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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have had their approvals withdrawn for other than safety or efficacy reasons.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 
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name will be displayed to the right of the active ingredient name for each 
product. Also shown is the application number and product number (FDA's internal file number) for 
reference purposes. All patents with their expiration dates are displayed for each application number. 
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent 
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date 
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section 
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations. 
Information regarding drug patents and exclusivity for an approved product will appear in this 
addendum as it is received and may not correspond with the m"nth the drug product is approved and 
published in the Rx/OTC sections of the Cumulative Supplement. 
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Because all parts of the publication are subject to changes, additions, or deletions, the List must be used 
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk (*) 
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative 
Supplement. 

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

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

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

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

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

1.2 APPLICANT NAME CHANGES 

It is not practical to identify in the Cumulative Supplement each and every product involved when an 
applicant transfers its entire line of approved drug products to another applicant, or when an 
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be 
identified in this section only. Where only partial lines of approved products are transferred between 
applicants, each approved product involved will appear as an applicant name change entry in the 
Cumulative Supplement. 
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It is also not practical to identify each and every product involved when an applicant name is changed 
to meet internal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are 
changed, respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When 
this occurs, each product involved ( either currently in the Cumulative Supplement or in the following 
year's edition) will automatically reflect the new abbreviated name. Consequently, it will not appear as 
an applicant name change entry in the Cumulative Supplement nor will the cumulation of these name 
changes appear in this section. However, when the applicant name change is one which may not be 
easily recognized or located in the listing (e.g., White Towne Paulsen [Former Abbreviated Name] is 
changed to Whiteworth Towne PLSN [New Abbreviated Name], the name change will appear in this 
section and will be identified with an asterisk. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
(FORMER ABBREVIATED NAME) 

ASTRA MERCK INC 
(ASTRA MERCK) 

ASTRA USA INC 
(ASTRA) 

DUPONT RADIOPHARMACEUTICALS DIV 
(DUPONT) 

FUJI SA WA USA INC 
(FUJISAWA) 

JONES MEDICAL INDUSTRIES INC 
(JONES MEDCL INDS) 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAM..fil 

ASTRA PHARMACEUTICALS LP 
(ASTRA PHARMS) 

ASTRA PHARMACEUTICALS LP 
(ASTRA PHARMS) 

DUPONT PHARMACEUTICALS COMPANY 
(DUPONT PHARMS) 

AMERICAN PHARMACEUTICAL PARTNERS INC 
(AM PHARM PARTNERS) 

JONES PHARMA INC 
(JONES PHARMA) 

1.3 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG 

Novopharm's single source acyclovir tablets have been declared to be a reference listed drug for the 200 mg 
tablet in addition to the acylcovir (Zovirax) 800 mg tablet of the innovator. A generic firm wishing to submit 
an ANDA for a duplicate of the 200 mg acyclovir tablet will be eligible for a waiver of the in vivo 
determination of bioequivalence ( 1) if their product is proportionally similar in its active and inactive 
ingredients to their own 800 mg acyclovir tablet and (2) by doing an acceptable comparative dissolution test 
(dissolution profile) against Novopharm's 200 mg acyclovir reference listed drug. 

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

For further information on the study designs, you should contact the Division of Bioequivalence, Office of 
Generic Drugs. 
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t .4 DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0. t % 

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS), (l) Ciba's NOA 
20-037 for Voltaren and (2) Alcon's NDA 20-809 for DSOS. Alcon was required to do a study comparing 
their DSOS to Voltaren and to a placebo control in post cataract surgical inflammation. This study was 
necessary to demonstrate that the different formulation of the Alcon drug product did not affect the safety 
and/or effectiveness of the proposed drug product for this indication. Prior to the approval of A Icon's DSOS 
Ciba did clinical studies and was approved for two additional indications for the temporary relief of pain and 
photophobia in patients undergoing corneal refractive surgery. Three years of Waxman-Hatch marketing 
exclusivity was granted to Ciba for these two new uses. 

Since the treatment of pain has a different site of action than the anti-inflammatory or photophobia 
indications the Agency did not have information to support a recommendation that the Alcon and Ciba DSOS 
are therapeutically equivalent for the treatment of pain. The designation of therapeutic equivalence at this 
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation will apply to 
the photophobia indication upon expiration of Ciba's marketing exclusivity. 

1.5 FOLLITROPIN ALF A AND BET A 

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

t .6 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES 

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

Preface and ASCII Text Files: 
The Preface may be accessed using this URL: http://www.fda.gov/cder/orange/adp.htm. Users who wish to 
download the Prescription Drug Product List; OTC Drug Products and Discontinued Drug Products lists may 
access the ASCII text files using this URL: htttp://www.fda.gov/cder/orange/obreadme.htm. The drug 
product lists and the zipobtxt.exe files are updated concurrently with the publication of the annual edition or 
monthly cumulative supplements. Appendix A and B are updated twice a year. 

Preface and Searchable Query Database: 
The Preface may be accessed using this URL: http://www.fda.gov/cder/ob/docs/preface/ectablec 18.htm. 
Users who wish to query on a specific drug product may access the database using this URL: 
http://www.fda.gov/cder/ob. The Query enables searching of the database by active ingredient, proprietary 
name, applicant holder or applicant number. The data is updated concurrently with the publication of the 
annual edition or monthly cumulative supplements. 
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1.7 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

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

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

DEFINITIONS 

Drug Product 

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

New Molecular Entity 

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

vii 

//11j 



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

COUNTS CUMULATIVE BY QUARTER 

CATEGORIES COUNTED DEC 1997 MAR 1998 JUN 199Q SEP 1998 

DRUG PRODtiCTS LISTED 9624 9711 9768 
SINGLE SOURCE 2462 (25.6%) 2484 (25.6%) 2494 (25.6%) 
MULTISOURCE 7052 (73.3%) 7117 (73.3%) 7164 (73.3%) 

THERAPEUTICALLY EQUIVALENT 6673 (69.3%) 6746 (69.5%) 6790 (69.5%) 
NOT THErPEUTICALLY EQUIVALENT 379 ( 4.0%) 371 C 3.8%) 374 < 3.8%) 

EXCEPTIONS 110(1.1%) 110 ( 1.1%) 110 (1.1%) 

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

'Amino acid-containing products ofvarying composition (see Introduction. page xx of the List). 
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ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE PHOSPHATE 

CAPSULE; ORAL 
BUTALBITAL.ASPJRP!,WUIQ MP CQPBINB HOSPQD 

>~> Al STEVENS J llai1.i!!m140NG1ll!!i 11'14951 001 
>~> AUG 31, 1998 

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE 

TABLET; ORAL 
~ 

Al PAR PHARM 385NG1ll!!i1~ 

Oltl'HDOBSIC PORU 
Al PAR PHARM 11!!m160NG1.ll.m 

11'75141 001 
MAY 29, 1998 

11'15141 002 
MAY 29, 1998 

ASPIRIN; OXYCODONE HYDROCHLORIDE; OXYCODONE TEREPHTHALATE 

TABLET; ORAL 
OXYCODOHB AND ASPIRIN 

M HALSEY 

!,! WATSON LABS 

ATENOLOL 

TABLET; ORAL 
A'J.'DOLOL 

~;~10.38NG 

~,~,0.38MG 

N40211i0 001 
JUL 17, 1998 

1140255 001 
FEB 27, 1998 

> ADD > Al GENPHARM ~ 11'74126 003 
AUG 26, 1998 >ADD> 

ATENOLOL; CHLORTHALIDONE 

TABLET; ORAL 
A'J.'DOLOL AND CHLOJl'l'HALIDONB 

Al MARTEC S0NG125NG 

!! l00NG1~ 

11'74404 001 
MAY 14, 1998 

11'74404 002 
MAY 14, 1998 > DLT > 

>~> 
>JU>0> 
> ADD > 

ATORVASTATIN CALCIUM 

TABLET; ORAL 
LIPITOR 

mDMliiWI N?l'M\UU 

iiHiJiif]f'-8 
iji iifaiCBiflmi 

WARNER LAMBERT WCPOR EQ l0MG BASE 

EQ 20MG BASE 

+ EO 40MG BASE 

ATRACURIUM BESYLATE 

INJECTABLE; INJECTION 
AftAcmtitm HSYLAU 

MARSAM !! 10NG/KL 

H 
AftAcmtltm HSYLAU PUif!YATIW PHI 

MARSAM JJjii, 

BACITRACIN 

~·•''''~~~:-M'iii'').-ml## 

• S,000,000 UNITS/BOT 

-~- ~''-N20702 001 
DEC 17, 1996 

1120702 002 
DEC 17, 1996 

N20702 003 
DEC 17, 1996 

11'74945 001 
JUL 28, 1998 

1174944 001 
JUL 28, 1998 

1111. 
N62456 001 

JUL 27, 1983 

~TRACIN ZINC; HYDRQCORTISQNI; NEOMYCIN SULfAU; PQLYMYXIN B 
SULFATB 

OINTMENT; OPHTHALMIC 

B ii:colll~ 
~ + MONARCH PHARMS 



U DltUQ HODUCT LIST / CUNULATIVB IIIUPPLDDT IIIDIIIID 8 / JAIi' 98 • AUG' 98 

BACITRACIN ZINC i NJOMYCIN SULFATE; PQLYMYXIN B SULFATE 
OINTMBNT; OPHTHALMIC 

• l 1III~ 
U + MONARCH PHARMS 

BACITRACIN ZINC; PQLYMYXIN B SULFATE 
OINTMENT; OPHTHALMIC 

• JI 

U AKORN 

ii ,Po£:~~ 
U + MONARCH PHARMS 

BACLOFEN 

TABLET; ORAL 

jl ~c---
• 
61 WATSON LABS 

y 

BEPRIDIL HYDROCHLORIDE 
TABLET; ORAL 

VASCOR 
:~:::m; 

' 

J.M -ll!i 

ll!!i 

i®ii 
iiM 

.-11,,11 
HH028 001 

JAN 30, 1995 

mn.l)U.l 

11''1229 001 

-11173092 001 
JAN 28, 1994 

11173093 001 
JAN 28, 1994 

>..Pl!!...> 
>..Pl!!...> 
>..!Q!L> 
>..!Q!L> 

BIPRIDIL HYDROCHLORIDE 
TABLIT; ORAL 

VASCOR 
+ JOHNSON RW 

• 
BBTAMmJASQNI VAL§RATE 

CREAM; TOPICAL 

300MG 

400MG 

• ·~ VALpATE Cft#lff'IID 
@ EQ 0.11 BASB 

BRINZQIJ\MIDE 
SUSPENSION/DROPS; OPHTHALMIC 

AZOPT 
+ ALCON 11 

BROMOCRIPTINE MESYLATB 
TABLIT; ORAL 

notNOCaIHm PffleATE 
y LEK PHARM 19 2.sp; PH 
-~~ 

61 + .NOVARTIS 

BUPRQPIQN HYDROCHLORIDE 

19 fl:M kMI 

TABLET, UTEND!m RBLBASB; ORAL 

{' ... :::- -
@ l0OMG 

' 

lll9002 002 
DSC 28, 1990 

1119002 003 
DBC 28, 1990 

1120816 001 
APR 01, 1998 

1117H31 001 
JAN 13, 1998 

Dl'17H2 001 

11'20711 002 
MAY 14, 1997 



U DRUG HOl>VCT LIST / CUMULATIVB SUPPUDlff mJlmD 8 / J»f• 98 - AUG• H 7 

BtJTQRPWQL TARTRATE 

INJECTABLE; INJECTION 
BUTORPJWIOJ, TUJll'lJ >..aR!L> 

>..aR!L> H 
>ADD> 

>..aR!L> H 
>..aR!L> 
>..aR!L> H 
>..aR!L> 

BEDFORI> D!Uil! 

BUTOUIWfOL '!'Uffl'l'B P,:,:TIVR nD 
BEDFORD NL 

D!U!I! 

1175045 001 
AUG 12, 1998 

1175045 001 
AUG 12, 1998 

1175045 002 
AUG 12, 1998 

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM 
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
ISOLYTE R IN DEXTROSE St IN PLASTIC CONTAINER 

B BRAUN 3'7MG/100ML;SGM/l00ML;31MG/100MI,; 
120MG/100ML;330MG/100ML; 
88MG/100ML Nl9864 001 - .. . . . JUN_ 10, 1993 .·.-........ ::•■-JLTl~~~' ......... . 
1Ui¥!Jl~ llt:mlffl 

'="''OH 

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM 
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE 

INJECTABLE; INJECTION 
ISOLYTE E IN DEXTROSE St IN PLASTIC CONTAINER 

B BRAUN 3SMG/100ML;SGM/100ML;30MG/100ML; 
74MG/100ML;640MG/100ML;S00MG/100ML; 
74MG/100ML N19867 001 - . . . . . . DEC 20, 1993 

,;i■f--,.,~~~·-;,,, 

CALCIUM CHLORID§; DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLQRID~ 

INJECTABLE; INJECTION 
PRJIOII s, m apqp•s ~ ~ 

H B BRAUN I 7s ~3MLAHft~ oo1 

CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

H 

ii 

• -
CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; 

SODIUM LACTATE 

INJECTABLE; INJECTION 
DEXTROSE St 
Cit B BRAUN 

IN LACTATED RINGER'S IN PLASTIC CONTAINER 
20MG/100ML;SGM/100ML;30MG/100ML; -- ~.9..9.~h:.9.9~t~ _ _:1,9~/!.9.9,~ .... ·.····JH.1.~l9. 001 -,i 

~kill 

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM 
ACETATE; SODIUM CHLORIDE; SODIUM CITRATE 

INJECTABLE; INJECTION 
ISOLYTB E IN PLASTIC CONTAINER 

B BRAUN 3SMG/100ML;30MG/100ML;74MG/100ML; 

- 640MG/100ML;S0OMG/100ML; 
74MG/100ML 1119718 001 

SEP 29 1989 uaiiQ 

CALCIUM CHLORIDB; MAGNESIUM CHLORIDE; PQTASHUM CHLORIDE; SQPIQM 
CHLORIDE 

SOLUTION; PERFUSION, CARDIAC 
PLEGISOL IM PLASTIC ,rr,u-



U 18N l'IIODUC'l' Lift / c:m!IL&'Hft SVHL31111Dft' - 8 / JMI' !II - AUG• H • 
CALCIUM Cjll.LORIDB; MMIJUIUM Cjll.LORIPI• POJWIW CHL0!\lIPli @9PIUM 

CHL0!\lIPI 
SOLUTION; NUUSION/Cllm>IAC 

PLBGISOL 1H PLASTIC CONTAIDR 
+ UIIOTT 17. 6NG/100ML; 325. 3MG/100ML; 

119.3NG/100ML;643NG/100ML N18608 001 
PD 26, 1H2 

CALCIUM CHL0!\lIPI; POJM81W Cjll.LORID§; §OQIW CHLORJPI 
INJBCTABLB; INJBCTION 

BPPI'@ nr IPJeYUC ~ 
H B BRAUKHIJ.3919/l0M,, 

"18721 001 
NOV 09, 1982 

H 

• 
• 
u 

-
SOLUTION; IRRIGATION 

• . -
INJBCTABLB; INJBCTION 

• 
H 

• . -

820002 001 
... APR 1·7, 1992 

,3om11oom,, 
'•'•:-:,.: N111H 001 

illmffM 

CALCIUM ~:91!P11 fOTASUW T::9UPI• AJW T:91IPI• PIW y.c:;T.m 

u 

ii 

INJBCTAM.B; INJBCTION 
• 

SOLUTION; IRRIGATION 
• 

-
CALfAC'fN!I 

INJBCTABLB; INJBCTION 
IIIPASOU' PRUDVATIVB ntn: 

+ ONY 35MG/ML 

C,Yl>l§ARIN! fHRE'JL 
TABLBT; ORAL 

AT~i,-
-~:-:~ 

i 
ASTRA PIWtMS 

+ 

---,. 
CMG 

ING 

HMG 

32MG 

"20521 001 
JUL ')1 1:)98 

"20838 001 
JON 04, 1998 

"20838 002 
JON 04, 1998 

1120838 003 
JON 04, 1998 

1120838 :,04 
JON 04, 1998 



U DaVQ ll'aoDUC'l' Lift / CINl'L&Tffll 8UHLINDT IIU8D 8 / JU• H - AVQ• H 

CVIS1t.YW 
TMLBT1 ORAL 

XILODA 
JtOCHB 

♦ 

CAfl'OfflIL 
T.ULBT; ORAL -~ • • • • • • • 

WATSON LABS 

150MG 

SOONG 

PIM --.. 
1lJ.B 

ma 
um 
llM 

CAP'l'OfflIL: IM>ROCHLORQ'l'HJMIPI 

u . --
SM9HPI 2!!ft2' 

11 + BRISTOL MYUS SQUIBB .a.M1ll11 

■ i ._ rrnr-rr·w 
CN9HPI HtH 

11 + BRISTOL MYUS SQUIBB Ulialllf! 

N208H 001 
AH 30, 1998 

lf20896 002 
AH 30, 1998 

1174451 001 
ll"D 13, 199Ci 

ll'ltHl 002 
ll"D 13 , 1996 

ll'IH51 003 
11"D 13, 1996 

ll'ltt51 OOt 
ll"D 13 , 199' 

1118709 001 

1118709 002 

1111709 OH 
OCT 12, 1984 

CAPTOfflILr HJPBOQlLOI.O'l'HIAZIQI 
TDLBT I OltAL 

,.liii, cam■ H/H - ~-
CN9HPI 5PLH • • 

BRISTOL lffDS SQUIIIB !Mi.a.a& 

• • • • 

..- Jf'···7,1·w 

CN'RW« MD~ ZDITH GOLDL!D~:: 

ma,ma 
um,ua 
um,.um 

c;wwwpxn 
CAPSULB, DTDDm> rtm.DSlll1 011AL 

CUMTJtOL 1.-
i 
+ SHIU 

♦ 

gpxoo,A 
TMLBT; OJtAL 

i'111r ··-11· 
+DUP<lllTPBAMS 

CApIDOfA; yyopoPA 

• 

--200MG 

300MG 

-251G 

9 

... -.. r.,,::i:i 
"""'' . 

ll'IHH 001 
J1lf 18, 1998 

117HH 002 
J1lf lit, 19H 

117HH OH 
J1lf 18, 1998 

1175055 003 
Jl1H 18, 19911 

lf20712 001 
HP 30, 1997 

llf20712 002 
HP 30, 1997 

11111111mmmmm 



U mlN ~ Liff / ~'ffflll IVHLIIIBft lftlllltD 8 / JAIi' H - AVG' H 

CAQlpon.; LJVOPOPA 

I • • 

TMLIT; ORAL , ..... ,, . 
i . 

DUPONT PHARMS 

• ♦ 

TMLIT, BXTINI>m> REI.BAS!; ORAL 
SINIMBT CR 
~\at'i .tR.laM 

i 

DUPONT PHARMS 

♦ 

CARISOPROOQL 
TABLIT; ORAL 

11 
c;q1121~~ 

M WATSON LABS 

CEfACLQR 

lRt~:N 
2SMG;l0014G 

S0MG;200MG 

BM 
.uem 

POWDIR FOR RECONSTITUTivN; ORAL 
Cl!ACLQll 

Y MARS»! BO HM Wf/!5m. 

Y IA H 7!1R w11111m. 

u BQ asom w,,sme 
Y BO 375m PllfML 

■17555 001 
1117555 003 
1117555 002 

- ~·•w•·-Tm, 

N19856 002 
DIC 24, 1992 

N19856 001 
MAY 30, 1991 

.... ifftft(ftl. 
NttN=~mim 

llto152 001 
DEC 03, 1996 

N64204 001 
FEB 18, 1998 

N64205 001 
FEB 18, 1998 

1164206 001 
· FEB 18, 1998 

116420'1 001 
FU 18, 1998 

CVM9W!! SQPJUM 

>..ilm.,> It 
>..ilm.,> 
>-61&.> It 
>..ilm.,> 

It 

M 

INJl!!CTMLI I INJBCTIOBI 
SRMOLP ltRPDI 

M 1MWtM PARTDU IR W MQ.(fl,U., 

IR HM Nl.(fl,U., 

IR 1g MPCGNe 

IR iQCII MQ/'fDL 

CJPTIZOXIg sopIUM 

iii 

' 
+ FUJISAWA HLTHCARE 

+ 

+ 

litdiilU
IIHilit

MIN•''=~Rllltm 
MUtM::::.,.n.m, 
BO S00MG BASE/VIAL 

EQ lGM BASE/VIAL 

EQ 2GM BASE/VIAL 

BO lOGM BASE/VIAL 

CEFIZOX IN DIXTROSI SI IN PLASTIC CONTAINIR 
i ~ lef'i.MHt.aith& 
II FUJISAWA HLTHCARE EQ 40MG BASE/ML 

CEFIZOX IN PLASTIC CONTAIBIBJl 
, ~ iliOWiM'JM'tit. 

; iiUiiilifl.,.tii 
+ FUJISAWA HLTHCARE 

+ 

EQ 20MG BASE/ML 

EQ 40MG SASE/ML 

10 

11641H 002 
AUG 14, 1998 

11641H 001 
.lWG 14, 1998 

11164170 001 
MAil 18, 1998 

11164170 002 
MAil 18, 1998 

NS0S60 001 
SEP 15, 1983 

NS0S60 002 
SIP 15, 1983 

NS0S60 003 
SEP 15, 1983 

1950560 005 
MAil 19, 1993 ---lf50589 002 
OCT 03, 1984 

NS0S89 003 
APR 13, 1995 

NS0589 004 
APR 13, 1995 



u oaua IPRODVC'l Lift' / c:ma..Tffll IUPIPLIIIIUT - • / ., •• H - ua• H 11 

SIMOJJMI sopIJII 

II 

R 

R 

INJBCTAILB; INJBCTION 
cppog:gg 

ASTMPHARMS 

Cffl"\I:PJN 
CAPSULl1 ORAL 

SPRT:R!! 
II ZIDIITH OOLDLINB 

I ..... 

IA UMMU/JllL 
IA 1.p MU/JllL 

IA 1,191 IYI/JllL 

POWDD POil UCONSTIT1JTION; ORAL 
DPLBX 

iiBII 

• 
♦ 

C'HLQMMffiPICQL 

CAPSULB; ORAL -$~ 
i 

II ♦ PARJCBI>ALB 

♦ 

Oiammm'; OPHTHALMIC 

IEQ lOONG IIIASI/ML 
IEQ lOONG UBI/ML 

llM 
SOMO 
lOONG 

II ~mwallil D u ♦ PARDDALB D 
POWDD FOR RBCONSTIT1JTION; OPHTHAI..MIC 

CHLOROMYCBTIN ,_ -
+ PARDDALI 2SNG/VIAL 

1114192 002 
APR 16, 1998 

1114192 001 
APR 16, 1998 

1114Hl 001 
APR 16, 1998 

'''#.J J1m 
NS0406 003 
N62117 001 

-ilUOl!H 001 

l'Mi.Bifffl 
NS0143 001 

CIILOMRPIJS9L 

• u 

SOLUTION/DROPS1 OPHTIW.MIC ,... 
PARDDALI en 

SOLUTION/DROPB1 OTIC 

~~~&ii "':~ 
~ -· . I":;.-. + ·~ 0.51 

CIILOMRPIICQL: HYDROCOltTISOQ ACJfAD 
POWDD FOR UCONSTITUTION; OPlfflllWllIC 

CHLOROMYCBTIN HYDROCORTISONI 

i ~-- ---f.-♦ IP~ 12.SNG/VIAL;2SNG/VIAL 

~fil2H 001 

-Ufft 
NS0205 001 

IUM?.M 
11150202 001 

C'HLQMMffiPICOL; HYDROCOltTISOQ ACJfATJ, PQLDM!iJI I SJJY'AD 
OIM'l'MINT; OPIITHALMIC 
0~'1' .. 

I -I
• PNUCBDALI lONG/GM,;SNG/GM; 

10,000 fflil!J.TS/Gr. 

CIILOMRPIJCQL §9PIJII SUCCJPD 
INJBCTAILB; INJBCTION --~-~ R ♦ PNUCl'DALB 

CHLORJ>IAZBPQXIPI 
TAILBT; ORAL 

LIBRITUS 
+ ICN 
• • , ... 
I 

SNG 
lONG 

---550201 002 

~-ROHS 001 



U NUGI taoDUCT Liff / ~'llWI SUPPLIIIRR 11M11Ra 8 / All' H • AN' H 

>.Am!..> 
>.JlliI..> 

>.Am!..> 
>.Am!..> 
>.JlliI..> 
>.JlliI..> 

c;m.qu>tmfOXJPI IIJDll~ 

u 
CAPSULIII; 01tAL 

LUUJM 
IOI 

i: -
CHLORJfflXJPJQ GLUCQPD 

SOLUTION; DDTAL 

• l'lilafan--. &m 
U + ZILA Ll.ll 

TUI.BT; DDTAL 
PIRIOCHIP 

+ PDIO PRODS (IS) 

CHLQRQTHJMJPI 
SUSPINSION; ORAL 

DIURIL • 
♦ MUCK 
i t•t%-Hiiiili 

TMLff; ORAL 
m!Wt 

H MUCK I ; -:=:-d>(ieili 

CHLQROTHJMJPI; gspPIQ 
TMLff; ORAL 

DIUPRBS-250 

2.5MG 

=a 

> .Am!..> BP MERCK 250MG;0.125MG 
>.Am!..> 

1119028 001 
AUG 13, 1986 

1120774 001 
MY 15, 1998 

N111170 001 
mlhtfti 

1111145 OH 
1111145 002 
•.•.•.•••.••.•.•.•·:,::::11 

1111635 003 
AUG 26, 1987 

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

Cffl.4l9'1'1W1PI• USWJP 

• 
TUI.IT I ORAL 
Din,:

1
y.so .•.. ,_ 
I<•:-

DIUPUS•S00 
>.APP..> BP + MD.Cit 
> ann > 
> .-:,,:.. > ill¥I< ;•' -~rrlilliliirr·rw; ..w.. _, __ ··' 
>..W..> 

CHLQROTHIAZIDJ §QDJW 
INJECTABLll:1 INJECTION 

DIURIL 

>~> t lli•=❖-•:•,ar·'JJ ~> ~ ~--

-if--
SO0MG;0.12SMG ._,,1w 

lri.tll:)ail 
CHLORfflQMZIQ IIJDllOCffleORIPI 

INJBCTABLll:1 INJECTION 

a ~•a 
• 

CHLORZQWOQ 

• 
M 

TMLBT; ORAL 

~ .. :,:,: 

WATSOH LABS 

CHOJ,,UTYRAMIQ 
POtmD; ORAL 

cp.pmwqp 
H NOVOPHARM 

H 

trTtiM 
25MG/ML 

.. 
ll.M 

IA 191 YIWPNPt 

ISl 191 YIDffcoop,w. 

12 

N11,;35 OH 

ldl,4ll ====~ 

J.1111 
1189563 001 

APR 15, 1988 

1181040 001 
AUG 22, 1989 

11743'7 001 
MY 28, 1998 

11743'7 002 
MY 28, 1998 



CHQLISTYRAMilffl 
POWDER; ORAL 

SRMDINID!I L:tGll'l 
M NOVOPHJWI 

M 

LQCIOLIIIT 
M BON 

M 
i 
i 
LQCIIOLBl'l' L:tqn 

Y EON 

M 

• • 
CIMETIDINB 

SOLUTION; ORAL 
CID'.l'IDilfB IIICL 

M DURAMBD 

TABLET; ORAL 
CIMB'l'IDilfB 

B ~:,,~ 

ii 

• 
B 
y ZENITH LABS 

M 

U DRUG HODVCT Lilft' / CIJll'IJ'LA'l'IVB IVHLBIID'J' liffliDD 8 / JUI' 98 • AVG' H 

19 1W YHlfQcgT 11743H 001 
MAY 28, 1998 

19 1W YHlffCOOfffi 11743H 002 

19 1W Yf:tlflPAcgT 

19 1W YfJI/SCOOfffi 

iiiai:mlil~ 
ilt1MiU---B 

19 18 Ul:tlf PACq'l' 

19 4cpl uswscooem. 
ieH~-.rmti
mtiGMtmtil~B 

300MG/5!11L 

Ba 
HM 
HM 
HM 
200111G 

~ 

MAY 28, 1998 

1174562 001 
AUG 15, 1996 

11745'2 002 
AUG 15 1996 

~ill 
~Q(K=U.ttmi 

1175110 001 
JUN 18, 1998 

..... 11:JJ.lltff:l ~:: :Jin,:= :::tttt$. 
.... ~lt!!/!f-1 ~=,=,nt:=:;i:=,f:$. 

~li~I 
~=i=Hf=ttff.S 

117H24 001 
JUL 28, 1995 

1117H24 002 
JUL 28, 1995 

CIMl'l'IDilffl 
TABLET; ORAL 

c;xm1pm 
M ZENITH LABS 

M 

i!!2!i 

J.2.1!& 

CIMBTIDilffl HYJ>ROCHLORIPI 
SOLUTION; ORAL 

CJRHPilffl & 
M COPLBY PIUWI 19 30Gm WE/Sm. 

CIPRQll'LQXACIN HYDROCHLORIDE 
OINTMENT; OPHTHALMIC 

Cil.OXAN 
+ ALCON IQ 0. 31 BASE 

CIPROFLOXACIN HYDROCHLORIDE; HYDROCORTISQlffl 

SUSPENSION/DROPS; OTIC 
CIPRO HC 

+ BAYER EQ 0.2\ BASE;lt 

CISAPRIDE MQNOHYPRATE 

TABLET; ORAL 
PROPULSID QUICKSOLV 

• Jma •FiM ,ii.a 

TABLET, ORALLY DISINTEGRATING; ORAL 
PROPULSID QUICKSOLV 

+ JANSSEN EQ 20MG BASE 

13 

117H24 003 
JUL 28, 1995 

117H24 004 
JUL 211, 1995 

117H59 001 
JUL 09, 1998 

N20369 JOl 
MNl 30, 1998 

N20805 001 
FEB 10, 1998 

dllllill 
N20767 001 

NOV 07, 1997 



U DltVG !PRODUCT LIST / ~Tift SU,IPUlllla'f mD1BD 8 / ilN/I• H - AVG• H 

CITALOfMM HYDRQBJlQMJPI 
TABLIT; ORAL 

CILIXA 
FOUST LABS 

+ 

CLfflASTJP ftlNM.D 
SYRUP; ORAL 

CT:WUP!I lfPPMD M MORTON GROVE 

CLINDAMYCIN PHQSPHAD 
CIUWI; VAGINAL 

CLBOCIN 3 

IQ 20MG BASB 

IQ 40MG BASB 

IQ 60MG BASB 

19 o.sm WR/SKL 

+ PHARMACIA AND UPJOHN IQ 2t BASE 

INJBCTABLB; INJECTION 
.,.. ~CIR PRO§IPMD • MPDll!liPIMIMi 

• 111:Q lSOMG BASE/ML 

SOLUTION; TOPICAL 

a s111&&~Giit.W- IPlf?WM 

• IQ U BASB 

CLQBl[fASQL PRQPIQNATE 

OIN'l'MDT; TOPICAL 
CLOJIIYQL HO,JQPD 

>~> M STIIFBL L.W 
>~> 

N20822 002 
JUL 17, 1998 

N20822 003 
JUL 17, 1998 

N20822 004 
JUL 17, 1998 

lf7US3 001 
MAR 13, 19911 

NS0680 002 
MAR 02, 1998 

aWf=f■ 
N62913 001 

OCT 20, 1988 

JIii■ 
N62363 001 

RB 08, 1982 

lf75057 001 
AUG 12, 1998 

CLQNIPJWIIQ HJPROCllLORJPi 
CAPSULB; ORAL 

n,omnMJII A 
M MYLM 

M 

M 

CLQNAZIPM 

TABLET; ORAL 
CJA!P!PW 

NOVOPHARM 

nm 
llli 

llm 

.P..:B!! --
>~> M 
>~> 
>~> M 
>..!ml.> 
>..!Im..> M 
>..!ml.> 

1._,tmfflUf:f~;.11:1r 

i 

«~
llM --

TABLET, ORALLY DISINTBGRATING; ORAL 
KLONOPIN RAPIDLY DISINTEGRATING 

+ ROCHB 0.12SMG 

+ 

0.2SMG 

O.SMG 

1MG 

2MG 

H 

lf74H7 001 
Aft 30, 1998 

llff4H'7 002 
Aft 30, 1998 

lf74H'7 003 
Aft 30, 1998 

lf74920 001 
AUG 04, 1998 

lf7H20 002 
AUG 04, 1998 

lf7H20 003 
AUG 04, 1998 

1120813 001 
DEC 23, 1997 

lf20813 0!)2 
DEC 23, 1997 

1120813 003 
DEC 23, 1997 

1120813 004 
DEC 23, 1997 

lf20813 005 
DEC 23, 1997 



>..W..> 
>..W..> 
>..AIIL> 
>..aim..> 

>..W..> 
>,.W..> 
>..aim..> 
>...Alm..> 

>..W..> 
>..W..> 
>..W..> 
>..N2JL> 

u oava IPltODUCT Lill'l' / CUNOLATIVB StJIPIPLIND'l man • / JD' H - AVG' H 

<;J.OHJPJffll HJDR.QCHLORIDP! 
INJECTABLB; INJECTION 

l~ 
+ R.OXANB 

CQLI§TI!m'HAJ'I SQPIYM 
INJECTABLB; INJECTION 

COLY·MYCIN M 
i NIDI-
+ PAR.KIDALB 

,~--
0.lMG/ML 

iiMtfiii}fmffl»:i 
11:Q lSOMG BASI/VIAL 

-.111111 
N20615 001 

OCT 02, 1996 

ffl-iU.lffl 
NSOlOI 002 

SUSPDSION/DR.OPS; OTIC 
COLY·MYCIN S 

j BiaMffi.Wi l;i:lf~-}. i@.Hiti.fl 
+ PAR.UDALB IQ 3MG BASlll:/ML;lOMG/ML; 

11:Q 3. 3MG BASE/ML; 0. SMG/ML .150356 001 

CQRTICOTflQPIN 
INJECTABLE; INJECTION 

i1L.=:==B.D. 
@ PAR.Klli:DALI 
@ 

CRQMOLD! SQPIYM 

1:r--,-«= 
25 UNITS/VIAL 
40 UNITS/VIAL 

,-:=~--., 
@ 20MG 

SOLUTION/DR.OPS; OPHTHALMIC 
g2J&I 

U DUSCH MD LOMB il 

■tlil:11 
N08317 002 
N08317 004 

~t• 
N16990 001 

M74443 001 
J»J 30, 1995 

CR.0ffl)LD! SQPJW 

it 

u 
caqp.p PJPI 

MJV UMBDIBS il 

omc:;ga 
It + ALLIR.GAN il 

i ..-rtiifiMtf'Mli lf 

CYCLQUNZN>IIffll HJDR.OCHLQBJPI 
TABLET; ORAL 

II ~PIA 

y WATSON LABS 

CYCLQSPQRiffll 
CAPSULB; ORAL 

HORAL 
NOVARTIS 

>..aim..> 
>_aDIL> 
>..aim..> BX 
>.Alm..> 
>..aim..> BX 
>.Alm..> 
>..aim..> 
>..A121L> 

BX + 

SMDIMMUNB 
>~> BX NOVARTIS 
>...Alm..> 
>..AIIL> BX 
>...Alm..> 
>_aDIL> BX + 
>_aDIL> 
>..W..> 
>,.W..> 
>,.W..> 
>,.W..> 
>,.W..> i 
>..W..> 

-um 

2SMG 

SONG 

lOOMG 

25MG 

SONG 

lOOMG 

Ml --

1!S 

M74'706 001 
APR 29, 19H 

M'IUH ooi 
NOV 30, 1994 

1150715 001 
JUL 14, 1995 

1150715 003 
JUL 14, 1995 

1150715 002 
JUL 14, 1995 

1150625 001 
MM 02, 1990 

lr50625 003 
NOV 23, 1992 

1150625 002 
MM 02, 1990 



U DaVG PRODUCT Liff / CUNULATJ:VB IUPPLl'lllft lllflllllD 8 / JUI' H - AVG' H 

>..W..> 
>.JlltI..> 
>..W..> 
>..W..> 
>..W..> 
>..W..> 
>.JlltI..> 
>.JlltI..> 

•=~tiliiidit'ii 

ta 

>..AWL> 
>.Alm,.> 
>..Aim..> BX 
>_AWL> 

iii 

SOLUTION; ORAL 
NEORAL 

+ NOVA."tTIS 

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

SANDIMMUNB 
BX + NOVARTIS 

♦ 

-tum 

lOOMG/ML 

lOOMG/ML 

i~ 

>.JlltI..> 
>..W..> 
>.JlltI..> 
>..W..> 

?Pa.t~•k:=._ 
DACARBAZIQ 

INJBCTABLR; INJECTION 
PY"!Bl!HJU >_AWL> 

>_AWL> H 
>..AWL> 

GRNSIA SICOR PHARMS 200'9/yIAL 
P'HC-pog 

> _AWL> H + BAYRR 

QACTINOMYCIN 
INJICTABLR; INJBCTION 

COSMRGRN 

i ■.i:';:mv.t-

209"9/VW. 

&tli~ 

NS0716 001 
JUL 14, 1995 

NSOS74 001 

:iti11:li 
.,111=1■ 

1175259 002 
AUG 27, 1998 

1117575 002 

NS0682 001 
.W:ffMffi 

PAAUPMIN SQPIW 
INJBCTABLR; INJECTION 

.. ,,,,~····:···,=:,::·········:::-. ......... :;;::;;.:;:~:;,;,·······;:,r.;;::,:,········:: ~ 'I ll!CIIV .. ~❖- _,.,-.,.,.,IVJ<,:w:.,,Ni 

+ 

DNfAZOL 

CAPSULR; ORAL 
PMN9L 

M BARR 

M 

pyogm 
M SJIINOPI 
M 

PJWNQJUJBICIN HJPR091LORJPI 
INJBCTABLR; INJECTION 

CDUBIDINR 
+ Bllml'ORD 

H + BBl>FOJU> 

10,000 IU/ML 

lll!l 

llm 

lll!l 
llm 

BO 20MG BUI/VIAL 

-~••t•1..,_ 
61 GINSIA SICOR PIWIMS IQ 2919 MQ/yw. 

Pl§OGHT.UL; IIffJNYL HIMQIQL 
TABLIT; ORAL-28 

MIRCIT'TI 
+ ORGANON 0.1SMG;0.02MG 

H 

111202117 00<1 
JNf 30, 1998 

117<1582 003 
MAY 29, 1998 

117<1582 002 
MAY 29, 1998 

111.7557 003 
11117557 OH 

N64103 001 
PD 03, 1995 

N50731 001 
JAIi 30, 1998 

llrH212 001 
JUN 23, 19911 

1120713 001 
APR 22, 19911 

I" 



1.?UoXPF.YM 
GIL; TOPICAL 

DIUJOXDlll'.l'UOIIII 
H TARO 

H 
'JOPJCOff 

HOBCHST MARION RSSL + 

OIRl'.t'MDT; TOPICAL 
DBSOZDlll'.l'UOIIRI 

H ALTMA 

PR'J'RON'IPPTN!IQ SMAIi 

• M 
a -.at.i .. wr·•, M + . . . ... n..?i.l.ilJ . 

PU'fflOSI 

I 
H 
H 

IIIJBCTABLI; IIIJICTION 

U RUG H0DUC'i' Liff / c::uNIJLA'Hftl nPIPLalft maD 8 / JU' H • AUG' H 17 

1J.B 

1J.B 

Yll 

llfit-~ 
BQ 0. lMG PHOSPHATI/IBfH 

• .,:f.Mi.M''."'" ..... 
BQ 0. lMG PHOSPHATI/IBfH 

----

lffHH 001 
JUL 14, 1998 

RlHH 001 
MAil 29, 1982 

lff3U0 001 
APR 01, 1998 

.._mm 
N13U3 001 ~--N142"2 ·001 

•tnn• 
1184935 001 

-t• 11184051 001 

IHIGrlll ..... -::::~ 

RH730 001 
R1Cl730 002 

l>p'l'ROfl 

INJBCTMLl1 INJBCTION 

I 
DDTROfl! rm&IUN c:;m.qtIDB• NJVHW cm.qtIQI: W.YHW 
riiimn0fiwR, IPPIW imAD 

INJBCTMLI I IIIJBCTION 
ISOLY'l'B P Ill DUTROSI st II/II PLUTIC COffl'AIIID 

B IUUWI/IJ SOM/100NL131MG/100NL1130MG/100NL; 
2PI0/100NL1320MG/100NL 1119873 001 

1993 -
IIIJICTMLl1 IlfJBCTIOII 

ISOLY'nll II Illf DDTROSB st Ill PLUTIC CONTADiD 
B IIUWII SOM/lOONL130NG/lOONL;97MG/100NL1 

220MG/100NL1140MG/100ML Nl9844 001 
1993 -

Ilf.'mCTULI I IIIJBCTIOII 

H 
lf!L!If..! DI PIID9 

• -



....___ 

U DaUG PRODUCT LJ:ff / ~•HYB IDIILBl!ffl' ffllmD 8 / JAR' H • AN' H 

INJBCTMU1 INJBCTION 
.If. 

At ■-IIIWii 

ii - num-.1 
RlfflOSI; POTASSIUM CHLQllJPI 

INJICTABU1 INJBCTION 

At 

ii ~ MtB•tiMO♦M 

lfH'IH 001 

~:Ji1!&:1 
BWHU1il.~ 

DEXTROSE; POTASSIUM QILORIDE; POTASSIUM PHOSPHATE, PJWJC; 
SQPlUM AC§TATE; SODIUM QILORIPJ 

INJICTMILB; INJECTION 
ISOLYTE MIN DEXTROSE 51 IN PLASTIC CONTAINER 

B BRAUN SGM/lOOML1150MG/lOOML;l30MG/lOOML; 
280MG/lOOML191MG/lOOML Nl9870 001 

~ l.Wlll'ol~Ei:t■t'3lit: ~iiii 
PiiXJRQS§; SQPIUM CHLQRIDI 

INJICTABLE1 INJECTION 
DEXTROSE 101 AND SODIUM CHLORIDE 0.9' IN PLASTIC CONTAINER 

: ~UN ta,i;a.11•,1• illlirlil 
DEXTROSE SI AND SODIUM CHLORIDE 0.91 IN PLASTIC CONTAINER 
! B. ... ~UN f~{;J,9.Q~J,,;_~_9.Q_~n.9.?~J,, ~M!.Q~.f ... 9.QJ 
i!D ~ ~H~i:l~l:tJB •tlt.H/lll 

t SEE SECTION 1. 4 OF INTRODUCTION 

PI.YUM 
INJIIICTABLlll1 INJECTION 

d PJMIUI 
.. 

PJCLOflllNC POTASSIUM 
TMILH1 ORAL 

--SMG/ML 

AAJNIM 
>.Alm..> M • CIIIA 1M 
>..Alm..> 
>..Alm..> PJCLOfl\PS POTMHW 
>.Alm..> M TIVA DE 
>..Alm..> 

QICLQPQAC SQPIUM 

SOLUTION/DROPS; OPHTWWIIC 

y p:rg.onpc fQDIP! t 
ALCON .l,.ll 

VOLTHD 
y ♦ CIIIA .l,.ll 

DICYCLONitfll! HYDRQCHLQllIPI 
TABLBT; ORAL 

ii PJiif"IP D ,_ 

e 20MG 

Qif'LOMSOQ QIAC§TATB 

CRIAM1 TOPICAL 
o::m.ousog 1:w:;n1u 

y ALTUA .tJll 

H 

,."'t""-"~ ~'"~ ;,";:,·,ifJJ 
1872371 001 

JM 29, 19'3 

IIIHH2 002 
NOV 24, 19513 

11175219 001 
AN 06, 199111 

112HH 001 
MAY 04, UH 

11120037 001 
MAR 28, 1991 

JHIIIH 
NHGOO 001 

JUL 29, 1985 

11175187 001 
MAR 30, UH 



PJFLQRASQNI PJACBTATB 
CRUM; TOPICAL 

,soacop 
61 + DBRMIK LABS . ; 

PJGQXIN 

L9ll 
thlli 

U DRUG HODVCT LH'l' / ~'l'IVB IIVPl'LIIIND'l' IIUIIID 8 / JU' H • AVG' H 

1120205 001 
NOV ... ~'1., ... un 
J!l!tll 

PJLIJYP HJPROCHLORIDB 
CAPSULB, IXTINDID ULDSl1 ORAL 

it 
BC + 

R 
BC + 

TI~t flj-

240MG 

ijR 

300MG , ... INJECTABLE; INJECTION 
01991111 

> ..ADIL> 6£ ABBOTT o.2s1900, IH020S 001 
AUG 28, 1998 

+ 360MG 
>..ADIL> 

>..ADIL> 
>..ADIL> 
>..ADIL> 

QILTIAZEM HYJ>RQCHLQRIQE 
CAPSULE, EXTENDED RELEASE; ORAL 

CARTIA XT 
8 ANDRX PH.ARMS 120MG 

• 180MG 

• 240MG 

• 300MG 

211,IJAZII ISL 
m MYLAN ,WIIQ 

m 1!.219 

m um 
PJ&IJ!III D m TORPHARM um 
TIAZAC 

it biYMi -BC + 120MG 

• :UM 
BC + 180MG 

N74752 002 
JUL 09, 1998 

N74752 001 
JUL 09, 1998 

N74752 003 
JUL 09, 1998 

N74752 004 
JUL 09, 1998 

H75124 002 
MAR 18, 1998 

H75124 003 
MAR 18, 1998 

H75124 001 
MAR 18, 1998 

H74H3 001 
AUG 06, 1998 

d!B.t~• 
N20401 001 

SBf.J.:J.A ... :!-.?.,.~ 

.11!111 
N20401 002 

SEP 11, 1995 

>..ADIL> 
>..ADIL> 
>..ADIL> 
>..ADIL> 
>..ADIL> 
>..ADIL> 
>...PLT..> 
>...PLT..> 
>...PLT..> 
>...PLT..> 
>...PLT..> 
>_DLT_> 

INJECTABLE; INJECTION 
PJllJ.YII ISL 

6£ ABBOTT 

6£ TAYLOR PHARMA 

PJLIJYP NLAD 

!l!!l& 

!l!!l& 

TABLET, BXTBNDID RILIASE; ORAL 
TIAMATI 

+ HOECHST MARION RSSL BQ 120MG HCL 

+ 

+ ,_ 
i 

ii 

PJNQPRQSTQNI 

BQ 180MB HCL 

BQ 240MG HCL _.,. -1-BmRJiltiB 

INSDT, IXTINDBD ULDSB; VAGINAL 
CDVIDIL 

; -lilF_. Wlii 

u 

H74H1 001 
APR 15, 1998 

H750H 001 
APR 09, 19911 

1120506 001 
OCT 04, 1996 

1120506 002 
OCT 04, 1996 

1120506 003 
4, J.996 



U DRUG PaoDUCl't Llff / CIIIULa'l'lVI IVHLIIIND'l' IIUIIID 8 / Alf' H • UGI' H :ao 

Pll9ffl0S'1'0Q 
IHSllllT, D.Tlffl>ID ULIASB; VAGIIQL 

CIRVIDIL 
+ PORBST LUS lOMG 

PlfflfflXPM.Pmffl HYJ>ROCHLORIP§ 

a 
Iii 

PIPYBJPJIMOLI 
INJBCTABLB; INJBCTION 

PJfflIJNOWF 
~ BBDFOIU) 

---12.SMG/5ML 

~ 

~-Hlftf.B:iim 

DQWAMINB HYI>RQCHLORIDI 
INJBCTABLB; INJBCTION 

P9WWP P 
H LUITPOLD 

H rwtSAM 

H 

AA 12.sm w111.1m. 
AA H •M !Yl{UL 

AA H • M w;,ag. 

N20Ul 001 
MM. 30, 1995 

11113237 001 
JAN 25, 1982 

117039 001 
APR 13, 1998 

,-'Ill■ 

1174545 001 
JUN 25, 1998 

1174279 001 
FEB 18, 1998 

117095 001 
MAR 31, 1998 

pouowg:01 IM>lt.QCIL9IIUQI: 1INOIQL NLMD 
SC>LU'l'IOU/DROPS I OPH'l'IW.NIC 

COSOPT 
+ MllllCIC IO 21 USlll;IO 0.51 BUI N20H9 001 

PQXIPIN HYmt.QCHLOR.JQI 

CAPSULE; ORAL 

• P911B& 

• • 
H 

H 

H 

WATSON LABS 

DQXQBUBJSJI! HYDRQCHLOR,JPI 

INJIIICTABLB; INJIIICTION 

ii ..,._l._ 
II 

.~,.,,. 
IMNtrm 

AA HM WI 

AA aw WR 

AA HM WI 

tMttUI , •... ,. 
H 

H 

~ 

BRISTOL MYIIIRS SQUIBB 1MffiM, 

som(fW, 
l00MG/VIAL 

DRQPQJPQL 
INJIIICTABLB; INJBCTION 

JRUM 
>~> H + AKORN MPG a,sm,ag. 

Aft 07, HH 

1173985 001 
MAR 29, 1991 

117:ill98S 001 
MM 29, 1991 

1173987 001 
MM 29, 1991 

llN:ill9:illS 001 
Aft 13, 1989 

llr'29:illS 00:ill 
APR 13, 1989 

lffi292S 003 
APR 13, 1989 

llrU7H 001 



>.RLL.> 

U DaUG PltODUC'l' Lift / ~Tiff SOHLllllla'l' mmD 8 / JU' H • AUG• 98 

P!9PPJPQL 
INJBCTABLB; INJIICTION 

a . ./'11111, 

POfPJQM CHLOBJPI 

H 

• 
• 

PQWMJI SQPJQM 

INJBCT.ULB; INJIICTION 
LOVDOX 

·---
~ 
250MG/ML 

1omhlL 

HM 
25MG 

35MG 

+ IRHOfflll POULDC RORER 40MG/0.4ML 

♦ 

♦ 

+ 

60MG/0.6ML 

80MG/0.8ML 

lOOMG/ML 

~--
--Tiii 
N09088 001 

1'Hl31 001 
FD 24, 1998 

i.iifa 
Nl8981 002 

DIC 24, 1986 
Nl8981 003 

DIC 24, 1986 

N20164 002 
JAN 30, 1998 

N20164 003 
MAR 27, 1998 

N20164 004 
MAR 27, 1998 

N20164 005 
MAR 27, 1998 

>..W...> 
>..W...> 
>..aim..> 
>...amL> 

lfTif'JIAIJPI 
INJIICTULB; INJBCTION 

INTBGltILIN 
+ COR 

♦ 

ERYTHROMYCIN 
OINTMENT; OPHTH11LMIC ............ • .. ,,,, m 

u AKOU 

OINTMENT; TOPICAL 

II 
M 

Ii 

,UVl.ili" 
+ HBALTHPOINT 

I . 
M • 

• M + 

75MB/100ML 

2MG/ML 

,. 
La 

fi 
21-

ORAL 

llM 

PYTHRQMY£JI mrYLSQCCJPII 
SUSPllmSION; ORAL 

IRYTHROMYCIN ITHYLSUC:C I ti:UWi 

21 

N20718 002 
NAY 18, 1H8 

1120718 001 
MY 18, 1998 

IIH030 ooi 
JUL 18, 1996 

1150584 001 
JM 10, 1985 .... 

1169273 003 

IM33H 003 

~•i'ul-tll 
1163398 003 



U DltVG HODUCT LIH / CUNUL&TIVB IUHLl!lllft lllluamD 8 / JN/1' 118 • AVG' H 22 

l§SMQLOL HYDROCHLOR:rp1 
INJBCTMLB; INJECTION 

UIIWIIBLOC 
♦ 8AXTIR PHARM PROD 

• 
♦ 

.!t. •r .. • 
i 

i 

l§TAZOI.AM 
TABLIT; ORAL 

.... ''1111·· .. 11 .... t:?MI 

a 
!~ WATSON LAl3S 

!I 

ISTRADIQL 

l0MG/ML 

l00MG/ML 

250MG/ML , .. 
------
----

FII.M, EXTENDED RELEASE; TRANSDERMAL 
ALORA 

BX 

BX 

BX 

Bi 

ii 

mt 

PROCTER AND GAMBLE 0.05MG/24HR 

ffiiii1D 

0.075MG/24HR 

0.1MG/24HR 

f:('jfib)fiiji 

tHitilt/iiffl'i. 

f:i:'~12i* 

N193H 001 
AUG 15, 1988 

N19386 003 
DIC 31, 1986 

1119386 002 

DEiJl11:t:.&I 

• 
~Ii.II 
Mltit!9WltB:1 

111741118 001 
AUG 19, 1997 

11174818 002 
AUG 19, 1997 

N20655 001 
DEC 20, 1996 

N20655 002 
DEC 20, 1996 

N20655 003 

=aitill 
-/~ij#: ,,~ 
.... ,~~JJi:==~, 
mte:::a~:z=i:J;J.H 

HJ'MPJQL 

FILM, IIIXTDDED RELDSllll; TRUSDDMAL 
CLIMMA 

BX + BBRLllllX 0.07SMG/24HR 

llllSCLIM >....61&..> 
> ....61&..> BX FOUINIBR O. 025MG/24HR BX FOUII 
>....61&..> 
>....61&..> BX 0.037SMG/24HR B 
>....61&..> 
>....61&..> BX O .05MG/24HR B 
>....61&..> 
>....61&..> BX 0.075MG/24HR II 
>....61&..> 
>....61&..> BX 0.1MG/24HR II 
>....61&..> 

>....61&..> 
>....61&..> 

BX 

H 

H 

!I 

FEMPATCH 
♦ PARO DAVIS 

TABLIT; ORAL 
UTUJ)lQL 

ENDEAVOR 

0.025MG/24HR 

i.:Jli --
>....61&..> BSTRADIQL; NQRE'HINQRQU! ACBTATI 

FILM, llllXTENDID RELEASE; TRANSDERMAL 
COMBIPATCH 

1120375 003 
MU 23, 19911 

N20847 001 
AUG 04, 19911 

N20847 002 
At.'G 04, 19911 

N20847 003 
AUG 04, 19911 

1120847 004 
AUG 04, 19911 

1120847 005 
AUG 04, 1'98 

1120417 001 
DIC 03, 1996 

H40138 001 
JAN 30, 19911 

111140138 002 
JAN 30, 19911 

111140138 003 
JAN 30, 19911 

>....61&..> 
>....61&..> 
>ADD> 
>ADO> 
>....61&..> 
>....61&..> 

RHOlfl!: POULENC RORER 0.05MG/24HR;0.14MG/24HR N20870 001 
AUG 07, 19911 

+ 0.0SMG/24HR;0.25MG/24HR N201170 002 

ESTRADIQL CYPIQNAD 

INJECTABLE; INJECTION 

~OE~~itfo~ ■If 
@ lMG/ML 
@ 3MG/ML 

AUG 07, 19911 

I■ Nll5470 001 
N85470 002 



U DIOQ HODVCT Liff / CVNULATlft IUHLIHllll'l' lffllmD I / JD' H • AVG' H 

>..Amt.> 
>..Amt.> 

JSTMDIQL VALQATB 

IQ 
IQ 

I 
§STRADIQL VALQATB; IJSTQSTJRONI §NANTHATE 

INJECTABLE; INJECTION 
DILAl>tJMONB 
!I. ~~~.S.~L MYERS SQUIBB ,~/~;~0.~/~ 
t IQUII _.fHMl/9& 
DELADUMONE OB : ~mL MYERS SQUIBB =~ilt;&;t 

§STRQG§NS. CQNJVGATl§P; Ml§PRQXYPROGESTIRQNE ACETATE 
TABLIT; ORAL-28 

NOHOa OH 
NOHOa 003 

;;;;isW 
1111:::::11 

N09545 001 
i&i'!dls 001 

N09545 002 
ittMs::102 

PUMPRO 14/14 
+ WYETH AYBRST 0.62SMG,0.62SMG;SMG,SMG N20527 003 

JAN 09, 1998 

l§TROQ 
INJECTABLE; INJECTION 

THULIN i ... rm.m 
0 PARDDALI 
• • 

mlt£RJIATI sopxUM 
INJICTABU:; INJECTION 

IDBCRIN 

■ lMGiML 
2MG/ML 
SMG/ML 

iiiJ:ff,jfjji; 
1111::::11 
N03977 001 
1103977 002 
N03977 003 

: :ffl:: i l&i:mll]iilii 
~ .. $.0.~ ... ~'1!.IV.I~ 
••::: ... ''Nil~ IHHi•=il 

>.Alm..> 
>.Alm..> 
>Jllil..> 
>Jllil..> 

rnw:BYJJC ACID 
TMLff; ORAL 

BDBCRIN 
MUCK 

+ 
~ Mi.:if~,::.,_ 

2SMG 

HI 
1M 

ITHiffi ISTMPJQL1 LIY9"9Ml§NL 
TABLIT; ORAL-21 

LEVLITE 
BBRLIX LABS 

M LQiM,,,ll,UlH-21 

M WATSON LABS 

TABLIT; ORAL-28 
LEVLifl 

BBRLIX LABS 

• ~J:1!5(30-28 II .. 

M WATSON LABS 

0.02MG;0.1MG 

IBtMHf.ata 
.t:.!W!il .L.lll!i 

0.02MG;0.1MG 

f;MtUJM 
i.:.lll!il .L.lll!i 

ITHiffi l§TRADIQL; NQRITHIP9Q 
TABLIT; ORAL•21 

..... -.ml 1/3511-21 • • 

M WATSON LABS 

TABLIT; ORAL•28 
..... E11Di.11/3511-28 • • 

M WATSON LABS 

·--0.0351!iblli 

tfflffli'-
0, PHl!11 Hi 

23 

Nl6092 001 
Nl6092 002 
ffiftl?ff.l 
IHU.2\Bll 

1120860 001 
JUL 13, 1998 

.... liftll~?lti 
DIC/Ui:>it!DJ 

11173592 001 
DEC 13, 1993 

1120860 002 
JUL 13, 1998 

.~ltffl .W.,.,1,1 .•... ,.,iUl 
11173594 001 

DIC 13, 1993 

.11111 
1117HH 001 

APR 12, 1988 

.1117H81-001 
APR 12, 19H 



U ._ Ncmuc:T Lift / c:a'ULA'l'ffll ~ IIUIIIRllt 8 / All' H • AN'H 

lll'J'9P9WIC 

M 

M 

M 

M 

M 

• 
M 

M 

CANULB; OIAL 
mweM 

UICmf UM 
TARO 1Uli 

UM 

TABLBT; OIAL 
mweM 

CHBLSBA LABS !Um 
MYLMI !Um ~- .. 
TARO !Um 
WATSON LABS !Um 

TABLBT, BXT!ffl>ID RELEASE; ORAL 
LODID XL 

+ tlYBTH AYDST SOONG 

ITOPQSIDIIII 
INJECTABLE; INJECTION 

m>fOSJPI 
H IWtSM 

IT9PQSJPI ffiQSf'HAU 
INJECTABLE; INJECTION 

2919/m. 

;._,::lMd::::- IUitiM:''mitiiwt 
ETOPOPHOS PRESERVATIVE FREI 

+ BRISTOL MYERS SQUIBB BQ lOOMG BASIE/VIAL 

+ IQ !>OOMG BASE/VIAL 

lffH29 001 
JM 30, 1998 

lffH'H 001 
Aft 30, 19H 

lffH71 002 
Aft 30, 1998 

H 001 

lff5074 001 
MAR 11, 1998 

lffU92 001 
AN 1', 1997 

11205114 003 
JAN 20, 1998 

llffUH 001 
JAN 09, 1998 

..... fffl.t!Nffil. 
M1\il1lf'tffl 

N20457 001 
MAY 17, 1996 

N20906 001 
FIB 27, 1998 

fMQTmm 
'fAILft, ORALLY DIS7.llfflalATDIG; OUL 

tuCID UD 
Nmtat 2cm 

♦ 4Gm 

-2cm 

fPOfilf0II 
CAPSULB; ORAL 

LIPIDIL 
ID UIOTT lOOMG 

i iaU,Wll@i]ii --TltICOll (MICRONIZID) 
♦ UIOTT 67Mt1 

a 
11 ~ iil'iW!itWUM 

Dn'MJL SJND NIPD'lJYI DU 
it UIOTT 19 0, OM IWl!lfm. 
At + ILKIINS SINN 

At NUSAM 

a 
At 

19 9,9M IWl!lfm. 
19 9,9M IWl!lfm. 

33 

1120752 001 
MY 28, 19H 

1120752 002 
MY 28, HH 

-N1H18 001 

N19304 002 
PD 09, 1998 

llff27H 001 
SIP 24, 1991 

1119101 001 
JUL 11, HH 

llffHl7 001 
nB 03, HH --lflH19 001 



U Dll'IJG HODUC'l' Liff / ~'l'lVIII IVHLllll!DIT IIVDD 8 / JUI' H • AUG' H 25 

i 

• 
• 
• 

fLOOC:INQ!IDJ 
CRUM; TOPICAL 

fLUOCDPlPI y DIWCIS HLTH 

II tiii 

n,tJOROURACIL 
INJECTABLE; INJICTION 

.. ,. -SONG 

75MG 

lOOMG 

Lm 

Hffi 

• ~-t•}-.. 
It ♦ sop1m. 

fI,YfflPIAZIQ DJC!MQAII 
INJECTABLB; INJECTION 

FL'RIRYm PJCMMII 
IQ KING PHARMS 2M{5 

1119960 001 
DBC 30, 1992 

1119960 002 
DEC 30, 1992 

N19960 003 
DIC 30, 1992 

Ill 
N81225 001 

AUG 28, 1991 

N7HH 001 
APR 16, 1998 

>..!Im..> 

>..!Im..> 
>..!Im..> 
>..!Im..> 
>..!Im..> 

IQONYCIP! IUW:111 

.nMffft.tt.lMGiiliitiM 
0.05';!0 3.SMG IBASB/GM 

mm@1t.l 
NS0346 001 

itM'illti.JRHllilil -Illa 
0.051;!0 3.SMG IBASB/GM HS0345 001 

fLtJVQXMIQ NLMII 
TABLft; ORAL 

LUVOX ·- -2SMG 1120243 001 

N1JYJMP SQPIQM 
INJECT.ML!; INJICTION 

VITRAVINB PRBSDVATIW FRII 
+ ISIS 6.6MG/ML 

91P1fJB9ZJL 
CAPSULB; ORAL 

LOPID 1 wmtiifll 
9 lrMlltlil DAVIS PHARMS 200MG 
e 300MG 

TABLIT; ORAL 
errno;11e y TOUIWIM 

~ ,.J.Pfit:.:·-- ~ . ~ L. 

1RM -y + PMlltl DAVIS PHARMS 1!lM 

DIC OS, 1994 

J,120961 001 
AUG 26, 1998 

N1H22 001 
N1H22 002 

N750H 001 
JUL 20, 19H 

111H22 H3 
HOV 20, 1986 



GMMJCIN §ULPAT§ 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K .. 
• • • • • • • 

INJECTABLE; INJECTION 

~ 

llllX DaVG HODVC'l' LIH / CUIIULI.TIVII IIUl'IPLIIIIIIDff .... 8 / JD' H • AVG' H 

19 §OM Wl/100§ 
19 79M w11111omq. 
19 9, M WI/NL 
19 IM Wl/100§ 
19 !OM WlllOONL 
19 100m Wl/100NL 
19 1.2m WILS 
19 120m WlllOONL 
19 1.4m WR/NL 
19 1.&NG WILS 
IQ 1. am IWIB/NL 

19 2m WihlL 
19 2.4m WIIML 
a::•a••==w1t1-1a 
Mt•'tJM:•:•UUAtM 
WF'-W:':•pgum 
U:•:•JHM''•-
8':''IB:•:•MBMHM 
Wt:•:HN•'''Nll:fMile 
a::1cm1a::::m1t11M 
8tUM41WW 

IIH28H 008 
AUG 211, 19117 

IH28H 009 
AUG 28, 19117 

IIIG28H 010 
AUG 28, 1987 

N628H 001 
AUG 28, 1987 

NUSH 011 
AUG 28, 19117 

N628H 012 
AUG 28, 1987 

N628H 013 
AUG 28, 1987 

111112814 002 
AUG 28, 1987 

N62814 OH 
AUG 28, 1987 

IH2814 003 
AUG 28, 1987 

11162814 Oot 
AUG 28, 1987 

N62814 005 
AUG 28, 1987 

N628H OGG 
AUG 28, 1987 

N62814 007 
AU~. 2.8, .. )-98'.7 

◄lill~I 

• .a:u=t==·ni 
~~11til1B 
~'t~:llt~n 

illil 

GMMJSJI stJ'LfAT§ 

• 
ii 

• 
II 
ii 

• 

INJBCTUI.B; INJECTION 

IPliiMtiMM 
1uew••~w1e 
llPI\M~••ee 
IUMPiP:!H!i 
IPF\iltf•ttttt:t 

GLUCAGQN HJPROCHLQRpE RECOMBINANT 
INJECTMILE; INJECTION 

GLUCAGEN 
+ NOVO NORDISK 

GLYBURJPI 
TULET I ORAL 

qt,JIUIJPI <NJCJtO!IZIP> 

IQ lMG BASE/VIAL 

y INV»IED Lai 

y Di 

y MYLAN !:.!M 

y Di 

GAAMICIDIN; NEOMYCIN SULFATE; PQLYMYXIN B SULFATE 
SOLUTION/DROPS; OPHTHALMIC 

• l"~~ 
~ + MONARCH PHARMS 

2G 

N20918 001 
JUN 22, 1998 

11175174 001 
JUN 22, 1998 

11175174 002 
JUN 22, 1998 

11174792 001 
JUN 26, 1998 

11174792 002 
JUN 26, 1998 

... huJMl 



>..W..> 
>..W..> 
>.J!.ll..> 
>.APL> 

U HUG PaoD'UC:I' LJ:ft / C:UlfflLl.'fJ:¥11 ffHLIIIRlff lll'UIIIDD I / o7D' H • AVG' H 

WW!I§ID9U IM>ROCHLORIPI 
TULIT1 ORAL 

ltYTRIL 
8 SMITHXLINB BUCHAN RO 2MG USB 

GYPKJiOP&IN HYDRQCHLORIPI 
TULIT1 ORAL ,~ 

♦ 

ffll:NlfACIQ HYDRQCHLORJPI 

-------IQ 200MG USI 

RO 400MG USI 

RO 600MG USB 

HYDRQCHLO!:OfflIMJPI 

---10MG;25MG 

11 1ewrn 
11 wnrmn 
II 

II 

WATSON LABS 

HALOPP,Ipot. 
TULIT; ORAL 

II 'lfllllilib• 

19WIMI 

19 iM WI 

-

N20305 002 
,JUN 15, 19H 

N20H5 001 
NOV 06, 1997 

N20H5 002 
MY 14, 19H 

N20H5 003 
MY 14, l!IH 

..... ~ 
N13553 001 

N14162 001 
,JUN 25, 1997 

N14162 OH 
,JUN 25, 1997 

p,LOPPJpoL 

• 
II 

• • II 
• 
• 
• 
• 
• 
• 

-----0.SIG 

1MG 

:aMG 

5MG 

lOMG 

20MG 

p,LOPmpoL PISM!W'I 

INJBCTULB; IIIJBCTION 
RlzPPIDOL PPPIMD 

IQ NDFON> 19 IM MPflL 

IWQUI.IpoL LAC'fAD 

• • • 
• 

RO SIG BUI/NL 

RO SIG BAH/NL 

:a, 

lli71071 001 
NOV 03, lHG 

lli71072 001 
NOV 03, 1H6 

N11073 001 
NOV 03, 19H 

11171074 001 
NOV 03, 19H 

N11075 001 
AUG 04, 1H7 

lli71076 001 
AUG 04, 1H7 

N?Hll 001 
i1N/l 30, 1991 

N1251' 001 
PD 25, UH 

lli72517 Hl 
nB 25, 1993 



U Dll'N PIIOl>UCll' Lift / ~'i'fflll nt~ U'laD I / A1111' H • AUG' H 31 

IRMD! §OPIW 

R 

R 

II 

• 

IIIJBCTULllh INJBCTION 
HD PLUSH KIT DI PLASTIC con.UDR 
9 M PIWtN PAR'ffllfflS 10 UNITS/ML 

• 
i 11111•' 
j 

m.y:grr.oqn.ug 
M PHARM PARTmmS 

·---. 
i 

100 UNITS/ML 

ffi'MWM 
~~ 

10 um;utlL 

HBPARIII LOCK PLUSH PUSDVATIVIII PUI 
9 M PHARM PARTmmS 10 UNITS/ML 

• ,._ 
i 

100 UNITS/ML 

WH'Mlti_. 

fl$]MnM 

H17029 007 
MAY 06, 1982 

Rl.7029 OH 
N17 

HIPARIN LOCK PLUSH PRESDVATIVIII PUB IN PLASTIC CONTAIND 
9 AM PHARM PARTNDS 10 UNITS/ML 1117029 008 

• --t 
mum sop1w 

R AM PHlW4 PARTmmS 
R 
R 
R 
R 
R • • • 

100 UNITS/ML 

iilliMlii 

iuil*-mn. 

SIP 22, 1987 
1117029 009 

Slf..,t~ ...... ,~~.!J 

N17039 001 
H17979 001 
Rl.7651006 
H17039 003 
Rl.7979 002 
Rl.7029 004 
Nl76S1 00S 
Nl7029 002 
Nl7979 003 

myxp §9P1W 

I 
R 

II 

• 
• 
• 

IlfJBCTULB; INJECTION 
WMP§OPIW 
9 M PiWtM PARTNDS ·-
• -t 
• 

• 

10,000 UNITS/ML 

200 mlITS/lOOML 

NFMtP:tlM: 
Mt~t,:cdl 

10,000 UNITS/lOOML 

S,000 mlITS/lOOML 

1117651 003 

_,.. 
NlHll 006 

JD 30, 198S 

Mlll911 007 
JD 30, 1985 
~ 

5,000 UNITS/lOOML Nl9339 001 
MAR 27, 198S 

HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.451' IN 
PLASTIC CONTAIND 

9 B BRAUN 5,000 UNITS/lOOML ·- ISlMHiffBJi.ia 



U DRUG PltODUC'l' LIST / CUNULA.TIVB SUHLIIIND'l' man 8 / JU• 98 - AVG• 98 29 

HEPAAIN SODIUM 

6t 

a 

• • 

6t 

6t 

u 
6t 

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

PLASTIC CONTAINER 
@BBRAUN -~ 
@ 

@ 

200 UNITS/lOOML 

2:00:tmxnttj• 
5-

ililUWIIB#tU-
5, ooo UNITS/lOOML 

10,000 UNITS/lOOML 

Nl9042 002 
MAR 29, 1985 

.l~■~rll 
'-

N19!152 001 
JUL 20, 1992 

wlllll!ill 

:lililll 
DPARIJLB~DIUM 25 1 000 UNITS IN DEXTROSE 5\ 

N189ll 009 
JAN 30, 1985 

Nl89ll 008 
JAN 30, 1985 

IN_l'LASTIC 

® 

fl 

CONTAIDR 
B BRAUN 

~~ 

HEPARIN SODIUM 25,000 
PLASTIC CONTAINER 

"- B BRAUN 

® 

@~ 

• 

5 1 000 tJNITS/lOOML 

10.000 tJNITS/lOOML 

5,000 UNITS/lOOML 

s/qoq mtt#lioort, 
UGMt•-wm110~ 
s}oifoma'ITS/iifoML 

N19952 004 
JUL 20, 1992 

N19952 005 
JUL 20, 1992 

Nl9134 001 
MAR 29, 1985 

t:ti,sa o:ti:4 
'1®. ~l.W U!l~ ._ .. ~n.t,~ lii.$ 
~ill~lft:~ 
~2~L'Ues 

UNITS IN SODIUM CHLORIDE 0.451 IN 

5,000 UNITS/lOOML 

10,000 UNITS/lOOML 

sHfiHhmt'is/iOV.1¢ 

:to/Mo ffiXT$'/liiQffli 

N19802 005 
JUL 20, 1992 

N19802 002 
JUL 20, 1992 

iil!aoa=rnos 
J®=i!H i~ll 
.... II~M~J!~i 
J1ttt20Y 11,2 

HEPARIN SODIUM 
INJECTABLE; INJECTION 

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

@BBRAUN 

@ 

5,000 UNITS/lOOML 

5,000 UNITS/lOOML 

N19135 001 
MAR 29, 1985 

N191102 003 

• ._ 1Wlicbm1MJ~ "°itib:dii 
, 1Ji®rmt,ti11~ ~ll1!1J 

.;M.i/tf.Wi
HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0.91 IN 

PLASTIC CONTAINER 
@ B BRAUN -~ 1,000 UNITS/lOOML 

nii1=:wt1111~ 

6t 

6t 

6t 

6t 

M 

D!9P!_ ~~P!~ ~N !LY'l'J?owmfflpq. 

• n 
I! 

vwxtm 

s.ooo um:TShlL 
10.000 UNITS/ML 

30 c 000 UNITS/NL 

lBtU Mtl/Wi 
Utie Wfflt& 
a•tH mum 
a H m ·wtaM 

DPARIN SODIUM PRESERVATIVE PRBB 
6t + AM PHARM PARTNERS 11 000 UMITS/ML 

ill • Mzsw 
DPPLUSH-10 

AP AM PHARM PARTNERS 

K tw'lS:.MiiA 

tGHIMntm. 

10 UNITS/ML 

ij:=W#tjjjt; 

N19042 004 
MAR. ... :z~ .•.... 1-,_!!!S 
.... ntJf~?:ffl 
-.tDVi'UW 

M17029 013 
DEC 05, 1985 

1117029 014 
DEC 05, 1985 

N17029 015 
DEC 05, 1985 

1117029 OUi 
DEC 05, 1985 
.... m1mmm 
,,1.111ri 
.. f:ih= ::Jpj 

di.ml■ 
.... ~?Ht Hf 
b.rtC J)S{':i:JtS 

Nl7029 010 
AP!i 28, ).?,It~ 

dll~ilt 
1117'51 009 

JUN 26, 1984 
ad1.ts1,u1 .,,v::=:tt.:.. 



U DRUG PRODUCT Liff / CUIIULA'l'IVB WPIPLmmft' maD I / JA'Jlf' H • AUG' H 

HYDRALAZINJ HXPROCHLOftJPI 

>..PldI..> ... .. 
>..PJdI..> II • 
>-AmL> • 

INJECTION 

~np 
> ..PldI..> a ·½' 
>..PldI..> 
>-AmL> H + 
>-AmL> 

,. 
INM 
20JCQ/IU, 

HYDRQCHLOROTHIAZIQE; IRBESARTAN 

TABLET; ORAL 
AVAPRO HCT 
Ii SANOFI 12.SMG;7SMG 

♦ 12.SMG;lSOMG 

i .. m-~~°1ra, • 
• b;5MGfliJ• 

HYDRQCHLOROTHIAZIQE; METHYLQOPA 
TABLET; ORAL 

.. . Nl~A AND IM>ll~llel!IAUil 
Al A "- -== ... 
M ial;UM 

Ii 

@ 

1SMG;2SOMG 

2SMG;2SOMG 

HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
HYDROPRES 25 

:w: :; ~'WlOOK~ 
HYDROPRES SO 

>-Al2P..> BP + MD.CK 

:~i~.:u~= 
SOMG;0.12SMG 

ilh:U/8:i 
1108303 003 

J!B~?1Xl 
1118517 001 

AUG 22, 1985 

N20758 001 
SEP 30, 1997 

N20758 002 
SIP 30, 1997 

. ,~~1$• Cl:~t 
.,c./;9•1 

~o,,a 1>ta 
nt >.o, Ut? 

.-,Ha,. 0:Ct:I 

~Hil:U 
MUI. H~ 1.!IU 

N70829 001 
MAR 09, 1987 

N70830 001 
MAR 09, 1987 

N11958 002 
ld.it51i. 002 

Nl1958 003 

>..PJdI.. 

>-AmL> 
>..PJdI..> 

HYDR0CHLOROTHJAZIQE; IWQPINJ 
TABLET I ORAL 

HYDROPRES 50 u. • .-,::_::,:_ ISMi:tiaM 

HYDR0CHLOROTHJAZJPI; SPJRONQLACTOHE 

H 

• 
TABLET; ORAL 

"!!f!Rf!AE 

IIYpROCHLORQTHIAZIQE; TIMQLOL MALWI 
TABLET; ORAL 

TIMOLIDE 10•25 : ■i,,,-,:,=:lffl••• il1Jl■ 
HYDROCHLQRQTHIAZIQE; TRIAMTR,ENB 

CAPSULE; ORAL 
UIM'flUQ MP m>JtQCILORQTHIAZIQE 

H BARR ll&1 il.:aS! 

TABLET; ORAL 
UIM'flRPI MP m>JlQCILO!OTJIIAZIDB 

H BARR ll&1 ll.:aSJ 

HYDROCHLOROTHJAZIQE; VALSARTAN 
TABLET; ORAL 

DIOVAN HCT 
NOVARTIS 12.SMG;BOMG 

♦ 12. 5MG; 160MG 

30 

ltHO:JfH 

IIHHl 001 

M"i'IHl:ftl 

ltWl::::11 

1174970 001 
JAN 06, 1998 

1171251 002 
MAY OS, 1998 

N20818 001 
MAR 06, 1998 

N20818 002 
MAR 06, 1998 



U DRVQ PRODUCT LH'l' / CUNULA'l'IVB SUHLBIID'l' 111U1aD I / JU• H • AUG' H 

ID'.PBQCORTISQNI 
CREAM; TOPICAL 

It ~VII 

U PARKBDALE 

SOLUTION; TOPICAL 

-♦~ U + MEDICIS 

mi 
i.J1 

a 
ll 

a-,H~i:IH 
1188250 001 

JUN 06, 1984 

illMliU.1 
1180425 001 

ID'.PBQCORTISQNE; NEOMYCIN SULFATE; PQLYMYXIN B SULFATE 
SUSPENSION/DROPS; OPHTHALMIC .... ~•.·.·· 

~ . _----->.J!liI_> 
>.J!liI_> 
>...Amt.> u 
>...Amt.> 

+ MONARCH PHARMS 

SUSPENSION/DROPS; OTIC 

~o~ 

U + MONARCH PHARMS 

!£a!ROCORTISONI VaJ.tlRATI 

CREAM; TOPICAL 

lhJ.O 'UM':UdlMJ.t io+ooo ~tta./j\1L 
11,1 

jl 

>...Amt.> !!IJ,!R~ORIIIOD VALUATE 
>...Amt.> y COPLEY PHARM .2.:.ll 
>...Amt.> 
>...Amt.> y TARO .2.:.ll 
>...Amt.> 

WZS'l'CORT 
>...Amt.> y + WESTWOOD SQUIBB .2.:.ll 

OINTMENT; TOPICAL 
>...Amt.> !!IJ,!R2£21lIHONI VM!lllD 
>...Amt.> y TARO L.ll 
>...Amt.> 

WZSTCORI 
>...Amt.> y ♦ WESTWOOD SQUIBB .2.:.ll 
>...Amt.> 

&tiUOti 

1150169 001 

i$i>5.ii o:oi 
1160613 001 

1174489 001 
AUG 12, 1998 

1175042 001 
AUG 2S, 1998 

1117!150 001 

1175043 001 
AUG 25, 1998 

H111726 001 
AUG 08, 1983 

ID'.PBQMOJ!.PHOU ID'.PBQCHLORIPI 
SOLUTION; ORAL 

p:n,1pp:gp 
M ♦ KNOLL PH.MM 

M 
IIPl919V19P A 

ROXANII 

TABLET; ORAL 
PJielP'P1P y + KNOLL PH.MM 

y IXPl9l9VAI A 
ROXANII 

., .. 
5Nq/QL 

--
HYQRQXYAMPH[l'AMIQ ID'.PBQBRQMIPI; TJtQPICAMIDE 

SOLUTION/DROPS; OPHTHALMIC 
PARIMYD 

+ AKORH 1t;0.2St 

+. Mi- 1u♦tm 

HYQRQXYCHLORQOUINJ SULFAD 
TABLET; ORAL 

IJDIOJJCIJLOIOOIQ fULfAD y MYLAN ~ 

• Ui~oou:gg fULfHL,. 

y WATSON LABS ~ 

HYDRQXYUJ\P 

CAPSULE; ORAL 

DR;~~liDiiL:tacttM 3~ 

31 

lflH!ll 001 
DEC 07, 1992 

117H53 001 
JUL 29, 1998 

111!1892 001 
DIC 07, 1992 

1174597 001 
JUL 29, 1!198 

Nl9261 001 
JAIU.0., .:\-.9.~.;z 
J;Jl,:tlll 

1140274 001 
MAY 29, 1998 

Jt:ffll■ 
1140133 001 

NOV 30, 199S 

Jill■ 



lllX DRUG IPltODVCT LHT / ~'flVI 8UHLIIDIDT lfUNBD 8 / JD' H - AUG' H 

HYDRQXYURU. 

CAPSULE; ORAL 
DROXIA 

BRISTOL MYERS SQUIBB 200MG 

300MG 

+ 400MG 

mlM 
!I : ~f'.f9L MYERS SQUIBB 129& 
II _,,,,u. ID.II 

IM>ltOJIUUA 
y DURAMEI> !!Wm 

HYDROXYZINE HYDROCHLORIDE 

TABLET; ORAL 

~IICL 11:::JP 

• • 
!I WATSON LABS 

y 

y 

IBUPROFEN 
SUSPENSION; ORAL 

CHILDREN'S ADVIL n .-,:,~a,c:-
Bx WHITEHALL ROBINS 

uaup11om 
y ALPHARMA 

!m!D 
Al ♦ MCNEIL 

IR!9 
WI 
IM 
ll!!9 

.llli 

ll!!!l 

:(~I'm 

100MG/5ML 

1oom,1s5 

1oow;1s5 

N16295 002 
FEB 25, 1998 

N16295 003 
FEB 25, 1998 

N16295 004 
FEB 25, 1998 

NJO?.$. Q9l 
u·uist:tt:t 
N75020 001 

Jt.'L 30, 1998 

-nun:'·111 mt~rd.i,g 
N811U 001 

MAR 18, 1994 
l!H1150 001 

MAR 18, 1994 
N81151 001 

MAR 18, 1994 

u:~:11:~:~111 
N19833 002 

SEP 19, 1989 

N7U78 001 
MAR 25, 1998 >-Amt.> 

>-Amt.> 
N19842 001 >-Amt.> 

SEP 19, 1989 

IBQPR.Qm 
SUSPBKSION; ORAL 

-~mm.I .. -., 

TABLET; ORAL 

ii 18mml 

• • • 
• 
@ 

INDAPAMIDE 
TABLET; ORAL 

JPMMJPI 
y ALPHAPHARM 

y 

y TEVA 

INDOMETHACIN 
CAPSULI; ORAL 

:pq)(llpmCIN 
y ION 

INSULIN LISPRQ 
INJICTABLE; INJICTION 

HUMALOG PEN 
+ LILLY 

iti'Ml:a 

HM 
HM -400MG 

600MG 

800MG 

l.:.llli 

L.SW# 

l.:.llli 

mm 

100 UNITS/ML 

32 

J.11!7 

~mm 

.ii 
N72064 001 

JAN 14, 1988 
N72065 001 

JAN 14, 1988 
N71938 001 

JAN 14, 1988 

1175105 001 
JUL 23, 1998 

1175105 002 
JUL 23, 1998 

N7HH 002 
FEB 12, 1998 

N7HH 001 
MAY 28, 1998 

N20563 002 
AUG 06, 1998 



-

IQPAMIDOL 
INJBCTULB; INJECTION :,:o,mpor. 

K BLKIMS SINN m 
lm?WWL·iH 

M ADOTT m 
IQtWWL·H!I 

K ADOTT m 
lotWROll•l'l!I 

K AU0'1'T m 

IOTROJ.N! 
INJBCTULB; INTRATHECAL 

os;;fi 190 ;;;~~,,_ 
~~:+--

IHRLBX LABS 

OSMOVIST 240 -13DLIX LOS 

Jovp.sQL 
INJBCTULB; INJECTION 

OPTIRAY 240 
+ MALLINCKRODT 

OPTIRAY 320 
+ MALLINCKRODT 

OPTIRAY 350 
+ MALLINCKRODT 

40.n 

m~, 
51.3' 

511 

6H 

'141 

U Dll'UG !PaoDUC'l' Lift / CDIULA'HVIII llm!PLIIIB!ff -.0 8 / JU' H • AUG' H 

M'IUH 004 
MAR 31, 1998 

M'ISO0S 001 
PD 24, 1998 

M'IS00S 002 
PD 24, 1998 

M'IS00S 003 
PD 24, 1998 

M19580 001 
DIC O'I, 1989 

N19580 002 
DIC O'I, 1989 

N20923 001 
MAY 28, 1998 

N20923 002 
MAY 29, 1998 

N20923 003 
MAY 28, 1998 

IfMDQPIUtJ HOMIQIII 

+ 

• 
• 

liGUAL 

ISQSUW:M IWI 
INJBCTULB; INJECTION iL1r••· + US SURGCL 

QTMIQ HJDIOCHLOIIQIII 

INJECTULB; INJBCTION 

I.... ~RiJII~,-.. i .... 
K + PARDDI.\LB 
K + 

+ 

QTOfflOUN 

0. 0llHIG/lml 

jJ-2.SMG 

SMG 

• n 

CAPSULE, BXTENDBD RELDSE; ORAL 

,-.P•ili,- -
i .. . -

33 

.11111 
1119085 001 

DIC 29, 19H 

111'191 002 
APR 01, 19H 

1115191 001 
APR 01, 1996 

---MUl310 001 

MHl12 002 
M1H12 003 
H1H12 001 



>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..Alm..> 
>..Alm..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..Alm..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..aim..> 
>..Jll2.IL> 

>..miI,_> 
>..miI,_> 
>..Jll2.IL> 
>..Jll2.IL> 

U DRUG HODUC1' Lift / ~ n,,,,._,, IRIIIID I / Ail' H • AVG'H 

QTOPftOQN 

CAPSULB, IXTIHl)ID llBLBASI; OftAL 

iOR~ ftW 

l0OMG 

lS0MG 

Wl,IIIALOL HYDROCHLORU!I 

TABLBT; ORAL 

61 
LDffALOL IS34 

BON ll!E 
61 ll!li 

61 ll2E 
61 WATSON LABS ll!E 

61 ll!li 

61 ll2E 
61 ZENITH GOLDLINI ll!E 
61 ll!li 
61 ll2E 

LACTULQSJ 

POWDER FOR RECONSTITUTION; ORAL 
LACTULOSE 
~ ft~ 

+ l0GM/PACKET 

,aw 
111911' 003 

PD 08, 1995 

>..All!,_> 
>..Alm..> 
>.-..AmL> 

> 
> 

>.-..AmL> 
919816 002 >,.!RR_> 

PD 08, 1995 >..Alm..> 

LMQDI9JR 
TABLBT, CHlnW/aI,B; ORAL 

LMICTAL CD 
GLUO ULLC0MI 

+ 

LBPIRUpIN 
INJICTABLII; INJICTION 

RBPLUDM 

5MG 

25MG 

lOOMG 

1175113 001 
AUG 04, 1998 

+ HOICHST MARION RSSL SONG/VIAL 

1175113 002 
AUG 04, 1998 

1175113 003 
AUG 04, 1998 

1175133 001 
AUG 03, 1998 

1175133 002 
AUG 03, 1998 

1175133 003 
AUG 03, 1998 

1174787 001 
AUG 03, 1998 

974787 002 
AUG 03, 19911 

1174787 003 
AUG 03, 19911 

Jlltill 
N74712 001 

DEC 10, 1997 

LBtJPROL1p1 ACJTAII 
INJICTABLI; INJECTION 

YYUQLJPI ACJTIII 
HDFORD 

>..Alm..> 
>..Alm..> H 
>..Alm..> 

IIDl9I 
>...aim_> H + TAP HOLDINGS 
>..Alm..> 

LBVQVHpOL IMIMrII 
INJICTABLI; INJICTION 

LIVO·DllOMORAN 
+ ICN 

♦-~ 

TABLIT; ORAL 
LIVO·DllOMORAN 

+ ICN ~·-

WtP,M 

119/0,M 

2MG/ML --
2"4G -

H 

"20764 001 
AUG 24, 1998 

"20764 002 
AUG 24, 19H 

1120764 003 
AUG 24, 1998 

11120807 001 
MAR OS, 1998 

1174728 001 
AUG 04, 1998 

919010 001 
APR 09, 1985 



U Dlt'IJG HODUC'I' Ll:111'1' / CUIIULA'l'rnt IUHLDIDIT Ill.WU 8 / JUI' H • AUG' H 

LJQOCAINI 

DISC; ORAL 
XYLOCAINE --+ ASTRA PHARMS 

LIPQCAINE; PRJLQCAINE 

D.i.&.:; TOPICAL 
EMLA 

+ ASTRA PHARMS 

LIPQCAINI HYI>ROCHLQRIDE 

INJECTABLE; INJECTION 
L:tl>OCAINI IICL 

!f AM PHARM PARTNERS 
At .................. . I _._ 

LISINOPRIL 

TABLET; ORAL 

• .''~.14.: 
y 

II 
y + 

LORATADINE 

~:W'w.t 
•• i~ 

lli:t 
101 

2.51;2.51 

ll 

i 

,HAI 
.L.Um 

1111 
ll!!i 

±:Mei 

TABLET, ORALLY DISINTEGRATING; ORAL 
CLARITIN REOITABS 

+ SCHERING l0MG 

11uot:®1 
N14394 001 

N20962 001 
FEB 04, 1998 

N175H 001 
N175H 002 
fttlMitiml 11nu·,,m 

.... mtift?l.t$ 
UJHH~?::ma 

N1977'7 005 
APR 29, 1993 
.... ~t:mtti 
M'f:i::1'tW/1UI 

N19777 002 
MAY 19, 1988 

ffl,111111 
N20704 001 

DEC 23, 1996 

LQMZEPAM 

INJECTABLE; INJECTION 
1,9.PY,UM 

!f AKORN 

!f TAYLOR 

TABLET; ORAL 

liii>.ii LOIIIL.u 1111111 •:,:,• 

• • 
y 

y 

y 

WATSON LABS 

D!ilmi 

D!ilmi 

fGM --~ 
Di 

a 

LOTEPREDNOL ETABONATE 

SUSPENSION/DROPS; OPHTHALMIC 
ALREX 

+ PHARMOS 0.21 

LOTBMAX 
+ PHARMOS 

+ 

LQXAPINE HYDROCHLORIDE 

CONCENTRATE; ORAL 
LOXITANE C 

♦-+ WATSON LABS 

INJECTABLE; INJECTION 
LOXITANE IM 

" -· + WATSON LABS 

o.s, 
0.51 

ii(/fljM]i~id
EQ 25MG BASE/ML 

ieif'iM:Jliinta 
BQ 50MG BASE/ML 

35 

N74974 001 
JUL 23, 1998 

N75025 001 
JUL 23, 19911 

N7292G 001 
OCT 31, 1991 

N72927 001 
OCT 31, 1991 

N72928 001 
OCT 31, 1991 

N20803 001 
MAR 09, 1998 

N20S83 001 
MAR 09, 1998 

N20841 001 
MAR 09, 1998 

nmtkffi 
N17658 001 

itmiHM 
1118039 001 



U DJlVG IPllODUC'l' Lll'l' / CUNULA'l'IVII IUIPPLDDT ...U I / JUI' H • AVG' H 3G 

LQXAPINJ §UCCJNAU 
CAPSULI; ORAL 

I.... ,_,LPfllL, 
,. 

M 
y 

WATSON LABS 

y + 
y 

TABLET; ORAL 
LOXITANE .~ 
t 
lit 
@ WATSON LABS 
@ 

@ 

MAFENIDE ~CETATE 

CREAM; TOPICAL 
SULFAMYLON 

+ BERTEK PHARMS 
+ a:=n:t~ 

1:::111::11 
l(f$~\aD.1 
EQ l0MG BASE 
EQ 25MG BASE 
EQ 50MG BASE 

EQ 85MG BASE/GM 
imiiM:::w.tl.~ 

POWDER FOR RECONSTITUTION; TOPICAL 
Stn.FAMYLON 

+ MYLAN 51 

-lif17525 001 
lif17525 002 
lif17525 003 
N17525 004 

litillll 
N17525 006 
N17525 007 
N17525 008 

=.ii;:J:iir 

N19832 003 
JUN 05, 1998 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE. 
MONOBASIC; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE; 
SODIUM PHOSPHATE, DIBASIC 

INJECTABLE; INJECTION 
ISOLYTE S PH 7.4 IN PLASTIC CONTAINER 

B BRAUN 30MG/100ML;37MG/100ML;0.82MG/100ML; 
370MG/100ML;530MG/100ML;S00MG/100ML; 
12MG/100ML N19696 001 

SEP 29, 1989 

INJECTABLE; INJECTION 
ISP.~JIT~ S PH 7.4 -

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETAU; SODIUM 
CHLORIDE; SODIUM GLUCONATE 

!al 

!al 

lit~ 

it 

MALATHION 

LOTION; TOPICAL 

iv-
@ MEDICIS 

MANNITOL 

INJECTABLE; INJECTION 

ij}Jj 

o.5t 

NANNITOL 10, IN PLASTIC CONTAillfflR 
AP B BRAUN lOGM/lOOIIL 

ii ~ i@litci)ijj 

NANNITOL 1s, IN PLASTIC CONTAINl.a 
!! B BRAUN 15GIM/100NL 

dll■ 
N18613 001 

AUG 02, lS82 

N20006 002 

~iJ.ff~liffl 
amr:21rt:1:tin 

N20006 003 
JUL 26, 1993 



IRX DJlOO HODUCT Liff / CUNIJLA'HVB SVH~ man 8 / JAIi' 911 • AUG' 911 

IWJNITQL 
INJECTABLE; INJECTION 

II ~ 15' I!! JPWtI,_ 

II 
at 
ii 

at 

• 

IIWfflJTQL ao, 
B BRAUN -B BRAUN -
~ 

SOLUTION; IRRIGATION 

fMtlW 

llmlM 

RESICTISOL IN PLASTIC CONTAINER 
~J~AA-UN S.~f.:!:9.9M~ 
.._ 181::1~ 

MEc»JYWifflii IM>ROCHLQJUDE 
TABLET; ORAL 

INVDSINB 
+ LAYTON 
t. -tguj :Ji!CIB 

MEGESTRQL ACETATE 
TABLET; ORAL 

gqpn0L ACETATB 
y PHARMACHEMIE 

MIPDIDINB HYDROCHLORIDE 

TABLET; ORAL 

2.SMG 
t}HO 

i!!i 

II PltilfullCL -

.... ~dtffl 
Jmi'',:ffJ,'=,ut:i 

D1147311 001 
iii1)1:ft:t 

N20001i 004 

:.■■ 
N20001i 001 
~ .. ;?fi, .. J~?.~ 
,•, .@ffli:jft; 
i:!ffl(:J.f:f',, lt,l 

N16772 002 
ta:11:~f]li::i 

~l.C?.?.~1. ... 99.1. 
IIQ.'tHH:H! 

it74745 001 
FIB 27, 1998 

..... Rf-lltfBl 
ntf:f3'Cfaf:D.ft 

M§PPJPIQ HYt>ROCHLORip1 
TABLET; ORAL 
mpxpmg 

M WATSON LABS 

MESJILN4INE 

mm 

CAPSULE, EXTENDED RELEASE; ORAL 
.. PIF.r.~~.................................. . ......... .. 
~ -,,,j~~Ciu..t ~J.B 

+ ROBOTS LABS 

MBSTRANOL; NQRBTHINDRQNE 
TABLET; ORAL-21 

II !QEIII 11s91-21 

y WATSON LABS 

TABLET; ORAL-28 
Ii 121m.111/50H-2f 

y WATSON LABS 

l'ffl'iJAPOffli IM>RQCHLORID§ 
CONCDTRATI; ORAL 

gmpgg p 
M ROXAlffl 

TABLET; ORAL 
gmpgg RCL 

M EON 

M 

2S0MG 

fJtMH'W 

!.:,ll!i, -

UINHM 
!.:,ll!irl!i 

lOfi/NL 

-1M 

' 

37 

N401H 001 
JW 30, 1997 

arfasto 001 
APR 12, 19811 

NfOUO 001 
APR 30, 1998 

Nf02U 001 
MAY 29, 19911 

N402U 002 
MAY 29, 1998 



u DllUO HODUCT Lil'l' / CUIIULATIVB SVHLBIIIDff mmn I / JU• H - aw• H 

> DLT > 

MfflAPON1C HYDROCHLORIDE 
TABLIT, DISPBRSIBLE; ORAL 

NUMP9P IIICL 
M EON il!i 

METHOCA.RBAMOL 
INJECTABLE; INJECTION ...,., 

jj 

@ 

T~~~;.QAAI, 

111101 
lOOMG/ML 

> DLT > Al 
>_!Q!L> 

,,.dl:·ws 
@ 

.tDli 
750MG 

>.J!!!I..> y 
>..!Q!L> 

111'.l'HOCARIIWIOL 
l:~:~ 

@ 
um 
SOONG 

METOCLOPRAMIDE HYDROCHLORIDE 

TABLET; ORAL 
NBTOCLOPJUUIIDB HCL 

M I~ 

Ii 
@ 

@ 

METOPROLOL TARTRATE 

INJECTABLE; INJECTION 
IOl:TOPROLOL TARTRATB 

!f ABBOTT 

iPmAA 
H3MMP 
EQ SMG BASE 

EQ lOMG BASE 

llllG/IIL 

1175082 001 
MAR 25, 1998 

.,tl~tll 
N89849 001 

DEC 27, 1991 

1$.!iliiHI 
N85136 001 

il!JUlHl 
N85137 001 

~lil!iaf 
... ~b; 1gia1 

N72436 001 
JUN 22, 1989 

N70850 001 
FEB 03, 1987 

N75160 001 
JUL 06, 1998 

N§XILl]'IQ HYDROCHLORIDE 
CAPSULE; ORAL 

RIUeUJP IIICL 
II DANBURY PI-WU4A 

M 

M 

MITQMXCIN 

INJECTABLE; INJECTION 
NI'l'OIICYCJI 

H SUPERGEN 

g 

MONTELUKAST SODIUM 

TABLET; ORAL 
SINGULAIR 

+ MERCK 

TABLET, CHEWABLE; ORAL 
SINGULAIR 

JUii 

.ll!!!i 

llBi 

SNG/yw. 

20NG/yw. 

EQ lOMG BASE 

+ MERCK EQ SMG BASE 

MORPHINE SULFATE 

CAPSULE, EXTENDED RELEASE; ORAL 
KADIAN 

+ FAULDING 20MG 

+ 

+ 

+ PAULDIHG SVCS 

+ 

SOMG 

lOOMG 

20NG 

!$OM<¾ 

, 

31 

llil7HH 001 
An 13, 19911 

1117HH 002 
An 13, 19!111 

Jl7tH5 003 
An 13, 1998 

llliUH 001 
APR 30, 1998 

lllHlH 002 
APR 30, 1998 

N20829 002 
FEB 20, 1998 

N20830 001 
FEB 20, 1998 

N20616 001 
JUL 03, 1996 

N20616 002 
JUL 03, 1996 

N20616 003 
JUL .. 9~~- .J~.~~ no.t:i:•••: .. on·1 
.rot 9)¥: ~,~, 

1121!l1tl :OfJ2 
;;mt; :iil/:i11fi 



U DJlVG !l'JlODVCT LIST / CUHULl'l'IVB Stl'PPLBKU'l' lllmDD 8 / JAIi' H • AVG• H 

MORPHINE SULFATE 

CAPSUL!i:, EXTENDED RELEASE; ORAL 
KADIAN 

♦ ~:tN?~ l'flM 

TABLET, BXTENDID RELEASE; ORAL 
NOJlPIIJIIJ SULl'Aft 

Al AB GENERICS l!Slm 

Al 1!Y.m 

Al !!m 

!I ll!'!!i 

Al UM 
NS CO!I;tN 

!I + PURDUE FREDERICK 

!I + 

Al + 

Al + 

Al + 

BC + 

BC + 

BC + 

BC + 

ll!!i 

1!Y.m 

il!!! 

1001m 

2001m 

ism 
~MG 

iiQtffl 

lliQMG 

>...AQQ_> MYCOPHENOLATE MOFETIL HYDROCHLORIDE 

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

INJECTABLE; INJECTION 
CELLCEPT 

+ ROCHE GLOBAL S00MG/VIAL 

J~Rf:111~ 

11'7062 001 
JUL 07, 1998 

11'7062 002 
JUL 07, 1998 

11'7062 003 
JUL 07, 1998 

11'747H 001 
JUL 02, 1998 

11'747H 002 
JUL 02, 1998 

NUSH 003 
SEP 12, 1989 

N195Ui 001 
MAY 29, 1987 

NUSH 002 
APR 01!1, 1988 

NUSH 004 
JAN 16, 1990 

NUSUi 005 
NOY. .. 0~.•---~~~J 

ll~Stl. tt~ 
QPC-U/ -1n·9 

.Jf=Ht\tt~ ~zui~;u: 
NlJS.l.~ OQ,_ ,,wr-;.,; n,o 

NS0758 001 
AUG 12, 1998 

NApOLOL 

TABLET; ORAL 
cowa 

Al 

Al 
Al 
Al 

BRISTOL MYERS SQUIBB .i.Qli 

I . lffltijj 

I .... :-•· 
♦. 

NALBUffiINB IDPRQCHLORIDB 
INJECTABLE; INJECTION 
pyuqngg 

!! KING IPHARMS 

!! 

!W,OXONS HYDROCHLORIDE 
INJECTABLE; INJECTION 

M ~l!ICL 

@ 

1219/ag. 

20JIIQ/BIL 

!HMM 
0.4MG/ML 

NALOXQNI HYDROCHLORIDE; PENTAZOCINI HYDROCHLORIDE 

ii 

Al WATSON LABS 11110 0.SNG Wllll1 
19 SOM WB 

39 

1118H3 005 
OCT 211, UH 

1118H3 001 
1118013 002 
N180G3 003 
Jlf1HG3 004 

• 
1174471 001 

MAR 19, 19H 
1174471 003 

MAR 19, 1998 

... 11,111:•~ mnr::n•• 
N70172 001 

SEP 24, 1986 

. '1♦111/fH 
J»J.214/HH 

11'7473' 001 
JAN 21, 1997 



U: NUG PJtODUCT Liff / CIIIIULA'l'IVB SVHlaalllft' IIRlaD 8 / JU' H • AVG' H 

pw.npog HYfflOCHLQRIDB 

TABLBT; ORAL 
Ml,ftDOID IQ 

M BARR ll!!i 

.Y!D 
M ♦ DUPONT MERCK ll!!i 

NAPROXEN 

TABLET, DELAYED RELEASE; ORAL 
BC-NAPRQID! 

M ♦ SYNTEX 375118 

M + ll2!m 
NAPROXD 

y INVAMED 37511G 

M SOONG 

M PUREPAC PHARM ~ 

M ~ 

M TEVA ~ 

M ll2!!!! 

NAPROXEN SODIUM 

TABLET; ORAL 
NAPJlOXBN SQDIUM 

y AL HIICMA 1111:Q 2S0JIG BASIi: 

NARATRIPTAN HYDROCHLORIDE 

TABLET; ORAL 
AMERGE 

GLAXO WELLCOME EQ lMG BASE 

1174918 001 
MAY 08, 19!18 

1118932 001 
NOV 20, 1984 

11200'7 00:l 
OCT 14, 1994 

11200'7 003 
OCT 14, 1994 

N'ISOU 001 
FEB 18, 1998 

N'IS0U 002 
FEB 18, 1998 

N7U36 001 
FEB 24, 1998 

N7U36 002 
FEB 24, 1998 

1175227 001 
JUN 30, 1998 

1175221 002 
JUN 30, 1998 

1174480 002 
FEB 18, 1998 

N20763 002 
FEB 10, 1998 

@MTRIPTMf IM>RCIC'HLOftID§ 
TULBT; ORAL 

MDGB 
+ GLAXO lflLLCOMB 

UQMYCIN §ULfAU 
TABLET; ORAL 

~l'.;IN SULFATB 
fflA 

+ 

IQ 2. SMG BASE 

n:[:t,...,:::._ 
EQ 350MG BASE 

NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

SOLtrl'ION; IRRIGATION 

B g~ICWl'l"•Mj:ili&("" 

!! MONARCH PHARMS 

NICARDIPINE HYDROCHLORIDE 

CAPSULE; ORAL 
ncupIHg IICL 

M GENPHARM 

M 

NITROGLYCERIN 

.mm 
ll!i 

II 
FILM, EXTENDED RELEASE; TRANSDERMAL 

IIINITJWI 
iN !UIM!W 

Ml 

• 
Ml 

O,UIG/mt 

•PWW 
0.2118/D 

40 

N20763 001 
FD 10, 1998 

ifmfiliti 
N60304 001 

iillit'flii 
N60707 001 

lli7U28 001 
MAR 19, 1998 

117028 002 
MAR 19, 1998 

--· D89771 001 :, •• 
:1189772 001 

AUG 30, 1996 



-------~--· ~---

U DRUG HODUC'l' LIST/ cmmr.ATIVB SUPPLIINDIT NUIDD 8 / JAN''8 - AUG''8 

NITRQGLXCBRIN 
FILM, EXTENDED RELEASE; TRANSDERMAL 

II NIITJWf !iMlP 

!:ll O.:fNG/HR 

ii !hMlM 
!:ll O. 'NG/HR 

II•~ 
Y! + 

lii:ii; ,:,: 
- ,t 

Y! + 

Ii i►. 

Y! + 

Ii • 
!:ll+ 

HiftOGLYCBRIH 
!li MYLAN 

ll 
m 
M 
m 
y 
Al!1 

TRANSDERM·HITRO 
AB2 + NOVARTIS 

y ♦ 

®-
O.lNG/HR 

IDIIUR 
0.2NG/HR 

l#MIR 
0.4NG/HR 

14MIP 
o.,NG/HR 

O.lNG/HR 

lfiMtM 
0.2Nq/HR 

ihjjq/ji 

0.4NG/HR 

i>JM/P 
o.,Nq/HR 

0.1110/HR 

iiOOP 

-•111111 
HH773 001 

AUG 30, 1996 

J.fl.illilfl 
HH774 001 

AUG 30, 1996 

J'dl■ 
H20145 001 :.1,,,11 
H20145 002 

~,ii11lil 
H20145 004 

APR 04, 1995 

~,t;IIII 
H20145 005 

APR 04, 1995 

H75033 001 
FEB 06, 1998 

dllft:ilD 
H74609 001 

::iiitt:ti.i 
H74607 001 

AUG 30, 1996 

dl1!f1lfi 
H74559 001 

AUG 30, 1996 

H20144 001 

FE~~i441:.:1 
m21Vb!iti 

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

NITRQGLXCQIN 
FILM, EXTENDED RELEASE; TRANSDERMAl. 

TJWf§DlWMIITRO m + NOVARTIS 0.2Mq/D 

• ♦ 

m• 
11 i 

m• 
ii +. 

NORETHINDRONE 

TABLET; ORAL 
NOR-QD 

i ~ 
+ WATSON LABS 

NYSTATIN 

SUSPENSION; ORAL 
NYSTATIH 

M UDL 

OLANZAPINE 

TABLET; ORAL 
ZYPREXA 

+ 

• tttili"i 

@ 

@ 

IHNAI 
0.4Mq/HR 

f@Mm, 
o.,Mqlp 

iH~t• 

jj{j~ 
0.35MG 

100.000 mrITS/NL 

al~ 
2.5MG 

15MG 

20MG 

n 

1120144 002 
FE~ . . 2.'.1,, ),'-.?.~ 

.Ill■ 
1120144 003 

FEB 27 199' 

.1111111 
1120144 004 

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

-~11111 

iU,ffli'/'t.li 
N17060 001 

1154142 001 
JUN 25, 1998 

dll.11■ 
N20592 001 

SEP 30, 1996 
N20592 005 

SEP 09, 1997 
N20592 006 

SEP 09, 1997 



RX DRUG PRODUCT LIST / CUHULATIVB SUPPLBMENT NUIIBIR 8 / Ji:•:• 98 • AUG' 98 

OMEPRAZOLE 

CAPSULE, DELAYED REL PELLETS; ORAL 
PRILOSEC 

+ ASTRA MERCK 40MG 

ORPHENADRINE CITRATE 

TABLET, EXTENDED RELEASE; OR1\L 
NORPLU: 

!,! + 3M l00NQ 
ORPHDADRINI CITRATI 

!,! INVAMED ~ 

OXYBUTYNIN CHLORIDE 

SYRUP; ORAL 
DITROPAN 

ti : ~i~ mtcm us.t ~~,~!"' 
TABLET; ORAL 

DITROPAN 
AB + ALZA SMG 
y -i: ff{)g~ ~t<m MSt. .Yi 

OXYTOCIN 

INJECTABLE; INJECTION 
PITOCIN 

~ ♦ KING~S 
!f + PARKEDALE 

PARICALCITOL 

INJECTABLE; INJECTION 
ZEMPLAR 

+ ABBOTT 

1§ tiff ::lffittthffi 
10 USP UNITS/NL 

0.00~'-'IG/ML 

N19810 002 
JAN 15, 1998 

N12157 001 

N40284 001 
JUN 19, 1998 

N18211 001 
MtH:Oi?IOU; 

N17577 001 
it,;11 :o:o.t 

Milillt::ii:61 
N18261 001 

N20819 001 
APR 17, 1998 

> ADD > 
>~> 
>7u5i>> 
> DLT > 

PAROMOMYCIN SULFATE 

CAPSULE; ORAL 
iiWKATIN 

tt • ~Lr,;;~ 
; + PARKEDALE 

PAROMOMYCIN SULPATI 
!! CARACO 

ii 

l::,iiUl::11 
l,iul,,,;: 
BQ 25011G WI 

fiFU:MifFUU 

PENTOSAN POLYSULFATE SODIUM 

Cl.PSULE; ORAL 
ELMIRON 

+ ALZA 

;.~::~ 

PENTOXIFYLLINE 

l00MG 

ti~ 

TABLET, EXTENDED RELEASE; ORAL 
PBNTOXIPYLLIR 

~ BIOVAIL ~ 

PERMETHRIN 

CREAM; TOPICAL 
BLIMITI 

!,! + ALLERGAN 

PBRDTDIN 
!,! ALPHARMA 

ll 

ll 

PHE?-i,U:OPYRIDINE HYDROCHLORIDE; SULFISOXAZOLE 

"'*$!1' ~ii~ 

42 

N62310 l>0l 
likHfi:iRi 
M60!52l 001 
im:ifHffl 
NH171 001 

~---~'1., ... J~.?.:? 

•1111• 

N20193 001 
SE~ -~~ ... ),.?.~-~ 

1.tlfil~:ill. 

lf75028 001 
JUL 20, 1998 

lf19855 001 
AUG 25, 1989 

lf74806 001 
JAN 23, 1998 

~1111 



RX DR'OG PR.OD'OCT LIST/ ClJJl11LATIVII SUPPLDBRT HUICBBR I/ JAH'91 - AOG'H 43 

PHENAZOPYRIDINE HYDROCHLORIDE; SULFISOXAZOLE 

f~~'~•w• 
AZO::~I,SIU 
@ ROCHE SOMG;500MG 

PHENTERMINE HYDROCHLORIDE 

CAPSULE; ORAL 
PHBNTBRMINB HCL 

i!l EON 

@ 

TABLET; ORAL 
PHENTERMINE HCL 

+ $ON 

@ 

PHENTOLAMINE MESYLATE 

INJECTABLE; INJECTION 
PHBNTOLAMINB Mll!SYLATE 

!t BEDFORD 

RIIIGITINB 
!t + NOVARTIS 

PINDOLOL 

TABLET; ORAL 
PIKDOLOL 

!I PUUPAC>~ 

M 
@ 

@ 

Ii ru:rtctt W's 

a"i{sW 
37.5MG 

MM$ 

30MG 

SMG/VIAL 

SMG/VIAL 

-!ID& 
SMG 

lOMG -

Nl9358 001 
AUG 31, 1990 

Jlll~litlfi 
N88414 001 

OCT 19, 1983 

. J~iiMMi>~'~ 
SEl\2Si\l~B1 

N88605 001 
SEP 28, 1987 

N40235 001 
MAR 11, 1998 

N08278 003 

i.llll~IIJ~ 
ffl/4121: CHU 

AiJi:,, i,¥:tiib 
N74125 001 

APR 28, 1993 
N74125 002 

APll .. :;?~, .. l:!l.?.:3 

dll!~ill 

PINDOLOL 

TABLET; ORAL 
.... PI!J>9LOL . .. 
Y lO'rOK'tMS 

y WATSON LABS 

y 

Ha 
~ 

ll!!l 

PIPERACILLIN SODIUM; TAZOBACTAM SODIUM 

INJECTABLE; INJECTION 
ZOSYN IN PLASTIC CONTAINER 

+ LEDERLE EQ 40MG BASE/ML; 
EQ SMG BASE/ML 

+ 

+ 

PIROXICAM 

CAPSULE; ORAL 
PIROXICAII 

g ~CIJ',WS 

g 
AB WATSON LABS 

y 

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

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

1M 
;i'M 

ll!!l 

!!!.!!! 

n.lL111■ 
lf74437 001 

FEB 27, 1995 
lf7H37 002 

FEB 27, 1995 

N50750 001 
FEB 24, 1998 

N50750 003 
FEB 24, 1998 

t-!50750 002 
FEB 24, 1998 

.... i'HlUtJtft 
~,:::~'t~f:l't:ff. 

dllfill 
lf744fi0 001 

SEP 29, 1995 
lf744fi0 002 

SEP 29, 1995 

~OLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE. ANHYDROUS 

PC»'JP.~!L!i'.9.~ RECONSTITUTION; ORAL 
M .,. .. ... ~•,.•··· 



> ADD > 
> """ru5i'> > 

RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLBNBNT NUJO!IIR 8 / JMl'98 • AUG'98 44 

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE. ANHYDROUS 

POWDER FOR RECONSTITUTION; ORAL 
tmM,m 
@ INVAMED 236GM/BOT;2.97GM/BOT;6.74GM/BOT; 

5.86GM/BOT;22.74GM/BOT N73098 001 

POLYMYXIN B SULFATE 

INJECTABLE; INJECTION 
.. _ .. · Afflll9lJM ... _ .. _ ..... . 
U ♦ GLAXO W~ 

@ 

POLYMYXIN B SULFATE 
AP + BEDFORD 
ii ,t:t~ 

@1PJH01or, wttvn't.i 
EQ 500,000 U BASE/VIAL 

u,1g1,s~1,.,: 31:~~~ 
POWDER; FOR RX COMPOUNDING 

M 

M 

·~ 

POLY-RX 
~l'm( 

m'.mtjxa,•••• :suf.i,i'.ri 
J.),Wl)QC)!: 

@ 

iOIUM!h!ilt!t ffltlhWG 
100,000,000 UNITS/BOT 

liHiO!iM qoo•••-@tttlm 
100,000,000 UNITS/BOT 

POLYMYXIN B SULFATE; TRIMETHOPRIM SULFATE 

SOLUTION/DROPS; OPHTHALMIC 
TRIMETHOPRIM SULFATE MID POLYMYXIN B SULFATE 

AT ALCON 104 0:10 UNITS/ML; 
EQ lMG BASE/ML 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 

: ~UN 
P_Q__'l'_~SSIUM CHLORIDE 

!! + ABBOTT -;Ul)IBQ IN PLASTIC CONT~INl!:R 
29.SNG/ML 

AUG 31, 1993 

iii20:liS OH 
N62036 001 

N60716 001 
is oc1i1L itO:f 

.,:t,'til lHU 
N61578 001 

~,~1r1rn1 
N62455 001 

JUL 27, 1983 

N64211 001 
APR 13, 1998 

N85870 001 te:s li'ik O:iti 
N20161 006 

AUG 11, 1998 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 20MEO IN PLASTIC CONTAINER 

>~> !.f + BAXTER HLTHCARE 29.SNGI/ML )119904 002 
DEC 26, 1989 >~ 

>ADD> 
>JUio> 
>JUio> 
>JUio> 

>ADD> 
>JUio> 
>JUio> 
> ADD > 

> DLT > 

!! 

!! 

!! 

!t 

> DLT > ii,¢ 
>oi:T"'> .. 
>~> 
>ADD> 

POTASSIUM CHLORIDE 30MEO IN PLASTIC CQ_!ffAINEJ!, 
+ ABBOTT 2.24GM/100ML 

+ BAXTER HLTHCARE 2 • 24GM/1 OOML 

POTASSIUM CHLORIDE 4000 IN PLASTIC CONTAINER 
+ ABBOTT 2. 98GM/ lOOML .. . . 

+ BAXTER HLTHCARE 2.98GM/100ML 

TA13L.~,. EXTENDED RELEASE; ORAL 
'i'ffi:,;x . fiM't:tt ,;~ 
@ lOMEQ 

N201.61 003 
AUG 11, 1998 

N19904 003 
DEC 26, 1989 

N20161 004 
AUG 11, 1998 

Nl9904 004 
DEC 26, 1989 

..... t~tlM::Wll:~ 
d.1t:U/:,:ttH 

Nl938l 001 
APR 16, 1986 

POTASSIUM CHLORIDE; SODIUM CHLORIDE 

> DLT > 
>oi:T"'> 
>oi:T"' > 
>oi:T"'> 
>JUio> 
>"°ru5i'>> 
>7:ii:r> 
>oi:T"'> 
>oi:T"' > 
>oi:T"' > 
>~> 
>~> 
>oi:T"' > 
>oi:T"'> 
>oi:T"'> 
>oi:T"' > 
>JUio> 
>JUio> 
>oi:T"' > 
>oi:T"'> 
>oi:T"'> 
> DLT > 

INJECTABLE; INJECTION 
~~,i~,~~(mAr;o:tn••••tN®titiM•••~tl)j' ifi!i,t:x, 

l?LAS'.tl:c•:'•COffl'Al:Wi:K 
i wtiN 3"mG/iijoijth!iookG/looMt "!~!tl!!tli 

@ Nl9708 001 
SEP 29, 1989 

~t~i~~:t~ oto1s'- tN ®titw tmt>.ittlm o;ir:xt 
37MG/lOOML;900MG/lOOML 

PliAS'.rl:c••,:CONTAl:Nf:R 
PimilwN 'isw..!fijjoMtf!i:ookG/iifoMl;. .IJJl!tlfl 

® Nl9708 002 
SEP 29, 1989 

-ditba:toi o; :t:n :or:soo:tm'~tnt ~~:,i•::•f?~t 

75MG/100ML;900MG/100ML 

1J~tti~}iit/$G/lict~ .11111111 
@ llOMG/lOOML;900MG/lOOML Nl9708 003 

SEP 29, 1989 -<ma:t~,o;~~:;::~~!':::tjiiiii 



JUC DRUG PRODUCT LIST/ CVJCULATIVB SUPPLBMBNT NUDBR 8 / JA!f'98 • AUG'98 45 

POTASSIUM CHLORIDE; SODIUM CHLORIDE 

> ADD > 
>""'iii5o > 
> ""'iii5o > 
> ""'iii5o > 
> "'i5tT" > 
> "'i5tT" > 
> DLT > U 
> DLT > 
>""'iii5o > 
> ADD > 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.221 IN SODIUM CHLORIDE 0.91 IN PLASTIC 

CONTAINER 
@ B BRAUN 220MG/lOOML;900MG/lOOML Nl9708 00S 

SEP 29, 1989 ,.....,.-i'fffl'=:.-
@ 300MG/lOOML;900MG/l00ML Nl9708 006 

SEP 29, 1989 
SODIUM CHLORIDE 0.91 AND POTASSIUM CHLORIDE 0.07S1 IN 

PLASTIC CONTAINER 
@ B BRAUN 

iMOOAW 

SODIUM CHLORIDE 0.91 
PLASTIC CONTAINER 

@ B BRAUN 

.~w 
SODIUM CHLORIDE 0.9\ 

PLASTIC CONTAINER 
@ B BRAUN 

it MCGAW 

SODIUM CHLORIDE 0.91 
CONTAINER 

@ B BRAUN 

i MCGAW 

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

itskGJtoomH~ooke/iockt. m>i~lit:~£1il 
AND POTASSIUM CHLORIDE 0.1S1 IN 

lSOMG/lOOML;900MG/lOOML Nl8722 002 
.. ···.······· •.••· ... . .. . . . . NOV O!l,198.2 

lSOMO/lOOMLl9.00MG/lOOML NO,:~:,~fg:: 
AND POTASSIUM CHLORIDE 0.221 IN 

220MG/100ML;900MG/100ML Nl8722 003 
...... ·.·.· . ··.·. .. . .................... NOV <>9, ],!18.:! 

2~ oMG/1.0 ONL{~i) oMG/lOOML m)ts:i,~t~I] 
AND POTASSIUM CHLORIDE 0.31 IN PLASTIC 

300MG/lOOML;900MG/lOOML Nl8722 004 
•·.··············.·•·.········.····· ·.·· .· NOV <>!l.,VS.:! 
3.0oMG/lOOHLl900MG/lOOML ... J;S.1.il M<ti 

NOV/09//U!l:2 

PRAMIPEXOLE DIHYDROCHLORIDE 

TABLET; ORAL 
MIRAPEX 

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

> DLT > 
>~> 
> "'i5tT" > 
>JiriD > 
>ADD> 

PREDNISOLONE 

SYRUP; ORAL 
PRB-PUD 

A ffll=~ 

PRBDNISOLOD 
,M WE PHARMS 

PULONB 
AA + MURO 

TABLET; ORAL 
PREDNISOLONE 

fi ~lmf.'~ 
BX + 
s.x f ~iit~ 

@ 

HMtfiL 

lSMG/SML 

lSMG/SML 

sUG 
SMG 
5HG 
SMG 

il\lll!~li 
11140192 001 

MAY 28, 1998 

lf8908l 001 
FEB 04, 1986 

.. iJti:='lO:t 
N80354 001 
••:0=.u,.:=aw:1 
N80339 001 

PREDNISOLONE SODIUM PHOSPHATE; SULFACETAMIDE SODIUM 

SOLU'.l'.IO?l/DROPS; OPHTHALMIC 

11 + s:,tlft to !t~an >ffltU.t#alll 
@ 

PRIMIDONE 

SUSPENSION; ORAL 
MYSOLINE 

+ ELAN PHARMA 
; ~imsi 

TABLET; ORAL 
MYSOLIIIB 

~ + ELAN PHARMA 
+ 

ii ! trif.ribiY.iui 

EQ 0.231 PHOSPHATE;lO\ 

~5.9~/SM.J:. 
asoMG/5"1, 

250MG 

iit 

.... '1=HJ,1 t~~ 
'10:L, li>Y,tt9, 

N74Sll 001 
JUL 30, 1996 

Nl040l 001 
ii~iiiiii1'i 

lf09170 002 
N09l70 003 

11111:1111 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT ~lR 8 / JAN'98 - AUG'98 

PROCAINAMIDE HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
PROCAINAMIDB HCL 

II XNVNm> ll,,919 

@ 

y s:i~.ws.•:•:N.:J 
@ 

PROCAN SR 
Al PUQ MVts 
n 
:Y + 

AB + PARKEDALE 
AB + 

y ♦ 

S00MG 

.llM 
250MG 

ux= 
Mil 
S00MG 
750MG 

li!! 

PROCHLORPERAZINE EDISYLATE 

INJECTABLE; INJECTION 
PROCHLORPBRAZINB BDISYLATB 

~ MARS.AM ~ 

C½ EQ SMG BASE/ML 

PROCHLORPERAZINE MALEATE 

TABLET; ORAL 
PROCHLORPBRAZINB MALDTB 

AB TRIGEN BQ SMG BASE 

y EQ l0MG BASE 

AB 

y 

ZENITH GOLDLINE EQ SMG BAH 

EQ l0MG BASE 

.. K•~ttLoo1 
JWJ:U~il!l86 

N89284 001 
JUN .23, . 1986 

M8i8t!lt001 
02c· .. 02r1,as 

N88958 001 
DEC 02, 1985 

J=tn:~!H ... l ... .... . 
Jt0t' O~J. 

.tAN 1621985 
N86065 001 
Nll7510 001 

APR 01, 1982 
N88489 001 

JAN 16, 1985 

NHU!i 001 
DJ:C OS~. l91JB 

N89675 001 
DEC OS, 1988 

N40268 001 
FEB 27, 1998 

N40268 002 
FEB 27, 1998 

N40162 001 
JAN 20, 1998 

N40162 002 
JAN 20, 19~8 

PROGESTERONE 

CAPSULE; ORAL 
PROMETRIUM 

+ SCHERING PLOUGH l00MG 

PROMETHAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PRONBTHAZINB HCL 

Ai iW@M 2Sijq/jt. 

.It s~ 
@ 25MG/ML 

@ S0MG/ML 

PROPOXYPHENE HYDROCHLORIDE 

CAPSULE; ORAL 
PROPOXYPHBNE HCL 

M PUREP.1¢ .. PHIi.RM ll!i2 
@ 65MG 

PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
PROPRANOLOL HCL 

ii UWN<mD ~ 

y 20• 

n ilH!'i 
y il!!i 
y !!Um 
g ll!lm 

@ l0MG 

46 

Nl9781 001 
MAY 14, 1998 

n1)MH?M1 
MlYQ)}/(ij•·· 

litQ??tH 
MAY· 02/ fiiiail 

N89463 001 
MAY 02, 1988 

N89477 001 
MAY 02, 1988 

il32fif:0:&1 
N83278 001 

.. ml:lJ:li. 1to1 
JUliOS/1!!89 

111101 ®1 
.:rot.· .... ·os; :1)!~8 
. .. .-,J.G~f:9!1.:1. 
JUii QS)::!,,lll 
... !11U:"?®J. JUli~S~::ine 

11'111111: 91 
~ :ei.i#:t.Q:• 

N?utt::•1 
JOL ...... .o:,;::¥i!i:s 

N71658 001 
JUL 05, 1988 



llX DRUG PRODUCT LIST/ CUMULATIVE SUPPLIDIBNT NUMIIBR 8 / JAN'98 • AUG'98 

PROPRANOLOL HYDROCHLORIDE 

'tABLET; ORAL 
PROPRANOLOL HCL 
w INVAMED 

@ 

@ 

@ 

@ 

OUINIDINE SULFATE 

TABLET; ORAL 
QUINIDINB SULFATE 

PUREPAC P.HARM Ai 
@ 

20MG 

40MG 

60MG 

80MG 

90MG 

lli& 
200MG 

TABLET, EXTENDED RELEASE; ORAL 
QUINIDBX 

AB + ROBINS AH 300MG 
y + WYETH AYBRST HM 

RANITIDINE HYDROCHLORIDE 

SYRUP; ORAL 
ZANTAC owo .m..i:.COME 

+ 

TABLET; ORAL 
RUITIDINB HCL 

!! MYLAN 

y 

!)! RANBAXY 

~ 

SQ lSMG WE/ML 

EQ lSMG BASE/ML 

BQ lSOMG BABB 

BQ 300110 BABB 

BQ lSOMG BABB 

BQ 300MG BABB 

N71687 001 
JUL OS, 1988 

N71688 001 
JUL OS, 1988 

N72197 001 
JUL OS, 1988 

N71689 001 
JUL OS, 1988 

N72198 001 
JUL OS, 1988 

N8U03 001 
N84003 001 

N12796 002 
Nla?H 002 

. ~19$7!! 001 
DlCU.; 19811 

Nl967S 001 
DEC 30, 1988 

N74SS2 001 
JUL 30, 1998 

N74SS2 002 
JUL 30, 1998 

N75000 001 
JAN 30, 1998 

N7S000 002 
JAN 30, 1998 

RIFAMPIN 

CAPSULE; ORAL 
RIFADIN 

!)! HOECHST MARION RSSL il2!!!! 
RIFAICPIN 

!! EON ill!!! 

RIFAPENTINE 

TABLET; ORAL 
PRIFTIN 

+ HOECHST MARION RSSL lSOMG 

RISEDRONATE SODIUM 

TABLET; ORAL 
ACTONEL 

+ PROCTER AND GAMBLE 30MG 

RIZATRIPTAN BENZOATE 

TABLET; ORAL 
MAXALT 

mcii: 
+ 

£0 .sMG WF 

EQ lOMG BASE 

TABLET, ORALLY DISINTEGRATING; ORAL 
MAXALT 

+ 

+ 

MERCK EQ SMG BASE 

MAXALT·MLT 
MERCK 

EQ lOMG BASE 

EQ SMG BASE 

EQ lOMG BASE 

47 

N62303 001 

N641SO 002 
JAN 02, 1998 

N21024 001 
JUN 22, 1998 

N2083S 001 
MAR 27, 1998 

»20864 ifo:i: 
Jt:M 29. iiita 
.ro:2::f·1u: 

N20864 001 
JUN 29, 1998 

N20864 002 
JUN 29, 1998 

N2086S 001 
JUN 29, 1998 

N2086S 002 
JUN 29, 1998 



SACROSIDASE 

SOLUTION; ORAL 
SUCRAID 

+ ORPHAN MEDCL 

SAOUINAVIR 

CAPSULE; ORAL 
FORTOVASE 

:ii ~ 

+ 

SELEGILINE HYDROCHLORIDE 

TABLET; ORAL 
SILRGILINB HCL 

!! ESI LEDFRLE 

y ~ 
!! STASON 

SILDENAFIL CITRATE 

TABLET; ORAL 
VIAGRA 

PFIZER 

+ 

SIMVASTATIN 

TABLET; ORAL 
ZOCOR -

RX DRUG PRODUCT LIST/ CONULATIVB SUPPLDIBMT ffllDBR 8 / JJUf'98 • AUG'98 411 

a.soo IU/ML 

m:::aJJ•:wt 
200MG 

~ -~ 
25MG 

S0MG 

l00MG 

sm 

N20772 001 
APR 09. 1998 

d■lllff 
N20828 001 

NOV 07. 1997 

N74641 001 
AtJ(; ... 9.~ .•... J9.9~ 

IHCH:Cti!U: 
lv<idfaW :iiii 

N7012 001 
APR 30. 1998 

N20895 001 
MAR 27. 1998 

N20895 002 
MAR 27. 1998 

N20895 003 
MAR 27. 1998 

~rillill 

SIMVASTATIN 

TABLET; ORAL 
. Z09C>ll .. 
• me« 
+ 

+ 

SODIUM CHLORIDE 

INJECTABLE; INJECTION 

•t• 
SMG 

40MG 

BOMG 

SODIUM CBLORIDR 0.45\ IN PLASTIC CONTAINRR 
B BRAUN 45011G/100ML !! 

;y 

AP 
AP 

I 

@ 

~ 

i 
SODIUM CJU,QJIDB 0.9\ 

B BRAUN 

~ 

<IS.Q~/i.9.Qf'I~ 
◄!U1mftt♦M 

!Ujijj)i~ 
J:N PLUTlC cmrTAINBR 

900 l0OML 
900IIG 100111, 

SODIUM CHLORIDE 31 IN PLASTIC CONTAINER 
@ B BRAUN 3GM/100ML ·- j•Jlj• 

SODIUM CHLORIDE St IN PLASTIC CONTAINER 
@ 3 BRAUN SGM/l00ML ·~ ~lt~ 

SODIUM LACTATE 

INJECTABLE; INJECTION 

iUJt,t\j/ii 
i>iefJj}::iffi 

N19766 001 
DEC 23. 1991 

Nl9766 004 
DEC 23. 1991 

N19766 005 
JUL 10. 1998 

N19635 001 
MAR 09. 1988 

Nl8184 001 
iiffUiiii 

~:ifftiiil 
•u1RAift 

N174H 001 
Nl9635 002 

MAR 09, 1988 
#l1ffl.till 
tl1N3•:'::ffl 

Rii\:fff::]lttl 
N19635 003 

MAR 09, 1988 
.... jffl).$.}1#.) 
•11r:::o.,:~::=::::aD 

Nl9635 C,04 

:,1iill 

SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER 

I yaw itl;;1la Nl8186 001 
~t• 



>_!,!2lL> 
>_!,!2lL> 
>_!,!2lL> 

U DRUG HODUCT Liff / CUNULAT?Vll SUHLllmlDIT IIUHBIIIR 8 / JAJI' H • AUG' H 

SODIUM LACTATE 
INJECTABLE; INJECTION 

Ar. 
fQB;tW,_ ~Ml 1/6 N9Uf. ff&fflf"Jt COft.Um 

a - ll//UlklM 

SODIUM PQLY§TYR§NE §ULFQNATE 

POl<fDER; ORAL, RECTAL 

-----~ M ---
M + 

112!11 
!a PADDOCK 

SOMATROPIN, BIOSYNTHETIC 

INJECTABLE; INJECTION 
GENOTROPIN 

454QN/BOT 

+ PHARMACIA AND UPJOHN 13.SMG/VIAL 

SOTALOL HYDROCHLORIDE 

TABLET; ORAL 
BETAPACE 
• ii.tt-.iW'~ 

+. 

+ 

ti• 
iiM 

~.~ 

120MG 

160MG 

240MG 

11200H 001 APLi,.)·i.H 
•:::~i:~'h~~ 

nmi:Jilf 
llf11281 001 

N4002!1 001 
FEB 06, 1998 

N20280 007 >_!,!2lL> 
OCT 23, 1996 >_!,!2lL> 

> DLT > 
> DLT > 

... _@i@iJtijli 
•ttl~fa\Itf:t~ 

dtlllill 
..... ll't:ff.l'dW:, 
~tl'lh:fl.t-'t2 

N1986S 00S 
APR 20, 1994 

N1986S 002 
OCT 30, 1992 

N1986S 003 
OCT 30, 1992 

smw oIL 

INJECTABLE; INJBCTION 
:m,'W,;tP;tP 30\ 

K + PHARMACIA Mm UPJOHN .3.ll 

L;tlPOffl ;t;tJ 30'1! 
K + ABBOTT 

!fflTll;tLJP;tP 10'1! 
K + B BRAUN 

• t ~ 
!fflTllILJIP;tP 20, 

K + B BRAUN . -~ -
SPARFLOXACIN 

TABLET; ORAL 
ZAGAM 

+ MYLAN 

1ll 

.1ll 

m 
.an 
m 

200MG 

+. dMdii#.&ii:E- -

STREPTOMYCIN SULFATE 

INJECTABLE; INJECTION 
STHPTONYC:nf SULPATB 

,at + PFIZER 

+ 
K PHARMA TEK 

SUCCINYLCHOLINE CHLORIDE 

• 

l,,,,il,,,,~ ~❖:=❖:=:::: .. 
EQ lGM BASE/2.SML 
19 19N WR/VIAL 

-

49 

llf19H2 001 
DEC 30, 1993 

N20181 001 
JAN 13, 1998 

WS0076 001 
uiiti;Jiiti 
N60111 001 
WH210 001 

JUN 30, 1998 

•• ,w. 
N08847 001 



U DRUG PROI>17C'l' LIST / ctJNU'LATIVB SVHLD!lllft' m:IKHR II / JU' !Ill - AUG' !Ill 

> DLT > 
> ADD > 

SUCRALfATE 
TABLET; ORAL 

SUCULPATB 
y RATIOPHARM ism 

SUFENTANIL CITRATE 

INJECTABLE; INJECTION 
i.!llmlt 

at + AKORN 

ii ♦. J~D 

BO O.OSHG WJII/HL 

l<PlfHWiFUDhC 

SULFACETAMIDE SODIUM 

so~~~.~/DROPS; OPHTHALMIC 

D °la' ll!I 
@ 10\ 

SULFAMETHOXAZOLE; TRIMETHOPRIM 

INJECTABLE; INJECTION 
~ .. M ♦ . Gtiil<.t:~ 

at + MONARCH PHARMS 

·····c,··· .... ·. 'iU(Wla 

ii 

SUSPENSION; .. ORAL 
®IMl:,:,mt.M:lis 

;UHG/HL 

UWffll&l#HMlM 

>.l?!!I..> II 
>..AP!L> y 

~{~ 
MONARCH PHARMS • tf!!:I~: 

ii 

II 

M 

IBMl#JWUM -a:,,m,wc 
tHWRSl#H#ZH 

SVLP»m'fflOllZOLB AND 'l'Rt=rDI 
TEVA 00 HL;40MG/5HL 

M'7H15 001 
JUN 08, 1998 

!119050 001 
MII.Y 04, 1984 

~1■it11 

n'@a:,:::o.:t1 
N80025 001 

fi.li:ijf:~j 
N111452 001 

~1nt!~Bi 
m1.1,1.ru1 
Nl75911 001 

,..,:111■1 
~lllill 

N1111112 001 
JAN 28, 1983 

S!!l!IAMJIHQWOLE; TRIMETHOPRIM 
SUSPENSION; ORAL 

fJlL!.lflD9W9: 
M Tl>VI\ 

M 

> .l?!!I._> ii 
>..AP!L> M 

> .l?!!I.. > II 
>...AP!L> y 

• -y 
y 

TABLET; ORAL 

~/~ 
MONARCH PHARMS 

~ 
....... ~~CH PHARMS 
•Ji.WI 

SULFASALAZINE 

TABLET; ORAL 
.. s~In -----

@ 

TACRINE HYDROCHLORIDE 

CAPSULE; ORAL 
COGNEX 

-::Oii:i:i 

.. 
PARO DAVIS PHARMS 

200MG/5HL140MG/SML 

-SOOMG, 

1o:aR/Mn 

IC.t'JM.{mi 
iibiir,kiiii 
iof\iRtmi 

EQ lOMG BASE 

50 

N1111112 002 
JUN 10, 1983 

H700211 001 
JUN 02, 1987 

nu1:1rn1 
Nl7376 001 

iidff.'tl.ffifi 
Dll7376 002 

-:1::'Hi 
Qffl-t::~ 
11118242 001 
NUl242 002 

dBi■ N89339 001 
OCT 26, 1987 

N20070 001 
SBP 09, 1993 



,.;;,&--¥ 'C•x~,,, .. J$,1c _.:&MJ!i}Jt,Jdik,~• ,JJJ ,~-~---,,~---------

U DRUG PRODUCT LIST/ CUNULATIVB SUPlPLBIIDIT H'UDU I/ J»J'H - AUG'91 

TACRINJ HYPROCHLQRJPE 
CAPSULE; ORAL 

COGNEX 
PARKE DAVIS PHARMS EQ 20MG BASE 

EQ 30MG BASE 

+ EQ 40MG BASE 

TACRQLIMUS 

CAPSULE; ORAL 
PROGRAF 

if tW:Hm,W'A 

• 
+ FUJISAWA HLTHCARE 

+ 

INJECTABLE; INJECTION 
PROGRAF 

.. "1tt-. 
+ FUJISAWA HLTHCARE 

im:J)jfmj 

io':'~{-
EQ lMG BASE 

EQ SMG BASE 

qf•?~I~ 
EQ SMG BASE/ML 

TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT 

INJECTABLE; INJECTION 
TECHNETIUM TC 99M ALBUMIN AGGREGATED KIT 

BS DRAXIMAGE N/A 

ji ~:~~ il:l 

TECHNETIUM TC-99M DISOFENIN KIT 

INJECTABLE; INJECTION 
HEPATOLITE 
~ W)l 

N20070 002 
SEP 09, 1993 

N20070 003 
SEP 09, 1993 

N20070 004 
SEP 09, 1993 

''' ,~,, •• :@~ 
,11t■. -=:=1:1#::uo 

N50708 001 
APR 08, 1994 

NS0708 002 
APR 08, 1994 

aWltli 
NS0709 001 

APR 08, 1994 

N17881 001 
DE9,.}.l).~ .}!il."7. 

JnV.8111/:Ul 
~clchti:fi?. 

iliiiiif®i 
•t~Vi:~•l 

>...PLL.> 
>...PLL.> 
>_!m?.,.> 

>...PLL.> 
>...PLL.> 
>_!m?.,.> 
>_!m?.,.> 

TECHNETIUM TC-99M PISQFENIN KIT 

INJECTABLE; INJECTION 
HEPATOLITE 

DUPONT PHARMS N/A 

TJiiCHNETIUM TC-99M GLUCEPTATE KIT 

INJECTABLE; INJECTION .... 
@ ~ 

w UilJII.SMLGL11CBlPTATB • • • ill 
N/A 

TECHNETIUM TC-99M LIPQFENIN KIT 

INJECTABLE; INJECTION 
Ti!CHNESCAN HIDA 

DRAXIMAGE N/A 

- iii 

TECHNETIUM TC-99M MEQR.QNATE KIT 

INJECTABLE; INJECTION 
ncguc;y IPl nt:tT 

I Iii~::~ tit. 
TECHNETIUM TC-99M PENTETATE KIT 

INJECTABLE; INJECTION 
~ 

6f DRAXIMAGE !LA 

R -.at m 

!51 

N18467 001 
MAR 16, 1982 

ti.iffltffl 
N17907 001 

,dtll!IJ 
N18272 001 

JAN 27, 1982 

1118489 001 

~mi.fill 
o.at:::'J'lifU.U 

IWl::::11 

1111511 001 

Jllil 



U DftOO HODVCT LIST/ etml1LATIVB IIIUPPLmamrl' wan 8 / JMl'H • AOO'H 

I§CHOTJYM I£·99M SULfYR CQLLOJP KIT 
SOLUTION; INJECTION, ORAL 

P·S1JJel'UI COLLOID 
CIS HlA >..amt.> H 

>...!2ll,_> t.,,.............. 111 

• (It 

TERAZOSIN HYDROCHLORIDE 
CAPSULE; ORAL 

mnl 
g ABBOTT 

g + 

g 

g 

TllllZOSffl ISi! 
g GENEVA PHARMS 

g 

g 

g 

IIRUWJNI 

GEL; TOPICAL 
LAMISIL 

+ NOVARTIS 

TESTOSTERONB 

m 
N7A 

19u,qw1 

BOP9WB 

19 HP WI 

19 1019 WI 

&WWI 

IA 219 WI 

19 519 WI 

IA lOMG WI 

u 

FILM, EXTDDED RELEASE; TRANSDER.MAL 
ANDRODDM 

• ¥ ~1a a+a.1.~~• 

1117858 001 
ffili.i:S:t?ilt 

atmt@'l 
Nl6923 001 

N20347 001 
DEC 14, 1994 

N20347 002 
DEC 14, 1994 

N20347 003 
DEC 14, !994 

N20347 004 
DEC 14, 1994 

N'IH23 001 
i-.AR 30, 1998 

N74823 002 
MAR 30, 1998 

N'IH23 003 
MAR 30, 1998 

N'IH23 004 
MAR 30, 1998 

N20846 001 
APR 29, 1998 

____ jffl]ft'\~J 
n».ta~'f1J.'H 

TJSTQSJ'IRQNB 

FILM, EXTENDED RELEASE; TRANSDDMAL 
ANDRODDM 

+ THERATECH 2.5MG/24HR 

TllliIMCXCLJNB H)'l)RQCHLQRIP§ 
CAPSULB; ORAL 

.Mpopffl:I! V 
g ESI LEDER.LE 

I ♦ .. ~ 
~ 

TABLET; ORAL 
SUM.)'<::~~- ..... 
~ 

• • 
THALIDQMIDI 

CAPSULE; ORAL 
THALOMID 

+ CBLGDB 

u . ;. 
• 

@ 

<ill 

.u. 

.. 
!.-OMG 
lOOMG 

50MG 

--100MG 

200MG 

uM 

52 

N20489 001 
SEP 29, 1995 

Di50271 003 
Df50271 001 •·.• .. umw•.·:I■ 

,-~-N61147 003 
N61147 002 

1120785 001 
JUL 16, 1998 

1185545 001 
JUL 31, 1984 

1183921 001 
JUL 31, 1984 



U Da'OO IPIROD'IJCT LIIT / CtlNVLA'l'IVR IIIVPIPLmllDl'l' lfONID 8 / JAlf' 98 - AUG' 98 

ffllOfflYLLJP 

, RBLDIIIB; ORAL 

it 

• 
• 

TABLET I ORAL 
QOIBRON•T 

+ MONARCH PHARMS 

~ -•r1m 

--12SMG 

2SOMG 

300MG -
TABLET, BXTBNDBD RILEASI; ORAL 

* BC 

00iG.iii\ ... 

; 
i 
i 

MONARCH PHARMS 

O PAIUCBDALE 

• • 

300MG 

lGM/VIAL 
SGM/VIAL 
lOGM/VIAL 

THJQRJPYJP HYpilOCHLORJPI 

CONCDTIIATB; ORAL 
ffl9!JP!HD & 

M PIWIM ASSOC 19Mf5 

JUI■ N8'826 001 
JAN 29, 198S 

NH826 002 
JAN 29, 198S 

N886S6 001 

:iail 
.,■im 

N87S63 001 
JON 21, 1983 

•.•.•.•····· .... ··•.,111 I 
N07600 003 
N07600 005 
N07600 009 

1M0213 001 
MAY 29, 19!18 

>.,Al;!JL> 
>.,Al;!JL> 
>.,Al;!JL> 
>....!llit..> 
>....!llit..> 
>....!llit..> 

TICLQPIPJP HYpllOCHLQRJPI 
TABLIT; ORAL 

TICLID 
Gt ROCHI 

+ .... 
f 

TJMOLQL MLPU 

!I 

TABLET; ORAL 
IL9CNNI 

MUCK 

i ; •-1iiiD.t.:ffl:·:1t1 

TJRQf'IW HYpilOCHLORJPI 

INJICTABLI; INJECTION 
AOORASTAT 

+ MUCK 

+ 

TOLCAPOQ 

TABLIT I ORAL 
TASMAR 

ROCHE 

+ 

12SMG 

2SOMG -Ha 

BQ O.OSMG BASE/ML 

BO 0.2514G BASI/ML 

lOOMG 

200MG 

!13 

Nl9979 001 
MM 24, 1993 

Nl9!179 002 OC!.11'-, 

001 
002 

N20913 001 
MAY 14, 1998 

N20912 001 
MAY 14, 1998 

N20'97 001 
JAN 29, 1998 

N20'97 002 
JAJI 29, 1998 



U DlltVG PRODUCT LIST I CVNULA.'HVB IUHLmlU'l' NOi.DD I I JAN' H • AOO' H 

TQLTQQPJU 1:MIMl1 

TUI.BT; ORAL 
DlmlOL 

PHARMACIA AND UPJOHN lMG 

+ 

TORSPJPi 
INJECTABLE; INJECTION 

DEMADEX 

2MG 

+ iOm.t..:'---Di tW/it 

+ ROCHE lOMG/ML 

TABLBT; ORAL 
DDW>EX -t-:=~--lj -

i:N 

~ 

ROCHE 

+ 

IMIJNQU! 

CREAM; TOPICAL .. ~ 
y 

·-i~ 
5MG 

lOMG 

20MG 

lOOMG 

f{tffl 
.2.:..llll 

N20771 001 
MAR 25, 19H 

N20771 002 
MAR 25, 19H 

NJiilt:AI .mMuTt:a::ns 
N20137 002 

AUG 23, 1993 

~ 
Jllf.~11 

N20136 001 
AUG 23, 1993 

N20136 002 
AUG 23, 1993 

N20136 003 
AUG 23, 1993 

N20136 004 
AUG 23, 1993 

·--~~\tH 
.:r»t ·H}1D!1 

11120404 003 
JAN 14, 1997 

IMill!SW! 

>..!mL BT 
>...amL> .· .. 
>..W-> ->..W-> 

GEL; TOPICAL 
AVITA 

PBNBDBRM 0.0251 

o;ii'st 

> ,. 
> 

+ R,f~n:r O Ji:i!d 
BX + JOHNSON AND JOHNSON 0.0251 

SOLUTION; TOPICAL 

·"ilift•,,O ,►, .. :::: ,:::;;;, 
U + JOHNSON AND JOHNSON 

'ffllTIIIIOJI 
U COPLEY PHARM 

cum 
L.!ll 

L.!ll 

tRJMSil!QLOffll! ACftO!JPI 

CREAM; TOPICAL 
DHSTRiffll l&IJOIIPI 
GALPHNINA 0.0251 

d -
DIMSI!QLOU PJACUAII 

Iii 

tam 

11:r•i-
i!O 4MG BASE/5ML 

TflIFLQOPDAZIQ HJPROCHLQRIPI 
TABLET; ORAL 

P!rH'9!PY!S A 
y ZBNITH GOLDI.ID 

y 

a atin\~ 

BOPSIWII 

BO M IWII 

WPW=Wft 

54 

N20400 001 
JAN 2~, J-~911 

JM~~rf:l 
ifin,i -iitz 
Nl7579 002 

at:t:sUii:riifa 
liilHU 001 

lii74873 001 
JUN 19, 1998 

lii87797 001 
~ Q.'1., .. 1?.81.~ 

Jaliffl 

-Im 
1112515 001 

lii87U2 001 
NOV 19, 1982 

lii87U3 001 =•• 



- 1MC£JZ£ UtQJiL,,~q~,y,,«ik -
U DaVQ HC>DUCT Liff / c::1lllULA'l'Ift IUHLDU'l' IMBD 8 / JMI' H • AW' 518 

P.JfLUOURMJU HYDROCHLORIDB 
TUI.IT; ORIU. 

II Djlllllli"A ill· wrr 

P.JfLWlJPJU 
SOLUTIOII/DROPS; OPHTHALMIC 

>..RU..> • ~nlliiurnmn• a 
>.Al2.IL> u ♦ MOlfARCH PHMMS ll 

>..W..> 
>..Pl&L.> 
>..m,t,.> 
>..lllm..> 

>..W..> 
>..W..> 
>..RU,.> 
>..lllm..> 

>.JlliI..> 
>..Pl&L.> 
>..RLI_> 
>..lllm..> 

P.Jgm>HpIDJL HYDROCHLORJPI 
TABLBT; ORAL 

mm1Q1111IDJL A 
M CIRCA 

M 

)&iililift 
• 

:)-

t~:l'M 

--
-~---BQ !5MG 11MB 

iffiilt\-Jdala 
BQ 2.SMG BASI/SML 

ii.c'Hi:~MHl'Ut 
BQ 2.SMG BASIi: 

-· 

-lf11H900l 

IMOlH 001 
PD OS, 1998 

IMOlH 002 
PD 05, UH 

iftlRlM 
N113l6 004 

mllllM 
N113l6 003 

1lUHtu.1 
N11316 001 

M.iiJ.tffl 

>..AmL> 
>..mi:L.> 

>..miI..,.> 
>..mi:L.> 
>..mi:L.> 
>.Al2.IL> 
>..AmL> 
>--1WIL> 

lit ROCHB !SONG/NL 

P.Jffll'l'HOQRMJPI IJDB,OCHLORIDB 
INJBCTULB; INJBCTIOII 

P.JP':fflOJIBD\I 

I 
y MONARCH P!WU4S 
y ♦ 

WM1'YPD GLUCtJ!lQP.tl 

INJBCTULB; INJBCTIOII 
UUTUXIllf 

+ US BIOSCIBNCB 

TROGLIT.yog 
TABLBT; ORAL 

ii;liri YD&D.; .. ··········· .. illlllllll···---

t:TM 

ll.!l!i .um 

BQ 200NG IWIB/VIAL 

.. -.. II 

• 
y 

y 

PARO DAVIS PJWIMS ,UM 

lla 

!55 

NOHll3 001 

11111 

lf1'1H3 Hl 
nnnn, 

JUL 14, 1982 

1120326 002 
JUL 31, 1998 

11121'120 Hl 
JAN H, 1997 

11120'130 003 
AUG 04, 1997 



U Dlt'OG •BODVC'l' LIST / CUIIULA'nft IUl'•LIIIIDl'l' man I / J»/1' !18 • AVG• H H 

DOGLJ1M9M 
TULIT; ORAL 

Pm,DI 
H PARU DAVIS PHARMS .i!!!!i 

TRQPICfflJPI 
SOLUTION/DROPS; OPHTHALMIC 

it 'fllirPI ii 
lit 1' 

QROFQLLIDQPIN 
INJECTABLB; INTRAMUSCULAR 

FERTIRX 
+ SDONO 75 IU/AMP 

+ 4~0 IU/AMP 

i 

b::::iiiN 
i'Wtttta 

ymw,»m, JOO)ROCHLORID! 

INJIIIICTABLB; INJECTION 

ii Dltltllk P 

ii 
e 

e 

#@MM 
fflllWi 
2.SMG/ML 

2.SMG/ML 

11120720 002 
JD 29, 1997 

.dill 
NIIH47 001 

AUG 211, 19115 

Nl941S 002 
SIP 18, 1986 

Nl941S 003 
HP 18, 19116 

1172233 001 
FD 26, 1993 

N7348S 001 
SEP 27, 1993 

VIJWNIU 
I~; INJIICTION 

VIltA•A 
ci. .8.IIIUiliD 
OP~ 

Oill'J.'Mllff; OPH'l'IW.NIC ,., .. VIlill·-'.!ll ~ . ~, __ 
+P~ 

..-~~ 
BQ 1111·.",111c{BAS!III/ML 

ff 1·, 

WAffl M INJ§STION. SfflILI 
LIQUID; N/A 

-N50523 001 

-N504H 001 

smxy pm m p:i'BC'fliPI m rwnc cmnm 
6£ B BRAUN lln llll.H33 Hl 

.. .. . . . . FD. 29,.1911 . - - .,.. 



OTC DltUG PRODUCT LIST / CUNULATI\'11: ltJHLIIID'l' IRIIIBD 8 / J.l\lf' H - AUG' 98 

AC§TAMINQPH§N; ASPIRIN; WHINE 
TABLff; ORAL 

EXCEDRIN (MIGRAINE) 
+ BRISTOL MYERS 2SOMG;250MG;6SMG 

ALUMINUM HYDROXIDE; MAGNJSJQM TRISILICATE 

TABLff, CHEWABLE; ORAL 

:fGAilih(~(ij••Qfi @Mii-
80MG;20MG 

+ 160MG;40MG 

GAVISCON-2 
• -r•x•tim ,;j:.:tuim 

CHLORHIXIDINE GLUCQNATE 

SOLUTION; TOPICAL 
CHG SCRUB 

ECOLAB 

mM'bill!ctf ta 
CIDA-STAT 

ECOLAB 

~~••••ms 

CIMETXDINE 

TABLET; ORAL 
CIMETIDINE 

LEK PHARM 

NOVOPHARM 

0 

iii 

21 

at 

100MG 

200MG 

200MG 

N20802 001 
JAN 14, 1998 

__ ,_ 
N1868S 001 

DEC 09, 1983 
N1868S 002 

DEC 09, 1983 

.... ilftft\ffl acto~••••••a.H 

N19258 002 
~ ... 2-~ .•.. -~~~~ 
.. ~tffl 
ffl:Jllk •UH 

N19258 001 
JUL 22, 19116 
.... #.ilfflr'ilt 
Jmi••:DY•UB 

N75122 001 
JUN 19, 1998 

N75122 002 
JUN 19, 1998 

N74961 001 
JUN 19, 1998 

>..P!!L.> 
>..P!!L.> 
>..P!!L.> 

CIMETIPINJi 
TABLET; ORAL 

CIMETIDINE 
PIRRIGO 

PHARM FORM 

TORPHMM 

CLQTRIWQLI 
TABLET; VAGINAL 

GYNIX 
COPLEY PHARM 

IBUPROfP! 
SUSPDSION; ORAL 

l00MG 

200MG 

100MG 

100MG 

CHILDRD' S ADVIL·FLIWORED 
~ iiffiiliitHatii iJRtR 

SUSPDSION/DROPS; ORAL 
PEDIATRIC ADVIL 

100MG/SML 

+ WHITIEHALL ROBINS 100MG/2.SML 

TABLET; ORAL 

IBll.litiiiiU"Q' .,. 

• 
IBtJPROFD 

HOVOPHARM 

PHARM FORM ... . -~ml-
200MG 

200MG 

200MG 

tfa 
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N74972 001 
JUN 19, 19911 

N74963 001 
JUN 19, 19911 

N749H 001 
JUN 19, 1998 

N73249 001 
nB 13, 1998 

N20589 002 
NOV 07, 1997 

2120812 001 
JAN 30, 19911 

1171773 001 
JUL 16, 19117 

1174931 001 
JUL 20, 1998 

1174782 001 
JUL 06, 1998 --· 



>...m.i:L.> 
>...m.i:L.> 
>...m.i:L.> 
>..AmL> 
>..AmL> 
>..AmL> 
>..AmL> 
>...m.i:L.> 
>m.I...> 
>...m.i:L.> 
>...m.i:L.> 
>..AmL> 
>..AmL> 
>..AmL> 
>..AmL> 

>..AmL> 
>..!RJL> 
>..AmL> 

>..AmL> 
>..!RJL> 
>..!R)L> 

OTC DRUG HODUCT LIST / CU'IIULATIVB SUHLDIIDIT IIUNBU 8 / JU' H • AUIJ' H 

IBUPRQQN 

T~OJW. 

.. ad.Wi'lJfflMi 

• 
@ 

• am; 

• 

TABLET, CHEWABLE; ORAL 

--200MG 

200MG 

~ 

i~ 
200MG 

200MG 

JU!.f!~ ..... ~TRENGTH MOTRIN •.w .. w• • 

NCQli l,~ 

+ 

INSULIN BIQSYNTHITIC ffiJ!WJ 

INJECTABLE; INJECTION 
HUMULIN R PEN 

+ LILLY 

lOOMG 

100 UNITS/ML 

-11111 
N72035 001 

FD 16, 1988 
N72036 001 

FEB 16 1988 

-Nl9012 001 
MAY 18, 1984 

Nl9012 003 
JUL 29, 1987 

-1111~11 
N20601 003 

NOV 15, 1996 

Nl8780 005 
AUG 06, 1998 

INSULIN BIOSYNTHITIC mJIWJ; INSULIN SUSP ISOPHANE BIOSYNTHITIC 
~ 

INJECTABLE; INJECTION 
HUMULIN 70/30 PEN 

+ LILLY 

MICONAZOLE NITRATE 

CRE»!; \'AGINAL 
MONISTAT 3 

30 UNITS/ML;70 UNITS/ML N19717 002 
AUG 06, 1998 

+ ADVANCED CARE PRODS 0 N20827 001 
MAR 30, 1998 

MINQXIPIL 

SOLUTION; TOPICAL 
MINOXIDIL (FOR MEN) 

NOVEX 21 

Mfim& ft 
MINOXIDIL (FOR WOMEN) 

NOVU 21 

Mi\- ff 

NAPRQX!ffl SODIUM 

TABLET; OJW, 
NAPROXEN SODIUM 

PAR PHARM EQ 200MG BASE 

NICQTINB 

FILM, EXTENDED RELEASE; TRANSDERMAL 

+-Niiili ta11m 
+ PHARMACIA AND UPJOHN 15MG/16HR 

RANITIDINB HYI>RQCHLORIPB 

TABLET, EFFERVESCENT; ORAL 
ZANTAC 75 

+ GLAXO WELLCOME EQ 75MG BASE 

58 

N74924 

N74924 002 

N75168 001 
JUL a, 199e 

N20745 001 
FEB 26, 1998 



DRUG PRODUCTS WITH APPROVAL UNDUl UCTION 515 OF THI ACT ADMINmlUD IY THI 
CENTIR FOR IK>LOGICS !VALUATION AND RISIARCR LIST 

CUMULATIVE SUPPLEMENT NUMIIR I AUG •,a 

NO AUGUST 19'8 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 August 1998 

Name 
Generic Name 
TN•Trade Name Indication Designated 

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

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

Aldesleukin 
TN .. Proleukin 

Aldesleukin 
TN= Proleukin 

Aliperetinate 
TN• Panretin 

Treatment of metastatic 
melanoma. 

Treatment of acute myelogenous 
leukemia. 

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

Sponsor & Address 
DD- Date Designated 
MA•Marketmg Approval 

Oxford GlycoSciences 
l.O, The Quadrant 
Abington Science Park, 
Abington 
Oxfordshire OX14 3Y~ 
UK, 
DD•05/12/1998 

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

Chiron Corporation 
4560 Horton Street 
Emeryville, CA 94608 
DD•09/10/1996 
MA .. 01/09/1998 

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

Ligand Pharmaceuticals 
Inc. 
10275 Science Center 
Drive 
San Diego, CA 92121 
DD11103/24/1998 
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Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Geaeric Name 
TN-Trade Name Indication Designated 

Alpha-galactosid Long-term enzyme replacement 
ase A therapy for the treatment of 
TN• Fabry disease. 

Amifostine 
TN== Ethyol 

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

Arsenic trioxide Treatment of acute promyelocytic 
leukemia. 

Basiliximab 
TN• Simulect 

Beclomethasone 
di propionate 
TN• 

Prophylaxis of solid organ 
rejection. 

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

Spouor & Address 
DO- Date Desipated 
MA•Marketing Approval 

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

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

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

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD-12/12/1997 
MA•0S/12/1998 

George B. McDonald, 
M.D. 
Fred Hutchinson cancer 
Reaearch center 
1100 Fairview Avenue 
North (SC-113); PO Box 
19024 
Seattle, WA 98109 
DD•03/27/1998 
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Orphan Prodaet Designations and Approvals List 
Janaary 1998 throagh Aagust 1998 

Name 
Generic Name 
TN•Trade Name 

Benzydamine 
hydrochloride 
TN• Tantum 

Bindarit 
TN• 

Botulinum toxin 
type A 
TN .. Dysport 

Indication Designated 

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

Treatment of lupus nephritis. 

Treatment of spasmodic 
torticollis (cervical dystonia). 

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•Marketing Approval 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
DD•0S/18/1998 

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

Ipsen Limited 
1 Bath Road 
Maidenhead, Berkshire 
U.K. SL6 4UH, 

DD=08/12/1998 

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

Neurobiological 
Technologies, Inc. 
1387 Marina Way South 
Richmond, CA 94804 
DD111104/06/1998 

cancer Technologies, 
Inc. 
7301 East 22nd Street 
Suite l0E 
TUcaon, AZ 85710 
DDa04/06/1998 
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Orphan Prod;act Designations and Approvals List 
January 1998 through August 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 vaso-occlusive episodes 
TN• associated with sickle cell 

disease. 

Hydroxyurea 
TN= Droxia 

Infliximab 
TN= Remicade 

L-baclofen 
TN= 

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

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

Treatment of trigeminal 
neuralgia. 

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 
Corporation 
2714 Loker Avenue West 
Carlsbad, CA 92008 
DD•05/29/1998 

Bristol-Myers Squibb 
Pharmaceutical 
Research Institute 
P.O. Box 4000 
Princeton, NJ 08543 
DD•l0/01/1990 
MA=02/25/1998 

Centocor, Inc. 
200 Great Valley 
Parkway 
Malvern, PA 19355 
DD•ll/14/1995 
MA=08/24/1998 

Pharmascience, Inc. 
8400 Darnley Road 
Montreal, Quebec 
Canada H4T 1M4, 
DD-01/06/1998 
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Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Generic Name 
TN-TradeName 

Lamotrigine 
TN• Lamictal 

Lepirudin 
TN• Refluden 

Liposomal 
Cyclosporin A 
TN• Cyclospire 

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

Indication Designated 

Treatment of Lennox-Gastaut 
syndrome. 

Treatment of heparin-associated 
thrombocytopenia type II. 

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

T~eatment of osteosarcoma. 

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

Sponsor & Address 
DO- Date Desipated 
MA•Marketi111 Approval 

Glaxo Wellcome 
Research and 
Development 
5 Moore Drive 
P.O. Box 13398 
Research Triangle 
Park, NC 27709 
DD•0S/23/1995 
MA•0S/24/1998 

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 
DDa04/30/1998 

Bndorex Corp. 
900 North Shore Drive 
Lake Bluff, IL 60044 
DD•06/10/1998 

Bndorex Corp. 
900 North Shore 
Lake Bluff, IL 
DD•0fi/10/1998 

Drive 
60044 



Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Generic Name 
TN•Trade Name Indication Designated 

Mafenide acetate For use as an adjunctive topical 
solution antimicrobial agent to control 
TN• Sulfamylon bacterial infection when used 
solution under moist dressings over 

meshed autografts on excised 
burn wounds. 

Octreotide 
TN• Sandostatin 
LAR 

Treatment of acromegaly. 

Octreotide Treatment of severe diarrhea and 
TN• Sandostatin flushing associated with 
LAR malignant carcinoid tumors. 

Octreotide 
TN• sandostatin 
LAR 

PEGASYS 
TN• 

Treatment of diarrhea associated 
with vasoactive intestinal 
peptide tumors (VIPoma). 

Treatment of renal cell 
carcinoma. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Mylan Laboratories, 
Inc. 
781 Chestnut Ridge 
Road 
P.O. Box 4310 
Morgantown, WV 26504 
DDa07/18/1990 
MA==06/05/1998 

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

Novartis 
Pharmaceuticals 
Corporation 
59 Route 10 
East Hanover, NJ 
07936 
oo .. os/13/1999 

Novartis 
Pharmaceuticals 
corporation 
59 Route 10 
East Hanover, NJ 
07936 
DD•0S/13/1998 

Hoffman-La Roche Inc. 
340 Kingsland St. 
Nutley, NJ 07110 
DO•07/13/1998 
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Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Generic Name 
TN-Trade Name 

Pentostatin 
TN= 

Phenylacetate 
TN= 

Pilocarpine HCl 
TN= Salagen 

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. 

Prostaglandin El Treatment of Fontaine Stage IV 
enol ester chronic critical limb ischemia. 
(AS-013) 

TN= 

Radiolabeled 
monoclonal 
antibody to CD22 
antigen on 
B-cells 
TN• LymphoCIDE 

Treatment of non-Hodgkin's 
lymphoma. 

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

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

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=0J/06/1998 

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

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

Immunomedics, Inc. 
300 American Rd. 
Morris Plains, NJ 
07950 
DD•07/13/1998 

Xoma Corporation 
2910 Seventh Street 
Berkeley, CA 94710 
DD•0G/22/1998 



Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Generic Name 
TN ... Trade Name 

Recombinant 
human Clara Cell 
l0kDa protein 
TN= 

Recombinant 
humanized 
monclonal 
antibody Sc8 
TN= 

Recombinant 
humanized 
monoclonal 
antibody sea 
TN= 

Rifapentine 
TN== Priftin 

Rifaximin 
TN= Normix 

Indication Designated 

Prevention of neonatal 
bronchopulmonary dysplasia in 
premature neonates with 
respiratory distress syndrome. 

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of pulmonary 
tuberculosis. 

Treatment of hepatic 
encephalopathy. 

S-adenosylmethio Treatment of AIDS-myelopathy. 
nine 
TNa 

Sponsor & Address 
DD= Date Designated 
MA•Marketing Approval 

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

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MP1. 02142 
DD=02/03/1998 

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

Hoechst Marion Roussel 
P.O. Box 9627 
H3-M2516 
Kansas City, MO 64134 
DD=0G/09/1995 
MA=06/22/1998 

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

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

Sacrosidase 
TN= Sucraid 

Sodium 
phenylbutyrate 
TN• 

TAK-603 
TN= 

Tacrolimus 
TN= Prograf 

Tetrabenazine 
TN= 

Thalidomide 
TNz Thalomid 

Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Indication Designated 

Treatment of congenital 
sucrase-isomaltase deficiency. 

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

Treatment of Crohn's disease. 

Prophylaxis of 
graft-versus-host-disease. 

Treatment for moderate/severe 
tardive dyskinesia. 

Treatment of erythema nodosum 
leprosum. 

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

Orphan Medical, Inc. 
13911 Ridgedale Drive 
Suite 475 
Minnetonka, MN 55305 
DD•l2/10/1993 
MA-04/09/1998 

Targon Corporation 
307 College Road East 
Princeton, NJ 08540 
DDs04/24/1998 

TAP Holdings Inc. 
2355 Waukegan Road 
Deerfield, IL 60015 

DD=05/13/1998 

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

Lifehealth Limited 
Richmond House, Old 
Brewery Court, 
Sandyford Road 
Newcastle upon Tyne 
NJ!:2 lXG England 
DD•05/12/1998 

Celgene Corporation 
P.O. Box 4914 
7 Powder Horn Drive 
warren, NJ 07059 
DD•07/26/1995 
MA•0?/16/1998 
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Orphan Product Designations and Approvals List 
January 1998 through August 1998 

Name 
Generic Name 
TN•Trade Name 

Thalidomide 
TN• 

Thalidomide 
TN• 

Thymalfasin 
TN• Zadaxin 

Tiapride 
TN• 

Treatment of primary brain 
malignancies. 

Treatment of Kaposi's sarcoma. 

Treatment of DiGeorge anomaly 
with immune defects. 

Treatment of Tourette's 
syndrome. 

Transgenic human Treatment of cystic fibrosis. 
alpha l 
antitrypsin 
TN• 

Spouor & Address 
DD- Date Desipated 
MA•Marketing Approval 

EntreMed, Inc. 
9610 Medical Center 
Drive, Suite 200 
Rockville, MD 20850 
DDa02/27/1998 

EntreMed, Inc. 
9610 Medical Center 
Dr. , Suite 200 
Rockville, MD 20850 
DDs07/29/1998 

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

Synthelabo Research, 
Inc. 
400 Plaza Drive 
Secaucus, NJ 07094 

DDm04/21/1998 

PPL Therapeutics 
(Scotland) Limited 
Roslin, Edinburgh 
EH25 9PP Scotland 
U.K., 
DD•OJ/06/1998 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN J'IYO BIOAVAILABILITY ONLY 
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO AUGUST 1998 ADDITIONS 
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PATENT AND EXCLUSIVITY TERMS PATENT AND EXCLUSIVITY TERMS 

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

PED PEDIATRIC EXCLUSIVITY 

ABBREVIATIONS 

REFERENCES 
NEW DOSING SCHEDULE 

D-38 CONTINUOUS INFllSION AS AN AL TERNA TE METHOD OF ADMINISTRATION 
D-39 CHANGE IN TIME TOT AKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 

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

D-40 ONCE-A-DAY DOSING REGIMEN 
D-41 DRUG MAY BE DOSED RIGHT BEFORE A MEAL OR ANY TIME UP TO 30 MIN BEFORE EATING OR 

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

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

D-43 INITIATION OI• TREATMENT WITll 900MG/DA Y BY DELETION OF THE REQUIREMENT TO TITRATE 
TO 900MG/DA Y OVER A 3-DA Y PERIOD 

D-44 IN A CLINICAL TRIAL, FEWER DISCONTINUATIONS DUE TO ADVERSE EVENTS, ESPECIALLY 
DIZZINESS AND VERTIGO, WERE OBSERVED WHEN TITRATING THE DOSE IN INCREMENTS OF 
SO MG/DAY EVERY THREE DAYS UNTIL AN EFFECTIVE DOSE (NOT EXCEEDING 400MG/DA Y) WAS 
REACHED 

D-45 ONCE DAILY DOSING FOR MAINTENANCE ONLY 
D-46 NEW DOSING REGIMEN OF 80MG DAILY 

NEW INDICATION 

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

REFRACTIVE SURGERY 
1-214 TREATMENT OF OSTEOPOROSIS 
1-215 PRE-PROCEDURAL APPLICATION TO ADULT MALE GENITAL SKIN PRIOR TO SITE-SPECIFIC 

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

MAINTENANCE TREATMENT OF BRONCIIOSPASM ASSOCIATED WITH {:OPD, INCUJDING 
OIRONIC BRONCHITIS AND EMPHYSEMA . 

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

1-218 USE OF LIPITOR AS AN ADJUNCTIVE THERAPY TO DIET FOR THE TREATMENT OI• PATIENTS WITH 
ELEVATED SERUM TRIGI.YCERIDE LEVELS (FREDERICKSON TYPE IV) 



PATENT AND EXCLUSIVITY TERMS 

NEW INDICATION 

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

1-220 TREATMENT OF EPISODIC HEARTBURN, ACID INDIGESTION AND SOUR STOMAC:H 
1-221 TREATMENT OF BENIGN PROSTATIC HYPERPLASIA (BPH) IN MEN WITH AN ENLARGED PROSTATE 

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

1-222 PREVENTION OF ISCHEMIC COMPLICATIONS OF UNSTABLE ANGINA AND NON-Q-W AVE 
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 6-11 YEARS 

1-224 FOR THE USE IN PEDIATRIC PATIENTS 4 TO II YEARS OF AGE FOR THE MANAGEMENT OF THE 
NASAL SYMPTOMS OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-225 llSE IN PATIENTS WITH PttEVIOUS Ml AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF 

72 

RECURRENT Ml, MYOCARDIAL REVASCULARIZA TION, AND CEREBROVASCULAR DISEASE EVENTS 
1-226 FIRST-LINE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OF THE OVARY IN 

COMBINATION WITH CISPLATIN 
1-227 SHORT-TERM TREATMENT QI• SYMPTOMATIC GASTROESOPHAGEAL REFLUX DISEASE (GERO) 
1-228 PREVENTION OF MEAL INDUCED HEARTBURN AT A DOSE OF 75MG TAKEN 30-60 MIN PRIOR TO A 

MEAL 
1-229 PRILOSEC (OMEPRAZOLE), AMOXICILLIN AND CLARITHROMYCIN FOR TIIE ERADIC'ATION OF 

H. PYLORI IN PATIENTS WITH DUODENAL ULCER DISEASE 
1-230 IN COMBINATION WITH CISPLATIN, FOR THE FIRST-LINE TREATMENT OF NON-SMALL CELL LllNG 

CANCER IN PATIENTS WHO ARE NOT CANDIDA TES FOR POTENTIALLY CURATIVE SURGERY 
AND/OR RADIATION 

1-231 TREATMENT OF PATIENTS WITH LO('.ALLY ADVANCED OR METASTATIC BREAST CANCER Af<TER 
FAILURE OF PRIOR c:HEMOTHERAPY 

1-232 TREATMENT OF REc:tlRRENT MllCOCllT ANEOUS HERPES SIMPLEX INFECTIONS IN HIV-AFFECTED 
PATIENTS AT A DOSE OF500MG TWICE DAILY 

1-233 PROPHYLACTIC USE TO REDUCE PERIOPERATIVE BLOOD LOSS AND THE NEED (<'OR BLOOD 
TRANSFUSION IN PATIENTS UNDERGOING CARDIOPULMONARY BYPASS IN THE COURSE OF 
CORONARY ARTERY BYPASS GRAFT SURGERY 

1-234 FOR USE IN COMBINATION WITH c:ISPLATIN FOR THE FIRST-UNE TREATMENT 01'' PATIENTS WITH 
INOPERABLE LOCALLY ADVANCED (STAGE IIIA OR IIIB) OR METASTATIC (STAGE IV) NON-SMALL 
CELL LUNG CANCER 

1-235 PREVENTION OF EXERCISE-INDUCED BRONCHOSPASM IN PATIENTS 12 YEARS OF AGE AND OLDER 
1-236 PREVENTION OF EXERc:ISE-INDllCED BRONCHOSPASM IN PATIENTS 4 YEARS OF AGE AND OLDER 
1-237 MAINTENANCE TREATMENT OF ASTHMA AND PREVENTION OF BRONCHOSPASM IN PATIENTS 4 

YEARS OF AGE AND OLDER 
1-238 ADJUNCTIVE TREATMENT OF LENNOX-GAST AllT SYNDROME IN PEDIA TRI<: AND ADULT PATIENTS 
1-239 TREATMENT OF PATIENTS WITH HOMOZYGOUS FAMILIAL HYPERCHOLESTEROLEMIA 

PATENT USE CODE 

ll-2I5 TREATMENT OF EPILEPSY TWICE DAILY. TREATING A PATIENT BY ADMINISTERING 
CARBAMAZEPINE IN A DOSAGE FORM CAPABLE 01-' MAINTAINING Bl.OOD CON('ENTRATION 
FROM 4-I2MCG/ML OVER 12 HOURS 

ll-216 TREATMENT OF ADENOCARCINOMA, INCUTDING STAGE B2-C. BY ADMINISTERING AN A(;ONIST OF 
LR-RH AND FLllT AMIDE 

11-217 METHOD OF PRODUCING ANESTHESIA 
ll-2I8 METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN nrn DRUG PRODllCT 



73 

PATENT AND EXCLUSIVITY TERMS 

PATENT USE CODE 

U-219 TREATMENT OF PARKISON'S DISEASE 
U-220 METHOD OF DIAGNOSIS 
U-221 SELECTIVE VASODILA TION BY CONTINUOUS ADENOSINE INFUSION 
ll-221 METHOD OF TREATING PAGETS DISEASE USING ACTONEL 
ll-223 TREATMENT OF BACTERIAL CONJUNCTIVITIS CAUSED BY SUSCEPTIBLE STRAINS OF 

MICROORGANISMS 
U-224 CONTROLLING INTRAOCULAR PRESSURE 
U-22S METHOD FOR DELIVERY 
lf-226 METHOD OF ENHANCING THE DISSOLUTION PROFILE OF A PHARMACEUTICAL FROM A SOLID 

DOSAGE FORM CONTAINING THE PHARMACEUTICAL AND SIMETHICONE 
l!-227 NASAL ADMINISTRATION 
ll-228 ASTHMA 
U-229 CARDIAC INSUFFICIENCY (CONGESTIVE HEART FAILURE) 
U-230 PREVENTION OF ACUTE CARDIAC ISCHEMIC EVENTS 
ll-231 USE IN PARKINSON'S DISEASE 
U-232 METHOD OF TREATING MIGRAINE 
li-233 DECREASING MORTALITY CAUSED BY CONGESTIVE HEART FAILURE 
U-234 METHOD OF USING RIBAVIRIN TO TREAT VIRAL INFECTIONS IN MAMMALS 
U-235 METHOD OF MODULA TING THI AND TH2 RESPONSE IN ACTIVATED T CELLS OF A HUMAN 

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

U-236 TREATING MALE PATTERN BALDNESS WITH O.OS TO 3 MG/DAY 
ll-237 METHOD OF PERFORMING NMR IMAGING WITH A PATIENT COMPRISING ADMINISTERING TO THE 

PATIENT AN EFFECTIVE AMOUNT OF CONTP.AST AGENT DISCLOSED IN THE CLAIMS 
ll-238 IMAGING A BODY TISSUE AND SUBJECTING TO NMR TOMOGRAPHY, ADMINISTERING AN AMOUNT 

OF PHARMACEUTICAL AGENT FOR AFFECTING THE RELAXATION TIMES OF ATOMS IN BODY 
TISSUES UNDERGOING NMR JllAGNOSIS, WHEREBY THE IMAGE CONTRAST IN ENHANCED .... 

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

ll-240 TREATMENT OF ACUTE MIGRAINE ATTACKS 
ll-141 FOR SHORT-TERM TREATMENT ACTIVE DUODENAL ULCER, MAINTENANCE THERAPY FOR 

DUODENAL ULCER PATIENTS AT REDUCED DOSAGE AFTER HEALING OF ACTIVE ULCER, SHORT
TERM TREATMENT ACTIVE BENIGN GASTRIC ULCER & GERO, PATHOLOGICAL 
HYPERSECRETORY CONDITIONS 

lJ-242 USE OI• FOLLITROPIN ALPHA ALONE IN IN-VITRO FERTILIZATION 
U-243 TOPICAL ADMINISTRATION 
ll-244 PLATELET AGGREGATION INHIBITORS 
U-245 TREATMENT OF SEBORRHEA DERMATITIS IN HUMANS 



74 

PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

"PED and PED represent Pediatric Exclusivity 

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

020482 004 ACAltllOSE; PRE COSE 4904769 FEB 27, 2007 NCE SEP 06, 2000 
020802 001 ACETNIIIIOPIIEN;EXCEORIN (MIGRAIIIE) NP JAN 14, 2001 
020059 001 ADENOSINE;ADENOSCAN 5070877 DEC 10, 2008 U-116 

5731296 MAR 24, 2015 u-221 
~ 020503 001 ALIUTEROL SULFATE;PROVENTJL·HFA ]766573 JUN 16, 2015 1-235 SEP 23, 2001 

020560 001 ALENDRONATE SOOIUN;FOSNIAX 5804570 FEB 17, 2015 
020560 002 ALENDRONATE SOOIUM;FOSNIAX 5804570 FEB 17, 2015 
020560 003 ALENDRONATE SODIUM;FOSANAX 5804570 FEB 17, 2015 
020511 001 NILEXANOX;APHTHASOL 5362737 NOV 08, 2011 U-243 
019787 001 AMLODIPINE lilESYLATE;HOltVASC 4572909 JUL 31, 2006 
019787 002 AMLODIPINE BESYLATE;HOltVASC 4572909 JUL 31, 2006 
019787 003 ANLODIPIIIE BESYLATE;HOltVASC 4572909 JUL 31, 2006 
020304 001 APROTININ BOVINE;TRASYLOL 1-233 AUG 28, 2001 
020420 001 ARlilUTNIINE HYDROCHLORIDE;GENESA 5108363 APR 28, 2009 u-220 

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

020702 001 ATORVASTATIN CALCIUM;LIPITOR 4681893 SEP 24, 2009 U-161 1·218 JUL 10, 2001 
1-219 JUL 10, 2001 

020702 002 ATORVASTATIN CALCIUM;LJPJTOR 4681893 SEP 24, 2009 U-161 1·218 JUL 10, 2001 
1-219 JUL 10, 2001 

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

~ 020114 001 AZELASTINE HYDROCHLORIDE;ASTELIN 5164194 OCT 16, 2011 U-207 
018521 001 BECLDMETHASONE DIPROPIONATE;VANCENASE 4364923 DEC 21, 1999 
017573 001 BECLDMETHASONE DIPROPIONATE;VANCERIL 4364923 DEC 21, 1999 
020486 001 BECLONETHASONE DIPROPIONATE;VANCERIL DOUBLE STRENGTH 4364923 DEC 21, 1999 
019408 001 BETNIETHASONE DIPROPIONATE;DIPROLENE 4489070 MAY 13, 2003 
020816 001 BRINZOLNIIDE;AZOPT 5240923 AUG 31, 2010 U-224 NCE APR 01, 2003 

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

~ 020441 002 lilUDESON IDE; PULMI CORT D-45 OCT OB, 2001 
020711 002 lilUPROPION HYDROCHLORIDE;ZYlilAN 5731000 AUG 12, 2013 
020711 003 lilUPROPION HYDROCHLORIDE;ZYlilAN 5731000 AUG 12, 2013 
020524 001 lilUTENAFIIIE HYDROCHLORIDE;MENTAX 5021458 OCT 18, 2010 U-177 
020554 001 CALCIPDTRIEIIE;DOVONEX 4866048 DEC 29, 2007 
020611 001 CALCIPDTRIENE;DOVONEX 4866048 DEC 29, 2007 
020313 002 CALCITONIN, SALMOH;NIACALCIN 5733569 MAR 31, 2015 U-227 
020521 001 CALFACTANT;INFASURF PRESERVATIVE FREE NCE JUL 01, 2003 
020838 001 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 U-3 NCE JUN 04, 2003 

5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 

020838 002 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 U·J NCE JUN 04, 2003 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 

020838 003 CANDESARTAN CILEXETIL;ATACAND 5196444 APR 18, 2011 U-3 NCE JUN 04, 2003 
5534534 JUL 09, 2013 
5703110 APR 18, 2011 
5705517 APR 18, 2011 
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PRESCRIPTION MID OTC DU PIICIOUCT 
PATENT MID EXCLUSIVITY DATA 

*PED and PED represent Pediatric Exclusivity 

APPLIPR(II) INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS 
IIINIER IUIHR EXPIRES COO£ COO£ EXPIRES 

0211838 004 CMIDESARTAN CILEXETIL;ATACMID 5196444 APR 11S, 2011 U·3 Na JUN 04, 2003 
5534534 JUL 09, 2013 
5703110 APR 11!1, 2011 
5705517 APR 18, 2011 

020896 001 CAPECITAIIIIE;XELOOA Na APR 30, 2003 
020896 002 CAPECITAIIIIE;XELOOA Na APR 30, 2003 
020712 001 CARIMAZEPINE;CARBATROL 5326570 JUL 05, 2011 U-215 
020712 002 CARBAMAZEPINE;CARBATROL 5326570 JUL 05, 2011 U-215 
020297 001 CARVEDILOL;COREG 4503067 MAR 05, 2007 u-3 

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

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

5760069 JUN 07, 2015 u-233 
~ 020297 004 CARVEDILOL;COREG 4503067 MAR 05, 2007 U·3 

5760069 JUN 07, 2015 1.1·233 
020774 001 CHLORIIEXIDINE GLUCONATE;PERIOCHIP 111P MAY 15, 2001 
020238 002 CUIETIDINE;TAGAIIET Ml D-41 JUN 05, 2001 
020369 001 CiPRDFLOXACIN HYDROCHLORIDE;CILOXAN 4670444 JUN 02, 2004 1.1•223 NDF MAR 30, 2001 
020805 001 CIPRDFLOXACIN HYDROCHLORIDE;CIPRO HC 4670444 DEC 09, 2003 NC FEB 10, 2001 

4844902 FEB 11, 2008 
020780 001 CIPRDFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020780 002 CIPRDFLOXACIN;CIPRO 4670444 DEC 09, 2003 
020822 002 CITALOPRM HYDROBRONIDE;CELEKA Na JUL 17, 2003 
020822 003 CITALOPRM HYl>ROBROMIDE;CELEKA Na JUL 17, 2003 
020822 004 CITALOPRM HYDROBROMIDE;CELEKA Na JUL 17, 2003 
020839 001 CLOPIDOGREL BISULFATE;PLAVIX 4529596 JUL 05, 2003 

4847265 FEB 12, 2008 
5576328 JAN 31, 2014 

017922 001 DESNOPRESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
017922 002 DESMOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
017922 003 DESMOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
018938 001 DESMOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
018938 002 DESMOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 
019955 001 DESMOP!tESSJN ACETATE;OOAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
019955 002 DESMOP!tESSIN ACETATE;OOAVP 5763407 DEC 23, 2013 1·40 MAR 25, 2001 
020713 001 DESOGESTREL;MIRCETTE NP APR 22, 2001 
020344 001 DEXFENFLURMINE HYDROCHLORIDE;REDUX 4309445 FEB 19, 2004 1.1·133 
020009 001 DICLDFENAC SODIUN;DICLDFENAC SODIUM 5603929 NOV 16, 2014 1.1·239 

5653972 NOV 16, 2014 u-m 
020037 001 DICLOFENAC SODIUN;VOLTAREN 1·213 FEB 25, 2001 
020148 001 DIHYl>ROERGOTMIIIE 1'11:SYLATE;MIGRANAL 4751423 JUL 31, 2001 

446291!13 JUL 31, 2001 1.1·227 
5169849 DEC 08, 2009 

1.1·227 
020401 001 DILTIAZEM HYl>ROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 002 DILTJAZEM HYl>ROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 003 DILTIAZEM HYDROCHLORIDE;TIAZAC 1·133 JAN 30, 2001 
020401 004 DILTIAZEM IIYDROCHLORJDE;TIAZAC 1·133 JAN 30, 2001 
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APPL/NOD 
NIJNIER 

020401 005 
020449 001 
020690 001 
020690 002 
020869 001 
020972 001 
020972 002 
020972 003 
020164 001 

020164 002 

020738 004 
020738 005 
020711S 001 

020718 002 

020375 003 
020870 001 
020870 002 
020527 002 
020527 001 
083209 001 
086715 001 
020363 001 

020363 002 
020363 003 
020752 001 

020752 002 

020625 001 

020786 001 

02078a 001 
020180 001 
018830 001 
018830 002 
018830 003 
018830 004 
018554 001 

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

PRESCRIPTION AND OTC DRUG PllODUCT 
PATENT AND EXCLUSIVITY DATA 

llf'ED and PED represent Pediatric Exclusivity 

INGREDIENT NAME; TRADE NAME 

DILTIAZEN HYDROCHLORIOE;TIAZAC 
DOCETAXEL;TAXOTERE 
DONEPEZIL HYDROCHLORIOE;ARICEPT 
DONEPEZIL HYDROCHLORIOE;ARICEPT 
DORZOLANIOE HYDROCHLORIDE;COSOPT 
EFAVIRENZ;SUSTIVA 
EFAVIRENZ;SUSTIVA 
EFAVIRENZ;SUSTIVA 
ENOXAPARIN SOOIUM;LOVENOX 

ENOXAPARIN SOOIUM;LOVEMOX 

EPROSARTAN MESYLATE;TEVETEN 
EPROSARTAN MESYLATE;TEVETEN 
EPTIFIBATIDE;INTEGltlLIN 

EPTJFIBATIOE;INTEGltlLIN 

ESTRAOIOL;CLINARA 
ESTRAOIOL;CCllll~ATCH 
ESTRAOIOL;CCIIIIPATCH 
ESTROGENS, CONJUGATED;PRENPHASE 14/14 
ESTROGENS, CONJUGATED;PRENPRO 14/14 
ESTROGENS, ESTERIFJED;ESTRATAB 
ESTROGENS, ESTERIFIED;ESTRATAB 
fANCICLOVIR;FAMVIR 

FANCICLOVIR;FAMVIR 
FANCICLOVIR;FAMVIR 
FANDTIOINE;PEPCIO RPD 

FANDTIDINE;PEPCIO RPD 

FEXOFENAOINE HYOROCHLORIDE;ALLEGRA 

FEXOFENAOINE HYOROCHLORJOE;ALLEGRA·D 

FINASTERIOE;PROPECIA 
FINASTERIDE;PROSCAR 
FLECAINIDE ACETATE;TANBOCOR 
FLECAINJDE ACETATE;TANBOCOR 
FLECAINIOE ACETATE;TANBOCOR 
FLECAINIDE ACETATE;TANBOCOR 
FLUTANIOE;EULEXIN 

PATENT 
NIJNIER 

4895841 
4895841 

5185351 
5185351 
5807825 
5756451 
5686570 
5807825 
5756451 
5686570 
5223261 

5547948 
5547948 

4283408 
4305502 
4371516 
4283408 
4305502 
4371516 
4254129 

4254129 
5375693 
5578610 
5547957 

4642384 
4642384 
4642384 
4642384 
4472382 
5712251 
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PATENT/PED EXCL USE EXCLUS EXCLUS 
EXPIRES COOE CODE EXPIRES 

NOV 25, 2010 
NOV 25, 2010 

FEB 09, 2010 
FEB 09, 2010 
SEP 15, 2015 
NOV 11, 2014 
NOV 11, 2014 
SEP 15, 2015 
NOV 11, 2014 
NOV 11, 2014 
JUN 29, 2010 

JAN 17, 2015 
JAN 17, 2015 

OCT 15, 2000 
DEC 15, 1998 
JAN 31, 2000 
OCT 15, 2000 
DEC 15, 1998 
JAN 31, 2000 
FEB 18, 2001 

FEB 18, 2001 
AUG 03, 2012 
NOV 26, 2013 
OCT 15, 2013 

FEB 10, 2004 
FEB 10, 2004 
FEB 10, 2004 
FEIi 10, 2004 
SEP 18, 2001 
SEP 18, 2001 

1-133 
1·231 

NC 
NCE 
NCE 
NCE 
1·217 
1·222 
1·222 
1·217 

U·3 0·40 
U·3 0·40 
U·244 NCE 

U·244 NCE 

u-241 

U·241 
U·139 

NP 
NP 

1·214 
1·214 
NCE 
1·232 
1·232 
1·232 

JAN 30, 2001 
JUN 22, 2001 

APR 07, 2001 
SEP 17, 2003 
SEP 17, 2003 
SEP 17, 2003 
JAN 30, 2001 
MAR 27, 2001 
MAR 27, 2001 
JAN 30, 2001 
OCT 28, 2001 
OCT 28, 2001 
NAY 18, 2003 

NAY 18, 2003 

AUG 07, 2001 
AUG 07, 2001 

MAR 10. :;.]001 
MAR 10, 2001 
JUN 29, 1999 
JUN 12, 2001 
JUN 12, 2001 
JUN 12, 2001 

NCE JUL 25, 2001 

U·236 

U·24 
U·216 

1·221 MAR 20, 2001 
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APPL/PROD 
NUMBER 

020121 001 
020378 001 

020378 002 

020961 001 
020450 001 
020235 001 
020235 002 
020235 003 
020882 001 

020882 002 

019596 001 
020460 001 

020509 001 
020509 002 
020695 001 
020818 001 

020818 002 

020716 001 
016295 002 
016295 003 
016295 004 
019771 001 

019833 002 

020589 001 

020516 001 

020601 001 

020603 001 

020267 002 

020601 003 

020602 001 

PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 

*PED and PED represent Pediatric Exclusivity 

INGREDIENT NAME; TRADE NAME 

FLUTICASONE PROPIONATE;FLONASE 
FOLLITROPIN ALFA/BETA;GONAL·F 

FOLLITROPIN ALFA/BETA;GONAL·F 

FOMIVIRSEN SODIUM;VITRAVENE PRESERVATIVE FREE 
FOSPHENYTOIN SODIUM;CEREBYX 
GABAPENTIN;NEURONTIN 
GABAPENTIN;NEURONTIN 
GABAPENTIN;NEURONTIN 
GABAPENTIN;NEURONTIN 

GABAPENTIN;NEURONTIN 

GADOPENTETATE DIMEGLUMINE;MAGNEVIST 
GANCICLOVIR;CYTOVENE 

GEMCITABINE HYDROCHLORIOE;GEMZAR 
GEMCITABINE HYDROCHLORIDE;GEMZAR 
GREPAFLOXACIN HYDROCHLORIDE;RAXAR 
HYDROCHLOROTklAZIDE;DIOVAN HCT 

HYDROCHLOROTHIAZIDE;DIOVAN HCT 

HYDROCODONE BITARTRATE;V!COPROFEN 
HYDROXYUREA;DROXIA 
HYDROXYUREA;DROXIA 
HYOROXYUREA;DROXIA 
IBUPROFEN;ADVIL COLO AND SINUS 

PATENT 
HUMBER 

4589402 
5767251 
4589402 
5767251 

4260769 

4087544 
4894476 
5084479 
4087544 
4894476 
5084479 
5560903 
4423050 
4642346 
4507305 

5563138 
5399578 

5399578 

4587252 

4552899 
4552899"PEO 
4788220 
4788220*PED 
4788220 
4788220*PED 
5374659 
5374659*PED 
5215755 
5215755*PED 
5374659 
5374659*PEO 
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PATENT/PED EXCL USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

JUL 26, 2004 
JUN 16, 2015 
JUL 26, 2004 
JUN 16, 2015 

APR 07, 2003 

JAN 16, 2000 
MAY 02, 2008 
JAN 02, 2010 
JAN 16, 2000 
MAY 02, 2008 
JAN 02, 2010 
OCT 01, 2013 
MAY 21, 2001 
JUN 24, 2005 
MAY 12, 2001 

OCT 08, 2013 
MAR 21, 2012 

MAR 21, 2012 

DEC 18, 2004 

NOV 12, 2002 
MAY 12, 2003 
NOV 29, 2005 
MAY 29, 2006 
JUL 08, 2007 
JAN 08, 2008 
DEC 20, 2011 
JUN 20, 2012 
JUN 01, 2010 
DEC 01, 2010 
DEC 20, 2011 
JUN 20, 2012 

1·224 OCT 31, 2000 
U-242 

U-242 

U-64 

U-64 

NCE AUG 26, 2003 

D-43 SEP 29, 2001 
0·43 SEP 29, 2001 
D-43 SEP 29, 2001 

I ·234 AUG 26, 2001 
1 ·234 AUG 26, 2001 

U-3 NCE DEC 23, 2001 
MAR 06, 2001 
DEC 23, 2001 
MAR 06, 2001 

NC 
U-3 NCE 

NC 
u-55 

ODE FEB 25, 2005 
ODE FEB 25, 2005 
ODE FEB 25, 2005 

NP JUN 16, 1998 
PED DEC 16, 1998 
NP JUN 16, 1998 
PED DEC 16, 1998 
NP NOV 15, 1999 
PED MAY 15, 2000 
NP JUN 16, 1998 
PED DEC 16, 1998 
NP JUN 16, 1998 
PED DEC 16, 1998 

IBUPROfEN;CHILDREN'S ADVIL 

IBUFROFEN;CHILDREN'S ADVIL 

IBUPROFEN;CHILDREN'S MOTRIN 

IBUPROFEN;CHILDREN'S MOTRIN 

IBUPROFEN;CHJLDREN'S MOTRIN 

IBUPROFEN;JUNIOR STRENGTH ADVIL 

IBUPROFEN;JUNIOR STRENGTH MOTRIN 

IBUPROFEN;JUNIOR STRENGTH MOTRIN 

5215755 JUN 01, 2010 
5215755*PED DEC 01, 2010 

NP NOV 15, 1999 
PED MAY 15, 2000 
NP JUN 16, 1998 
PED DEC 16, 1998 
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PRESCRIPTION AND OTC DRUG PROOUCT 
PATENT AND EXCLUSIVITY DATA 

*PED and PED represent Pediatric Exclusivity 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS IEICCLUS 
IIUMIIER IIUMIIER EXPIRES CODE CODE EXPIRES 

019842 001 IBUPROFEN;MOTRIN 5374659 DEC 20, 2011 
5374659*PED JUN 20, 2012 

020135 001 IBUPROFEN;MOTRIN 5215755 JUN 01, 2010 
5320855 JUN 14, 2011 
5215755*PED DEC 01, 2010 
5320855*PED DEC 14, 2011 

020135 002 IBUPROFEN;MOTRIN 5215755 JUN 01, 2010 
5320855 JUN 14, 2011 
5215755*PED DEC 01, 2010 
5320855*PED DEC 14, 2011 

020812 001 JBUPROFEN;PEDIATRIC ADVIL NP JUN 16, 1998 
PED DEC 16, 1998 

020903 001 INTERFERON ALFA·28;REIBETRON 4530901 JUL 23, 2002 NP JUN 03, 2001 
4211771 JUL 08, 1999 u-234 
5767097 JAN 23, 2016 u-235 

020923 001 IOVERSOL;OPTIRAY 240 4396598 DEC 30, 2002 
020923 002 IOVERSOL;OPTIRAY 320 4396598 DEC 30, 2002 
020923 003 JOVERSOL;OPTIRAY 350 4396598 DEC 30, 2002 
020393 001 IPRATROPIUM BROMJDE;ATROVENT 1·223 APR 01, 2001 
020571 001 IRJNOTECAN HYDROCHLORIDE;CAMPTOSAR 4604463 AUG 20, 2007 

>ADD> 020083 001 JTRACONAZOLE;SPORANOX 5633015 MAY 27, 2014 
>ADD> 020657 001 ITRACONAZOLE;SPORANOX 5707975 JAN 13, 2015 
>ADD> 4727064 FEB 23, 2005 

4267179 JUN 23, 2000 
019927 001 KETOCONAZOLE;NIZORAL 4942162 FEB 11, 2003 

>ADD> 020310 001 KETOCONAZOLE;NIZORAL A·D 4942162 FEB 11, 2003 U·245 
>ADD> 4335125 JUN 15, 1999 
>ADD> 5456851 APR 07, 2014 

020241 001 LAMOTRIGINE;LAMICTAL ODE AUG 24, 2005 
>ADD> 1·238 AUG 24, 2001 

020241 002 LAMOTRIGINE;LAMJCTAL ODE AUG 24, 2005 
~ 1-238 AUG 24, 2001 

020241 003 LAMOTRIGINE;LAMICTAL ODE AUG 24, 2005 
~ 1·238 AUG 24, 2001 

020241 004 LAMOTRIGINE;LAMICTAL ODE AUG 24, 2005 
~ 1·238 AUG 24, 2001 

020241 005 LAMOTRIGINE;LAMICTAL COE AUG 24, 2005 
~ 1·238 AUG 24, 2001 

020241 006 LAMOTRIGINE;LAMICTAL COE AUG 24, 2005 
>ADD> 1-238 AUG 24, 2001 
>ADD> 020764 001 LAMOTRIGINE;LAMICTAL CD 5698226 JAN 29, 2012 ODE AUG 24, 2005 
>ADD> 4602017 JUL 22, 2008 U-106 1·238 AUG 24, 2001 
~ 020764 002 LAMOTRIGINE;LAMICTAL CD 5698226 JAN 29, 2012 COE AUG 24, 2005 
>ADD> 4602017 JUL 22, 2008 U·106 1·238 AUG 24, 2001 

~ 020764 003 LAMOTRIGINE;LAMICTAL CD 5698226 JAN 29, 2012 COE AUG 24, 2005 
> 4602017 JUL 22, 2008 U·106 1·238 AUG 24, 2001 

020406 001 LANSOPRAZOLE;PREVACID 1·227 MAR 12, 2001 
D·42 JUL 20, 2001 

020406 002 LANSOPRAZOLE;PllEVACID 1·227 MAR 12, 2001 
D·42 JUL 20, 2001 
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PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

*PED and PED represent Pediatric E1tclusivity 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS 
IUIHR NI.MER EXPIRES CODE CODE EXPIRES 

B 020905 001 LEFLUNOMIDE;ARAVA NCE SEP 10, 2003 
> 020905 002 LEFLUNOMl!iE;ARAVA NCE SEP 10, 2003 
~ 020905 003 LEFLUNOMIDE;ARAVA NCE SEP 10, 2003 

020807 001 LEP'RUOlN;REFLUDAN 5180668 JAN 19, 2010 ODE MAR 06, 2005 
NCE MAR 06, 2003 

019732 001 LEUPROl.lDE ACETATE;LUPRON DEPOT 5716640 SEP 02, 2013 
020011 001 LEUPROLlDE ACETATE;LUPRON DEPOT 5716640 SEP 02, 2013 
020517 001 LEUPROl.lDE ACETATE;LUPRON DEPOT 5716640 SEP 02, 2013 
020263 002 LEIJPROLIDE ACETATE;LUPRON DEPOT·PED 5716640 SEP 02, 2013 
020263 003 LEUPROI.IDE ACETATE;LUPRON DEPOT·PED 5716640 SEP 02, 2013 
020263 004 LEUPROI.IDE ACETATE;LUPRON DEPOT·PED 5716640 SEP 02, 2013 
020263 005 LEUPROLIDE ACETATE;LUPRON DEPOT·PED 5716640 SEP 02, 2013 
020263 006 LEUPROLlDE ACETATE;LUPRON DEPOT-PED 5716640 SEP 02, 2013 
020708 001 LEUPROLIDE ACETATE;LUPRON DEPOT·3 5716640 SEP 02, 2013 
020517 002 LEUPROLIDE ACETATE;LUPRON DEPOT·4 5716640 SEP 02, 2013 
019941 001 LIDOCAINE;EMLA 1·215 FEI 04, 2001 
020962 001 LIDOCAINE;EMLA NP FEB 04, 2001 
020606 001 LOPERAMIDE HYDROCHLORIDE;IMDDIUl4 ADVANCED 5716641 MAY 21, 2012 U-226 
020803 001 LOTEPREDNOL ETAIONATE;ALREX 4996335 FEI 26, 2008 NCE MAR 09, 2003 

5540930 OCT 25, 2013 
020583 001 LOTEPREDNOL ETAIONATE;LOTEMAX 4996335 FEI 26, 2008 NCE MAR 09, 2003 

5540930 OCT 25, 2013 
020841 001 LOTEPREDNOL ETAIONATE;LOTEMAX 4996335 FEI 26, 2008 NCE MAR 09, 2003 

5540930 OCT 25, 2013 
019832 003 MAFENIDE ACETATE;SULFAMYLON NDF JUN 05, 2001 

OOE JUN 05, 2005 
020652 001 MANGAFOOIPIR TRISODIUl4;TESLASCAN 4933456 JUN 12, 2007 

4992554 FEB 12, 2008 
5091169 FEB 25, 2009 
5223243 JUN 29, 2010 U-237 
4647447 MAR 03, 2004 U-238 

019618 001 MESALAMINE;ROIMSA 4657900 APR 14, 2004 
RE33239 MAY 12, 2004 

020208 001 METRONIDAZOLE;METROGEL·VAGINAL D·40 MAY 16, 2000 
020027 001 MICONAZOLE NITRATE;MONISTAT 3 NP MAR 30, 2001 

> 018654 001 MIDAZOLAM HYDROCHLORIDE;VERSED 4280957 DEC 20, 1999 
4280957*PED JUN 20, 2000 

018654 002 MIDAZOLAM HYDROCHLORIDE;VERSED 4280957 DEC 20, 1999 
4280957*PED JUN 20, 2000 

020942 001 MIDAZOLAM HYDROCHLORIDE;VERSED 4280957 DEC 20, 1999 
4280957*PED JUN 20, 2000 

020415 003 MIRTAZAPINE;REMERON NCE JUN 14, 2001 
020762 001 MOMETASONE FUROATE MONOIIYDRATE;NASONEX 4472393 SEP 18, 2001 
020829 002 MOIITELUICAST SODIUl4;SINGULAIR 5565473 NOV 30, 2010 U-228 NCE FEB 20, 2003 
020830 001 MDNTELUICAST SOOIUM;SINGULAIR 5565473 NOV 30, 2010 U-228 NCE FEI 20, 2003 
020763 001 HARATRIPTAN HYDROCHLORIDE;AMERGE NCE FEB 10, 2003 
020763 002 WATRIPTAN HYDROCHLORIDE;AMERGE NCE FEB 10, 2003 

~ 020933 001 NEVIRAPINE;VIRAMUNE NDF SEP 11, 2001 
~ NCE JUN 21, 2001 
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PRESCIUPTIOII AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

ltpED and PED repreaent Pediatric Exclusivity 

APPL/NOD JlllGREl)JENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUI EXCLUI 
IIIIRER NU141Elt EXPIRES CODE CODE EXPIRES 

020536 001 NICOTINE;NICOTROL 4915950 FEB 12, 2008 
020555 001 NIZATIDINE;AXID Alt H!20 APR D1 , 2001 

D-39 APR D1, 2001 
020799 001 OFLOXACJN;FLOXIN NDF DEC 16, 2000 
020688 001 OLOPATADINE IIYDRDCIILOIUDE;PATANOL 5116863 DEC 18, 2010 
019810 001 OMEPRAZOLIE;PRILOSEC 1·229 Jlllil 29, 2001 
019810 002 OMEPRAZOLIE;PRILOSEC J-229 Jlllil 29, 2001 
020262 001 PACLITAXEL;TAXOL I-226 APR 09, 2001 

1·230 Jlllil 30, 2001 
020819 001 PARICALCITOL; ZEMPLAR NCE APR 17, 2003 
020710 001 PAROXETINE IIYDROCHLORIDE;PAXIL 5811436 SEP 22, 2015 
020237 001 PILOCARPINE HYDRDCHLORIDE;SALAGEN ODIE FIEI 11, 2005 

1-212 FEB 11, 2001 
~ 020451 001 PORFIMER SOOIUN;PIIOTOFRIN 5145863 DEC 15, 2009 U-129 

020667 001 PRMIPEXOLIE DIHYDROCHLORIDIE;MIRAPIEX 4886812 DIEC 12, 2006 
4843086 JUN 27, 2006 U-231 

020667 002 PRMIPIEXOLE DIHYDROCHLORIDE;NIRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U·231 

020667 003 PRMIPEXOLE DIHYDROCHLORIDE;NIRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U·231 

020667 004 PRMIPEXOLE DIHYDROCHLORJDE;NJRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U·231 

020667 005 PRMIPEXOLE DIHYDROCHLORIDE;MIRAPEX 4886812 DEC 12, 2006 
4843086 JUN 27, 2006 U·231 

019898 002 PRAVASTATIN SOOIUN;PRAVACHOL 1-225 Mlt 27, 2001 
019898 003 PRAVASTATIN SOOIUN;PRAVACHOL 1·225 Mlt 27, 2001 
019898 004 PRAVASTATIN SOOIUN;PRAVACHOL 1·225 Mlt 27, 2001 
019781 001 PROOESTERONE;PRONETRIUN NP MY 14, 2001 
019627 002 PROPOFOL;DIPRIVAN 5731355 Mlt 22, 2015 U·217 

5731356 Mlt 22, 2015 U·218 
020815 001 RALOXIFENE HYDROCHLORIDE;EVISTA 4418068 APR 03, 2001 

5393763 JUL 28, 2012 U·114 
5457117 JUL 28, 2012 U·114 
5478847 Mlt 02, 2014 U·114 

020520 001 RANITIDINE HYDROCHLORIDE;ZANTAC 75 1·228 JUN 08, 2001 
021024 001 RIFAPENTINE;PRIFTJN ltCE JUN 22, 2003 

ODE Jlllil 22, 2005 
020835 001 RISEDRONATE SOOIUN;ACTONEL 5583122 DEC 10, 2013 U·222 NCE MR 27, 2003 
020272 005 RISPERIDONIE;RISPEROAL 5158952 OCT 27, 2009 D·37 OCT 17, 2000 
020864 001 RIZATRIPTAN BENZOATE;MAXALT 5298520 JAN 28, 2012 U·240 NCE Jlllil 29, 2003 

5602162 NAY 10, 2015 U•240 
020864 002 P.IZATRIPTAN BEIIZOATE;MAXALT 5298520 JAN 28, 2012 U•240 NCE Jlllil 29, 2003 

5602162 NAY 10, 2015 U-240 
020865 001 RIZATRIPTAN BEIIZOATE;MAXALT·MLT 4305502 DEC 15, 1998 NCE JUN 29, 2003 

5298520 JAN 28, 2012 U·240 
4758598 DEC 15, 1998 
4371516 FEB 01, 2000 
5602162 NAY 10, 2015 U·240 

020865 002 RIZATRIPTAN BENZOATE;MAXALT·MLT 4305502 DEC 15, 1998 NCE Jlllil 29, 2003 
5298520 JAIi 28, 2012 U·240 
4758598 DEC 15, 1998 
4371516 FEB 01, 2000 
5602162 MY 10, 2015 u-240 
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PRESCRIPTION AND OTC DU PftGDUCT 
PATENT Ml> EXCLUSIVITY DATA 

"PED and PED represent Pediatric Exclusivity 

APPL/HOO INGREDIENT NAME; TltADE NAME PATENT PATENT/PED EXCL USE EXCWS EXCWS 
U.R IUIIER EXPIRES CODE CODE EXPIRES 

020533 001 ROPIVACAJIIE IIYDROCIILORJDE NOIIOIIYDRATE;IIAROPIII 4870086 JUL 28, 2010 
020533 003 ROPIVACAIIIE HYDROCIILORIDE NONDHYDRATE;IIAROPIII 4870086 JUL 28, 2010 
020533 004 ROPIVACAIIIE HYDROCHLORIDE NONDHYDRATE;IIAROPIN 4870086 JUL 28, 2010 
020533 005 ROPIVACAIIIE HYDROCHLORIDE NONDHYDRATE;IIAROPIN 4870086 JUL 28, 2010 
020772 001 SACROSIDASE;SUCRAI0 ODE APR 09, 2005 

NCE APR 09, 2003 
020236 001 SAIJIETEROL XIIIAFOATE;SEREVENT 5126375 FEB 12, 2008 1·216 FEB 05, 2001 

~ 020692 001 SALNETEROL XJNAFOATE;SEREVENT 5225445 FEB 12, 2008 u-2·,, 1-237 SEP 25, 2001 
~ 5380922 JAIi 10, 2012 1·236 SEP 25, 2001 

5590645 MAR 01, 2011 
5126375 FEB 12, 2008 
0342994 JAIi 04, 2008 

020828 001 SAQUIIIAVIR;FORTOVASE 5196438 NOV 19, 2012 
020443 001 SEIINORELIII ACETATE;GEREf 4517181 MAY 14, 2002 

4703035 DEC 28, 2004 
020443 002 SEIINORELIII ACETATE;GEREF 4517181 MY 14, 2002 

4703035 DEC 28, 2004 
?!lm? 020926 001 SEVEUNER HYOROCIILORIDE;REIIAGEL NCE OCT 30, 2003 

020895 001 SILDEIIAFIL CITRATE;VIAGRA 5250534 JUN 18, 2011 NCE MAR 27, 2003 
020895 002 SILDEIIAFIL CITRATE;VIAGRA 5250534 JUN 18, 2011 NCE MAR 27, 2003 
020895 003 SILDEIIAFIL CJTRATE;VIAGRA 5250534 JUN 18, 2011 NCE MAR 27, 2003 

>IIDD> 019766 001 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 0·46 JUL 10, 2001 
1•239 JUL 10, 2001 

019766 002 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 D·46 JUL 10, 2001 
1·239 JUL 10, 2001 

019766 003 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 D·46 JUL 10, 2001 
1·239 JUL 10, 2001 

019766 004 SIMVASTATIN;ZOCOR 4444784 DEC 23, 2005 u-59 D·46 JUL 10, 2001 
1·239 JUL 10, 2001 

019766 005 SJMVASTATJN;ZOCOR 4444784 DEC 23, 2005 NS JUL 10, 2001 
1·239 JUL 10, 2001 
D-46 JUL 10, 2001 

019676 001 SOMATROPIN, BIOSYNT'IETIC;NUTROPIN ODE OCT 29, 2004 
019676 002 SOMATROPIN, BIOSYIITIIETIC!NUTROPIII ODE OCT 29, 2004 
020181 001 SOYBEAN OIL;LIPOSYII III 0% NP JAIi 13, 2001 
020626 001 SUNATRIPTAll;IMITREX 5037845 AUG 06, 2008 

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

020626 002 SUNATRIPTAll;IMITREX 5037845 AUG 06, 2008 
5307953 DEC OZ, 2012 
5554639 SEP 10, 2013 U·232 
5705520 DEC 10, 2011 u-232 

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

?!lm? 020887 001 TECHNETIUM TC·99M APCITIDE;ACUTECT NCE SEP 14, 2003 
020791 001 TESTOSTERONl:;TESTOOERM 4379454 FEB 17, 2001 
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PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 

*PED and PED represent Pediatric Exclusivity 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL USE EXCLUS EXCLUS 
NUMBER NUMIIER EXPIRES CODE CODE EXPIRES 

020785 001 TIIALIDONIDE;THALClMID IICE JUL 16, 2003 
ODE JUL 16, 2005 

020912 001 TIROFIW HYDROCHLORIDE;AGGRASTAT 5292756 NAR 08, 2011 u-230 11CE PIAY 14, 2003 
5658929 MAR 08, 2011 
5733919 OCT 23, 2016 

020913 001 TIROFIW HYOROCHLORIDE;AGGRASTAT 5292756 NAR 08, 2011 U·230 NCE MAY 14, 2003 
5658929 NAR 08, 2011 
5733919 OCT 23, 2016 

020697 001 TOLCAPONE;TASPIAR 5236952 AUG 17, 2010 NCE JAN 29, 2003 
5476875 DEC 19, 2012 u-219 

020697 002 TOLCAPONE; TASPIAR 5236952 AUG 17, 2010 NCE JAN 29, 2003 
5476875 DEC 19, 2012 u-219 

020m 001 TOLTERODINE TARTRATE;DETROL 5382600 JAN 17, 2012 NCE MAR 25, 2003 
020m 002 TOLTERODINE TARTRATE;DETROL 5382600 JAN 17, 2012 NCE MAR 25, 2003 
020671 001 TOPOTECAN HYDROCHLORIDE;HYCAMTIN 5004758 MAY 28, 2010 
020137 002 TORSEMIDE;DENADEX 0·38 FEB 13, 2001 

~ 020281 001 TRAMADOL HYDROCHLORIDE;ULTRAM D·44 AUG 21, 2001 
~ 020281 002 TRAMADOL HYDROCHLORIDE;ULTRAM 0·44 AUG 21, 2001 

020528 001 TRANDOLAPRIL;MAVIK 5744496 APR 28, 2015 u-229 
020528 002 TRANDOLAPRIL;MAVIK 5744496 APR 28, 2015 u-229 
020528 003 TRANDOLAPRIL;MAVIK 5744496 APR 28, 2015 u-229 
020719 001 TROGLITAZONE;PRELAY 4572912 NOV 09, 2008 
020719 002 TROGLITAZONE;PRELAY 4572912 NOV 09, 2008 
020719 003 TROGLITAZONE;PRELAY 4572912 NOV 09, 2008 
020720 001 TROGLITAZONE;REZULIN 4572912 NOV 09, 2008 
020720 002 TROGLITAZONE;REZULIN 4572912 NOV 09, 2008 
020720 003 TROGLITAZONE;REZULIN 4572912 NOV 09, 2008 

>ADO> 020586 001 UREA, C·13;MERETEK UST KIT (W/ PRANACTIN) 4830010 OCT 27, 2009 u-147 
020675 001 UR SOD IOL ;UIISO 4859660 AUG 22, 2006 

>ADO> 020892 001 VALRUIICIN;VALSTAR PRESERVATIVE FREE NCE SEP 25, 2003 
>AOO> ODE SEP 25, 2005 

020699 001 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 4535186 DEC 13, 2007 
020699 002 VENLAFAXINE HYl>ROCHLORIDE;EFFEXOR XR 4535186 DEC 13, 2007 
020699 003 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 4535186 DEC 13, 2007 
020699 004 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 4535186 DEC 13, 2007 
020388 001 VINORELBINE TARTRATE;NAVELBINE 4307100 JUL 08, 2002 

~ 020547 001 ZAFIRLUKAST;ACCOLATE 4859692 SEP 27, 2010 
020471 001 ZILEUTON;ZYFLO 4873259 DEC 10, 2010 ·.,-168 
020471 003 ZILEUTON;ZYFLO 4873259 DEC 10, 2010 U·168 

•u.s. Government Prlnling Ollfce: 19911 - 454-723/ll0002 
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