijijHi ttia 
+ 

MICONAZOLE NITRATE 

CREAM; Vl>CINAL 
MONISTAT 3 

lOOMG 

+ ADVANCED CARE PRODS 4\-

MINOXIDIL 

SOLU"lION; TOPICAL 
MINOXIDIL (FOR MEN) 

NU Pm.RM 

MINOXIDIL (FOR WOMEN) 

2\-

NU PHARM 2\-

NICOTINE 

FILM, EXTENDED RELEASE; TRANSDERMAL 
NICOTROL 

i imt.t ifiiMitiffi 
+ PHARMACIA AND UPJOiiN 15MG/l6HR 

36 

~,ov 01, 

N20812 001 
JAN 30, 199111 

N20601 003 
NOV 15, 1996 

N20@27 001 
MAR 3 0, 1991/l 

N74924 001 
APR 29, :UH 

N74924 002 
APR 29, 19!111 

N20536 001 
JUL O::i, 1.9% 



OTC Dllll'J'Q PlllODOCT LZS'1' / COillJLA'1'IVB SUl'IPLBIIU'l' lftlK8D -1 / JAJI' H • Ulll' H 

RANITIDINE H'lDROCHl,ORIDE 

TABLET, El!"FEi?.VESCENT; ORAL 
ZANTAC 75 

+ GLAXO WE:LLCOME EQ 75MG BAS!!: N20745 001 
PD 26, 1998 

37 



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

CUMULATIVE SUPPLEMENT NUMBER 4 APRIL '98 

NO APRIL 1998 APPROVALS 
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This data is provided to the Division of Data Management and Services from 
the Office of Orphan Products Development and it is not edited prior to 
publication. 

Orphan Product Designations and Approvals List 
January 1998 through April 1998 

Ni.me 
Generic Name 
TN=Trade Name 

9-cis-retinoic 
acid 
TN= 

Aldesleukin 
TN= Proleukin 

Indication Designated 

For the topical treatmer1t of 
cutaneous lesions in patients 
with AIDS-related Kaposi's 
sarcoma. 

Treatment of metastatic 
melanoma. 

Arsenic trioxide Treatment of acute promyelocytic 
'l'N= leukemia. 

Beclomethasone 
di propionate 
TN= 

Bin,fari t 
TN= 

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

Treatment of lupus nephritjs, 

,.;;_1rbamylgluta111ic Treatment of N-acetylglutamate 
acid. synthoata1110 deficiency. 
'j'l'Jccc 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 
DDa09/10/1996 
MAz0l/09/1998 

PolaR.x, Inc. 
787 7th Ave., 48th 
Floor 
New York, NY 10019 
DD:::a:03/03/1998 

George B. McDonald, 
M.D. 
Fred Hutchinson Cancer 
RtHCil-..rch Cc.m tar 
1100 ~airview Avenue 
North (SC-113); PO Box 
19024 
Seattle, WA 98109 
DD,.,03/27/1998 

Angelini 
Pharmaceuticals, Inc. 
70 Grand AvenuEa 
River Edge, NJ 07661 
DD.,.02/03/1998 

Orphan Europe 
Immeuhle "Le 
Guillaumet" 
60 avanue d,1 President 
Wilson 
92046 Paris 
France, 
DD•0l/20/1998 
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Orphan Product Designations and Approvals List 
January 1998 through April 1998 

Name 
Generic Name 
TN=Trade Name 

Corticotropin-re 
leasing factor, 
human 
'rN= Xerecept 

Indication Designated 

Treatm~nt of peritumoral brain 
edema. 

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

Filgrastim 
TN= Neupogen 

Hydroxyurea 
'l'N"" Droxia 

L-baclofen 
TN,= 

Lopirudin 
TN°0 , Refluden 

Liposomal 
Cyclosporin A 
T."Jcc, Cycl.ospiru 

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

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

Treatment of t1.igemim1l 
neuralgia. 

Tr•atment of heparin-associated 
thrombocytopenia type II. 

For aero,olized administration 
in the prevention and treatment 
of lung allogx•aft rejection 
and pulmonary rejection events 
associated with bone marrow 
tran.'lplantation. 

Sponsor & Address 
m>= Date Designated 
MA=Marketing Approval 

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

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

Amgen, Inc. 
1840 DeHavilland Drive 
Thousand Oaks, CA 
91320 
DD..,11/07/1996 
MA=04/02/1998 

Bristol-Myers Squibb 
Pharmaceutical 
Research In~titut~ 
P.O. Box 4000 
Princeton, NJ 08543 
DD,..10/01/1990 
MA-02/25/1998 

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

Hoechst Marion Roussel 
Frankfurt am Main 
Ga:r:many 

D0•02/l.3/1997 
MA•03/06/1998 

Vernon Knight, M.D. 
Baylor Coll•g• of 
Medicine, Dept. of 
Molecular Physiok•T,i 
One Baylor Plaza 
Houston, TX 77030 
D0•04/30/1998 
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Orphan Product Designations and Approvals List 
January 1998 through April 1998 

Name 
Generic Name 
TN=Trade Name 

Pentostatin 
TN= 

Phenylacetate 
TN= 

Pilocarpine HCl 
TN=o Salagen 

Recrnr.binan t 
humanized 
monclonal 
antibody 5c8 

Recombinc'nt 
humanized 
monoclonal 
antibody 5c8 

Rifaximin 
•rN= Normix 

Indication Designated 

Treatment of cutaneous T-cell 
lymphoma. 

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

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

Troatment of immune 
thromhocytopenic purpura. 

Treatment of sys~emic lupus 
erythematosus. 

Treatment of hepatic 
encephalopathy. 

S·-adenosylmethio Treatment of AIDS myelopathy. 
nine 
TN=0 

Sacrosidase 
TN,cc Sucraid 

Treatment of congenital 
sucrase-isomaltase deficiency. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

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

Ta~gon Corporation 
307 College Road East 
Princeton, NJ 08540 
DD==03/06/1998 

MGI Pharma, Inc. 
9900 Bren Road East 
Suite 300E 
Minneapolis, MN 55343 
DD=02/28/1992 
MA:02/11/1998 

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 
Squa:r:e , 
New York, NY 10003 
DD•04/30/1998 

Orphan Medical, Inc. 
13911 Ridgedale Driva 
Suite 475 
Minnetonka, MN 5530~ 
DD•12/10/1993 
MA=04/09/1998 
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Orphan Product Designations and Approvals List 
January 1998 through April 1998 

Name 
Generic Name 
TN=Trade Name 

Sodium 
phenylbutyrate 
TN= 

Tacrolimus 
TN= Prograf 

Thalidomide 
TN= 

'rhymalfasin 
TN= Zadaxin 

Indication Designated 

For use as an adjuct to surgery, 
radiation therapy and 
chemotherapy for the treatment 
of patients with primary or 

recurrent malignant glioma. 

Prophylaxis of 
graft-veraua-hoat-diaease. 

Treatment of primary brain 
malignancies. 

Treatment of DiGeorge anomaly 
with immune defects. 

Tiapride Trsatment ot Touratte's 
TN= syndrome. 

'l'ransgenic human Treatment of cystic fibrosis. 
oilpha 1 
anti trypsin 
•rN"" 

Sponsor & Addl'ess 
DD"" Date Designated 
MA=Marketing Approval 

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

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

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

E:ciClone 
Phaniaceuticals, Inc. 
901 Mariner's Island 
Blvd. 
San Mateo, CA 94404 
DD•0l/08/1998 

Synthelabo Research, 
Inc. 
400 Plaza Drive 
Secaucua, NJ 07094 
DD•04/21/1998 

PPL Th~rapeutica 
(Scotland) Limit•d 
Roalin, Edinburgh 
EH25 9PP Scotland 
U.K,, 
DD.,.03/06/1998 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN JI/YO BIOAVAILABILITV ONLY 
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO APRIL 1998 ADDITIONS 
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PATENT AND EXCLUSIVITY TERMS PATENT AND EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS, ABBREVIATIONS AND REFERENCES HAVE BEEN 
DEVELOPEr PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 
18TH EDITION FOR A FULL LISTING OF PATENT AND i.:XCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE. NEW 
INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW DO81NG SCHEDULE 

D-J!i CONTINUOUS INFUSION AS AN AL TERNA TE METHOD OF ADMINISTRATION 
D-J'J CHANGE IN TIME TO TAKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 

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

D-40 ONCE-A-DAY DOSING REGIMEN 

NEW IND/CA710N 

1-212 TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH S.JOGREN'S SYNDROME 
1-2 IJ TEMPORARY RELIEF OF PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING CORNEAH, 

REFRACTIVE SURGERY 
1-214 TREATMENT Of,' OSTEOPOROSIS 
l-21S Pr.E-PROCEDURAL APPLICATION TO AD(ILT MALE m:NITAL SKIN PRIOR TO SITE-SPECIFIC 

SllBCllTANEOUS INFIL TRA'flON WITH UDOCAINE FOR THE REMOVAL OF GENITAL WARTS 
1-21<, 1-'0R THE LONG-TERM TWICE-DAILY (MORNING AND EVENING) ADMll"•ISTRATION IN THE 

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

1-217 PREVENTION (DURING AND FOl.LOWING HOSPITAIJZATION) OF DEEP VEIN THROMBOSIS, WHICH 
MAY LEAD TO PULMONARY EMBOLISM, IN PATIENTS llNDERGOING IIIP REPI.ACEMENT SURGERY 

H-2HI 
1-21 1) 

i-220 TREATMENT 01• EPISODIC HEARTBURN, ACID INDIGESTION AND SOUR STOMACH 
!-221 TREATMENT OF BENIGN PROSTATIC IIYPERPtASIA (BPH) IN MEN WITH AN ENLARGED PROSTATE 

TO IMPR.ov•: SYMPTOMS, R•:Dun: Tm: RISK OF ACll'rn (IRINARY RKrnNTION AND REDUCE TIIE 
RISK 01• nrn NEED OF SURGERY 

ff-222 PREVENTION OF ISCHEMIC COMPUCATIONS OF llNSTABI.E ANGINA AND NON-Q-WAVE 
MYOCARDIAL INl1ARC'l'ION, WIIEN C'.ONC'.llRRCNTI.Y ADMINISTERED WITII ASPIRIN 

I 22.1 t ISE IN nrn SYMPTOMATIC RELIEF Of/ RIIINORRIIEA ASSOICATED WITH Al.l,ERGIC AND 
NONAU,ERGIC PERENNIAL RHINITIS IN CHll,DREN AGE 6-11 YEARS 

1-22-$ FOR TIIE LISE IN PEDIATRIC PATIENTS 4 TO 11 YEARS or' ,..rm H)R THE MANAGEMi:NT OF 1 HE 
NASAL S.;YMP'l'OMS (>r-' SEASOl'IAL AND PERENNIAi, Al.a.' ·,GIC: RHINITIS 

122S ll~E IN PATIENTS WITII l'REVIO(IS 1\11 AND NORMAi, ('IIOU:sn:ROI, u:v•:1.s. TO Rlmtrn: RISK OF 
10:CllRRENT Ml, MYOCARDIAi, REVASCIILARIZATION, AND CEREBROVASClll,AR DISEASE EV•:NTS 

11-~26 :'!RST-UNE THERAPY l•OR THE TRl•:ATMENT ()Ii ADVANC'U> CARCINOMA ()Ii THE OVARY IN 
('OMltiNATION WITII CISPI.ATIN 

1-227 SIIOHT-TERM TREATMENT (W S\'Ml'TOMATI(' GASTRm:srn•11Am:A1. REl<'UIX DISEASE (GERI>) 



PATENT AND EXCLUSIVITY TERMS 

PATENT USE CODE 

ll-215 TREATMENT OF EPILEPSY TWICE CAILY. TREATING A PATIENT BY ADMINISTERING 
CARBAMAZEPINE IN A DOS4.GE FORM CAPABLE OF MAINTAINING BLOOD CONCENTRATION 
FROM 4-12MCG/ML OVER 12 HOURS 

ll-216 TREATMENT OF ADENOCARCINOMA, INCLUDING STAGE B2-C,BY ADMINISTERING AN AGON!ST OF 
LR-RH AND FLUTAMIDE 

ll-217 METHOD OF PRODUCING ANESTHESIA 
ll-2111 METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUi<; PRODUCT 
ll-219 TREATMENT OF PARKISON'S DISEASE 
ll-220 METHOD OF DIAGNOSIS 
ll-221 SELECTIVE VASODILATION BY CONTINUOUS ADENOSINE INf/llSION 
ll-222 METHOD OF TREATING PAGETS DISEASE USING ACTONEL 
U-223 TREATMENT OF BACTERIAL CONJUNCTIVITIS CAUSED BY SUSCEPTIBLE STRAINS OF 

MICROORGANISMS 
ll-224 CONTROLLING INTRAOCllLAR PRESSURE 
ll-225 METHOD FOR DEUVERY 
ll-226 METHOD OF ENHANCING THE DISSOLUTION PROFILE OF A PHARMACEUTICAL FROM A SOLID 

DOSAGE FORM CONTAINING THE PHARMACEUTICAL AND SIMETHICONE 
ll-227 NASAL ADMINISTRATION 
ll-2211 ASTHMA 
ll-229 CARDIAC INSllFlilnENCY (CONGESTIVE HEART FAILllRE) 
ll-230 PREVENTION OF ACUTE CARDIAC ISCHl'i:MIC EVENTS 

45 
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New 18t E itio 

APPROVED 
DRUG PRODUCTS 

WITH 
TBERAPEUnC EQUIVALENCE EVALUATIONS 

Superintendent of Documents Subscription Order Form 

Order Processing Code 
* 80128 

• yes' enter my subscription as follows: 

Charge your order. -1'911P. 
It's easy! --. 

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

The total cost of my order is $ ___ _ 
lmemational customers please add 25 % • 

CCllllplll)' ur pc:nonal IIIIIIC 

City. S.C. ZIP l"udc 

l'lmlluc <>n!cr So. (~ 

Price includes regular shipping and handling and is subject to cbanae

fw pmaq ,..,...-, ~ die bu~ 

D Do oot make my name available to omer mailers. 

Hale dlNa -ct d al paJllllilllllt: 

0 Check payable to Superintendent of Documents 

• GPO Deposit Account I I I I I I I i-• 
0 VISA or MllilterCard 

I I I I I I I I I I I I I I I I I I I 

IA~Sipdnl (U/91) 

Mall To: Superimendem of Documents. Government Priming Office, P.O. Box 371954 Pimburgb. PA 15250-7954 
To FAX your charge order. call (202) 512-2250. 
To charge your subscription call (202) 512-1800. 
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