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APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EOUiVALENCE EVALUATIONS 

12TH EDITION 

CUMULATIVE SUPPLEMENT 2 

FEBRUARY 1992 

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. 12th 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 Division of Blood and Blood Products 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their approvals withdrawn for other than safety or efficacy reasons.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 th£ "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 Division of Blood and 
Blood Products 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. Exclusivity information for a specific drug is indicated by 
an abbreviation followed by the date upon which the exclusivity expires. Refer to the 
Exclusivity Terms section in the Patent and Exclusivity Information Addendum for an 
explanation of all codes and abbreviations. 

Ill 



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 equivaler,~e code indicates that the drng product is 
multisource; the deletion of a therapeutic equivalence code indicates that the drug 
product has become single source. (An infrequerit 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.) 

Additions new 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 than dropped in subsequent 
Cumulative Supplements for that item. A newly approved product is also identified by 
a lozenge ( ·• ) to the right of its strength which remains throughout all Cumulative 
Supplements for this edition. 

Deletions new 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 containing overstruck print. The >DLT> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print remains in the Prescription 
Drug Product List and OTC Drug Product lists in all Cumulative Supplements for this 
edition. However, the overstruck print in the Patent and Exclusivity Data is dropped in 
subsequent Cumulative Supplements. 

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 " i) " symbol to designate their 
non-marketed status. All products having a " ~ " symbol in the 1 2th Cumulative 
Supplement of the 12th Edition List will then be added to the "Discontinued Drug 
Product List" appearing in the 13th Edition. 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL 

Dn.:g products in this category ( 1) initially received approval only on the basis of safety 
before effectiveness studies were required. or (2) were conditionally approved under the 
temporary exemption that allowed these products to be marketed while effectiveness 
studies were being conducted. listed below are those drugs which are now required 
to revise their labeling and provide additional information necessary for full approval on 
the basis of requirements listed in the Federal Register. As approval is grantPd bv the 
Agency for & specific product, based on addition3I information submitteo 'oy the 
applicant, the product will be inciuded in the appropriate Drug Product List. 

Products 

Nitroglycerin (capsule, controlled release;oral) 
Nitroglycerin (tablet, controlled release;oral) 
Nitroglycerin (tablet, controlled release;buccal) 
Tranylcypromine Sulfate 

Federal Register Reference 

SEP 7, 1984 (49 FR 35428) 
SEP 7, 1984 (49 FR 35428) 
JUL 5, 1985 (50 FR 27688) 
MAR 22, 1984 (49 FR 10708) 

1 .3 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; or when an applicant name 
is changed to meet internal publication standards. Therefore, the cumulation of these 
transfers and name changes wm be identified in this section only. Where only partial 
approved product lines are transferred between applicants, each approved product 
involved will appear as an applicant name change in the Cumulative Supplement. 

APPLICANT NAME CHANGES 

FORMER APPLICANT NAME 
(FORMER ABBREVIATED NAME! 

RECKITT AND COLMAN PHARMACEUTICALS INC 
(R & Cl 

BARNES HIND PHARMACEUTICALS INC 
(BARNES HIND) 

V 

\J j i 

NEW APPLICANT NAME 
(NEW ABBREIVATED NAME) 

RECKITT AND COLMAN PHARMACEUTICALS INC 
(RECKITT AND COLMAN) 

SOLA BARNES HIND 
(SOLA BARNES HINDI 



1.4 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 sections 505 and 507 of the Federal Food, Drug, and Cosmetic Act. Excluded 
are approved drug products marketed by di$tributors; those marketed solely abroad; and those now regarded as medical 
devices, biologics or foods. 

The baseline column (Dec 1991) 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. 

VI 



CATEGORiES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MUL T! SOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 

EXCcPTIONS' 
NEW MOLECULAR ENTITIES APPROVED 

NUMBER OF APPLICANTS 

REPORT or COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DEC 19:ll 

9258 
2187 (22 8%) 
7397 (77.2%) 

6580 ( 68 7%) 
664 ( 6.9%) 
153 ( 1. 6%) 

430 

COUN~S CUMULATIVE BY QUARTER 

MAR 1992 

'Amino acid-containing products of var)ing composition (see Introduction, page xvi of the List). 

vii 
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!A MIKART ~;~ 

/~~/ /~~~/~~jj¢j/ 

a PHARH BASICS 

ACETOOEXA11IOE 

TABLET; ORAL 
AC"'TOOEXAMIDE 

/~fl lf1l~l~A;t¢~/ 
/~# 

a PHAR:1 BASICS 

a 

ALWTEROL SIAffil 

SOLUTION; INiiALATION 
AUIUT'OOI. 9JI..FATE 

> _!Q_!L> AN DEY 
>_!QQ_> 

PROVEHTJ:L 
> ADO > ~ SCHERING 
>_!QQ_> 

/#df,¢.:~/ 
SOOHG;SHG 

n$~/ 
,~~_dr,¢/ 

2SOHG 

500t!G 

EQ 0.083% BA&• 

EQ 0.083% BASf 

/~.1f11 / ddU 
/,V.f /t6 :Jf'>M./ 

!~1;.1UddU 
ltl/.f/f.6 :1t 1Mt/ 
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CHLOROIAZEPOXIDE: AND AHITRIPTYLINE HCL 

/~/ l~Nll~l~#,f.¢~/ /t4/Jf:~/~J.#.!~I 

,~-1 
ii PHARH .lASICS 

a 

/t~h~r,t./~J.$t.f fdr¢! 

EQ 12.SHG BASE;SMG 

EQ 2.5HG BASE;lOHG 

Af1ITIUPTVLINE HYOROCHL~IO.f.i • ..ef!lPHENAZIM; 

TARLET; OR.ti. 
PERPHENAZINE AND AHITRIPTYLINE HCL 

/~/¢·r.U.#~I /l~:~/ 

AHQX!CI LLIN 

CAPSULE; ORAL 

~I 1-/dA~Jj/ 
ii PAm<E DAVIS 
a 

J~~I 
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.SOOMG 

?OHOER FOR RECOOSTin.ITIOtl; OOAL ~w l~~ilo~~f.~I 
ii PARKE DAVIS 

~H~~1~~~ 
125MC/5ML 
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GEST COPY 

1 

l~t~t.41./.ddJI 
lt'<i':1/i~.:h.4M+/ 

tH8241 001 
NOV 16, 1,M 

I J~~J1f g~t. 
/tV.dl+.16/.d.dt 

I )At1/tt..:/f..4U 
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itlit~%Ud.dj. 
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A~ETOHEXAM101; 

TABLET; ORAL 
AC"'TOHEXAMIDE 

,~~/ /~f.p~/~/,.jj.¢;/ 

/~!,/ 

oi PHARH ~ASICS 

ol 

ALBUTEROL SUU'UE 

SOLUTION; I~.\!.ATION 
AL&ll'DKIL ~ll'ATI:: 

> _fil!!L> AN DEY 
>_Ml!!...> 

~[K'l"'.!I. 
> ..MlQ...> ~~ SCHER ING 
>_@,Q_> 

30ffl'IG; 1~ 

300!1G;30ttG 

30ot!G;li,m1G 

/!,_ddrr/, ;!,r,;,/ 

SOOtlG ;SHG 

/#.6r¢./ 

/~_6dr,;/ 

250!".G 

,,oo~ 

~1,3~% !!,~it 

~GI 0.083% BAS_f 

N8727o 
MAY 2&, 1'18:2 

N67275 Ofll 
MAY 2:6, 1982 

~-ie % ,p o en 
JAN 28, 19'12 
lt4¢ .4 i 4'J./ d d f.J 

/rJ.ld /i4: jj,._461 I 
NB'l291 001 
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N70753 001 
NOV C3, 1986 
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N72652 001 
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Nl9243 002 
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',;z l 

U8lH; 1,lllAL 

;. BOUR 

TABLET; OOAL 

.l ?HAim !!.\SICS 

~ 

UEILH; MAL 

10~ 

ANO AMITRIPTYLIN'E HCL 
/tQ/j.f:f,fl(./~~#;!,M,/ 

U !jhf,fl(./~J.$f; f~I 

EQ 12.91G 8AS€;511G 

EQ 2.5MG BASE;lOMG 

PERPMtNAZINE .iNO AMITRIPTYLINE HCL 
/J/1:.tI.ti#M /~6f1J;~/ 

AHOXl ~ I!, !.J N 

CAPSULE; ORAL 

/1,i/ N 
/~/ 

3 PARKE DAVIS 
.I 50011G 

REC~TinJTIOI',; ORAL 

3 PARKE DAVI$ 
,J 25DMG/SMl 

n, 

!~f ~t.t.i/.ddii 
/~v/U:Jt~/ 

N:l.8241 001 
NOV 16, 1984 

N1.d41.1 l.d,U 
I J#NJ.t:/HU/ 

/N1d41f,/.ddt . 
I JAtlltl:h.4U 

N70477 001 
JAN 12, ::.968 

N70478 001 
JAN 12, 1988 
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AHPICILLIN/aHPICILLIN TRIHYDRATs BACLOFEN 

CAPSULE; ORAL TABLET; ORAL 

~ft 1'1jf~~,/~A~t~I 
BACLOFEH 

~ifiH~!:ffif~ }~~~:i1~::~~ /~~/ 7flfl#W~A~t¢~/ !j._6r'i¢/ 
iii PARKE DAVIS EQ 250MG BASE N6204l 001 ,~~, /JdrJ.¢/ 
iii EQ SOOMG BACE N6204l 002 

iii PHARH BASICS lOHG 

POWDER FOR RECONSTITUTION; ORAL iii 2011G 
/~1d'f.(.(./ ~fl} ,A~~tl~A~t~I ~11:ilillfia~I} }~~~:~:~::~~ 

iii PARKE DAVIS EQ l2.5MG BASE/SHL N62030 001 BENZTROPINE HsSYbATs 
iii EQ 250MG BASE/SHL N62030 002 

TABLET; ORAL 
~EtrZTROP:EHE HESYl,All 

ATENOLOL AA HUTUAL PHARH lt§II 

TABLET; ORAL AA mil' 
ATEHOLOL 

~ MYLAN 5011Ga N73456 001 /~~/ /~~A#~l~A~t¢~/ 1'.:~r'ttJ/ 
JAN 24, 1992 

~ lfil)HGa N73457 001 /~fr/ ltrJ.¢1 
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ATROPINE SULFATEi DIPHENO~LATs HYDRQ£HLORIDs iii PHARH BASICS O.SHG 

TABLET; ORAL iii lMG 

IW 
D:tPHEHOXYLATE HCL AHO ATROP:IHE SULFATE 
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iii CHELSEA 0,025MG,2.5HG N85876 001 

>..filL>/W 
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TABLET; ORAL 
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>__fil_>/1 /'}J.1A#t~tl I TABLET; ORAL >..filL>/ I 
BACLOFEH >..fil._>/ I 
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GEST COPY AVAILABLE 

2 

,~~~:~~11il!~~ 
/.//#~t,tf,~// riA. Id~ .• ~- PP 
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N81264 001 
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I .m,s1·1~{t1l:.d~II 
,,~, ,s4· · i· ~ti 
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>...!!!!L> 
> ADD > 
>ADD> 
>ADD> 

BITOLTEROL Ml:SYLATE 

SOLUTION; INHALATION 
TORNALATE 

STERLING HINTHROP 

BUTABARBITAL SQDIYH 
TABLET; ORAL 

!'fflll:'WH OOTAl!Wfflrl'AI., 
>..JJJJ_>/~d/ 
> DLT >/jj/ 
> ADD > 
>_!!!IL> 

l~t#lti~~dl 
.> HEST HARD 
a 

CAR8AMAZEPU;IE 

TABLET. ORAL 
CARBAHAZEPINE 

Id~/ l~/!.~~l~/!.~J¢~/ 
;l! PHARM BASICS 

CARISQPRODOI,, 

TABLET; ORAL 
Cllt:<1:!WMOOOI. 
NJ.##J~I 1/JJI 

B* VITARINE 

RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 

0.2~ 

~ii~ 
15MG 
3011G 

/#.di+)/ 
20011G 

,,,~~/ 
35011G 

t-119548 001 
FEB 19, 1992 

~~~~~,~l~1~ 
N85418 001 
N85432 001 

,~~~::~1%1~~ 
N70300 001 

MAY 15, l.986 

,,.~11:1~i:~1~ 
N89566 001 
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CEFTRIAXONI! SODI!lj 

INJECTABLE; INJECTION 
ROCEPHIN 

>....Q!L> /~,X~t/ lt~/1$~~¢/~/!.~tl~JAtl 
> DLT > 
>.J!.!!.!L> a ROCHE EQ 25011G BASE/VIAL 
>ADD> 
> DLT > lt~/~44~¢/~/!.~tl~JAtl 
> DLT_> 
>.Jl!!.!L> a EQ 500MG BASE/VIAL 
> ADD > 
> OLT > lt~IJ¢~/~A~tl~JAtl 
> D'-T > 
>ADD> a EQ lGM BASE/VIAL 
>ADD> 

CHLORDIAZEPOXIDE HYDROCHLORIDE 

CAPSULE; ORAL 
CHLORD:r.AZEPO>Cll:DE HCL 
lf'J!.#t'-tldAf-J.M i1~ ii~ 

> OLT >/!!/ 
> DLT >/ / 
> DLT >/ / 
> ADO > 
>_!IDL> 
>..Af!!L> 

a PARKE DAVIS 
;;i 
.) 

/tlt~fltlt~~/ 
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cal 
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25MG 

~i~~~/ 
l .. lcl~I 

SMG 
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25MG 

CHLOROOllINE PHOSPHATE, 

TABLET; ORAL 
fflLOROm:;E PHOSPHATE 

> DLT >/~~1 1.it$f ~~I 1t~~t~~~!i.:de~g1 
>_!IDL> cil WEST WARD EQ 150MG BASE 

3 

/~~~1111i,:f 
N62510 001 

MAR 12, 1985 

/~~~~1~1,i,:~~ 
N62510 002 

MAR 12, 1985 

/~~~11f1i~:~~ 
N&2510 003 
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~~~~~~:~:~{~ 
ft-lf,~'f..t(tf.6_6-j/ 

N85163 001 
N84598 001 
N85164 001 

/Nf>~d'f..(t/ddf./ 
ll'lf>~.6.66/.dd;l/ 
hWf..~41.dfU 

1\185014 001 
N8500C 
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CHLORPROPAMIDE 

TABLET; ORAL 
CHLORP.?OPl\MIDE 

/~'/</ /1%~RrV~A:it¢# 
/~'/</ 
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al 
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> ADD >@ 
> ADD >@ 
> ADD > 
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> ADD > 
:, ADD >@ 
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~~ 
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+ 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 

CLORAZEPATE DIPOTASSIUM 

h.6.6M¢I 

/:t~.6M¢/ 
lOOMG 

250MG ,,~~cl~/ 
250MG 

250MG 
500HG 

250MG,i 

500HG31 

,1i~~i!ltij:!1i 
I kJr/,/Jd.: /j§f-.4/ 

N88708 001 
AUG 30, 1984 

N88709 001 
AUG 30, 1984 
/tl~f'tt6.4 /.d.6'J./ 

N84669 001 

Nl8067 001 
Nl8067 002 

N73005 001 
FEB 28, 1992 

N73006 001 
FEB 28, 1992 

CAPSULE; ORAL 
CLORAZEPATE DIPOTASSIUM 

l~i:/ IP~A#1V¢l.f>t¢~/ l~.:.1~M¢I 

l~H /.1.:~M¢/ 

/~fl /f.~M¢/ 
al PHARM BASICS 

al 

al 

COLCHICINEi PROBENECID 

TABLET; ORAL 

'~"/"'~~:~~~~, 
al CHELSEA 

3,75MG 

7.5MG 

15MG 

N.:~M¢.f ~.6.6tl¢/ 
0,5MG;500MG 

CITRIC ACID; GLUCONOLACTONE; MAGNESIUM CARBONATE 

SOLUTION; IRRIGATION 

CYANOCOBALAMIN 

INJECTABLE; INJECTION 
CYAHOCOBALAMIH 

> DLT >/Iii,/ ltDt11'dt.d/ l~iclGlcl,1 
>ADD> al LUITPOLD 0.03MG/HL 

>.Jll.I..> 
> DLT > 
>oi:r> 
>ADD> 
> ADD > 
>Aiio> 

RENACIDIN 
lrJ!JAR~t~/t.~:i/ 

GUARDIAN LABS 

CLEMASTINE FUMARATE 

TABLET; ORAL 

@ 
CLEHAST.IHE Bl'IARATI 

LEMMON 

@ 

IAVJ:ST 
@ + DORSEY 

TAVJ:ST-1 
@ DORSEY 

1(>:(>df'~/.f ddJ•' {d:,(4,uJ uddtlt..i/ 
1
1 -1·:,(~./',: /·· d':1>;1• .• ,.., pi;,,-,r ,.., ·1~f..4u·'f../~d,( I 
;,. ,...,.,s,11,f.~ ... i t(J¢.tt~t:tJ..4li,1 
6,602GM/lOOML;l98MG/lOOML; 
3,177GM/100ML Nl9481 001 

OCT 02, 1990 

l.34MG31 N73282 001 
JAN 31, 1992 

2.68MQi N73283 001 
~AN 31, 1992 

2,68MG Nl7661 001 

l,3'tMG Nl7661 002 

CYCLOPENTOLATE HYDROCHLORIDE 

SOLUTION/DROPS; OPHTHALMIC 
CYCLOPEKTOLATE HCL 

> DLT >/lil/ l~A#~t:il~S~l ,i~, 
>ADD> al SOLA BARNES HIND 1% 

4 

/t1~1Ji~17i~~f 
lt{1j.;t~~/.6.dU 

lt'1-"~11ii·4~f 
/Mti11 M:lf ~j.11 

N71242 001 
MAY 20, 1987 

N71243 001 
MAY 20, 1987 

N71244 001 
MAY 20, 1987 

/~~~~~;t/.d.df./ 
N85552 001 

l~M66M.d.dJ! 
N80668 oo:,, 

/~/!..~(>"J/.d.df./ 
N84863 001 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 5 

DESIPRAMINE HYDROCHLORIDE DISOPYRAMIDE PHOSPHATE 

TABLET; ORAL CAPSULE; ORAL 
DESIPRAMINE HCL DJ:SOPYRAHIDE PHOSPHATE 

/p~/ /~,M~MPAf;;t¢~/ Ii~!',¢/ ,~,~:~~1ii~:{~ > DLT >/dd/ /;t~fi#~i1A#iV /tOdd~..'.dd~tl I J~~:1~·11f ::{~ > DLT > 
/~!,/ /~.di',¢/ /Mt~~~/ddt/ > DLT >/dd/ lt~.:£.$1tJUd~tl /)~~:1~1}~~:}~ /~t~/d4 :/f4MI >__!!!.!_> 
/p~/ /j~r',¢/ /Mt~t~/ddt/ >...!!m...> B* INTERPHARM EQ lOOHG BASE N71190 001 

/f;t~/d4: ft,' 1/ >...!!m...> JAN l'.: 1987 

/p~/ /'J..d.dr',¢/ m1t~~~ /d~J/ >...!filL> B* EQ 150HG BASE N711'11 001 
/f;tf/d ,· f ~1/ >...!!m...> JAN 15, 1987 . !I.,/ !I . 

a PHARM BASICS 25HG N71864 001 
SEP 09, 1987 

a SOHG N71865 001 ~OXAPRAH HYDR~HLOBIDE 
SEP 09, 1987 

a 75MG N71866 001 INJECTABLE; INJECTION 
SEP 09, 1987 DOPRAN 

a lOOMG N71867 001 !e ROBINS 20MG/ML Nl4879 001 
SEP 09, 1987 DOXAPRAH HC!,, 

!e STERIS 20MG/HI.JC N73529 001 
JAN 30, 1992 

DESONIDE 

LOTION; TOPICAL DOXYCYCLINE HYCLATE 
DESOHEN 

CHEN GALDERMA 0.05%18 N72354 001 CAPSULE; ORAL 
JAN 24, 1992 DOXYCYCl.l:HE H'l'CLATE 

> DLT >/dd/ /;tMt~~11A#iV /t~tJG..'.d~tl 
/f;'~iili~!!ii > DLT > 

DIETHYLPROPION HYDROCHLORIDE > DLT >/dd/ /t~..:id~tl 
> DLT > tt,f ~ /#.: h.4~J5/ 

TABLET; ORAL >...!!m...> B* INTERPHARM EQ SOHG BASE N62763 001 
l>J:ETHYLPROPJ:OH HCL >...!!m...> SEP 02, 1988 

NlJJ.~t~U II.~/ t~t.!lf.~l~~u >_@IL> B* EQ lOOHG BASE N62763 002 
al VITARINE 25HG N85916 001 >_ADD> SEP 02, 1988 

!tISOPYRAMIDE PHOSPHATE TABLET; ORAL 
DOXYCYCl.l:HE H'tCLATE 

CAPSULE; ORAL > DLT >/dd/ ltMt#~11A~iV ltO.tdtJ~~dd~tl /t$.tf1t.4/6.dU 
DJ:SOPYRAHIDE PHOSPHAT!!: >__!!!.!_> l~tf'l.df:/f...9~M 

!'6'H /¢t1U#M lt!J/'J..d.dr',¢/pl.f;t/ :iffJil 
>...!filL> B* INTERPHARM EQ lOOMG BASE N6276<t 001 
>...!filL> SEP 02, 1988 

/'6# /t!J/f.~.dl',¢/'61.#/ 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUl18ER 2 / JAN'92 - FEB'92 6 

DROPERIOOL ETHINYL ESTRADIOL; NORETHINDRONE 

INJECTABLE; INJECTION 
DROPERJ:DOL 

1w t'!,()ta~m 1i;itlrJlcl,1 
a SOLOPAK 2.5MG/ML 

TABLET; ORAL-28 
>_AfllL> GEllCEPT o,S/35-za 

, ;f ~J~l11i:~:~~ >...!QJL>.@ GENCON 0.035MG;0.5HGII N72695 001 >_@_Q_> FEB 28, 1992 N71750 001 >...!QJL> GEHCEFT V35-Z8 
SEP 06, 1988 >...!QJL>.@ GENCON 0.035MG;lMGJt N72696 001 >...!QJL> FEB 28, 1992 >...!QJL> GEHCEPT 10/11-2.6 ERGOLOID MESYLATES >_@Q_>.@ GENCON 0.035MG;0.5MG AND lMGII N72697 001 

TABLET; SUBLINGUAL 
>.J!.I.L> 1a~~td~~t1 
>.J!.1.L>//AA// l~JJ/.i1J~t/ 
> .J!.I.L > A&. 
>..!filL> a VITARINE 
>..!filL> a 

ERGOTAMINE TARTRATE 

TABLET; SUBLINGUAL 

~f~afl 
0.SMG 
lMG 

>.J!.I.L> ,,~~~~/ 
> .J!.I.L>/ W If -J.!,(>tl;/ Ii~~/ 
>.J!.!.L> 
> ..!filL> a FISONS 2MG 
>..AfilL> 

ERVTHROHYCIN 

TABLET, COATED PARTICLES; ORAL 
PCE 

ABBOTT .500MG 

ETHINYL ESTRADIOL; NORETHINORONE 

TABLET; ORAL-21 
·..AfilL> 
·..AIDL> ~ 
·..AIDL> 
· ADD > 
· ADD > ~ 
· ADD > 
· ADO > 

GEHCEPT 01 5/35-21 
GENCON 

GEHCEPT 1(35-21 
GENCON 

0.03,5HG;~ 

0,035MG;l!:!§IC 

~~:,~11~::f 
N85153 001 
N87417 001 

/f,~,1~:111~:1~ 
N87693 001 

FEB 24, 1983 

N.50611 002 
,..IJG 22, 1990 

N72692 D01 
FEB 28, 1992 

N72693 001 
FEB 28, 1992 

· ADD > ~ 
·..AIDL> 

GEHCEPT 10/11-21 
GENCON 0.03SMG;O.SMG AND lHGII N72694 001 

FEB 28, 1992 

>...!QJL> 

FELODIPINE 

TABLET, EXTENDED RELEASE; ORAL 
PLENDIL 

> .J!.I.L> /11!,(J/ 
> .J!.I.L> 
>...!QJL> MSD 
>...!QJL> 
>.J!.I.L> 
> DLT > 
>ADO> 
>ADD> 

fLUOCINONIDE 

CREAM; TOPICAL 
FUJOCJ:HOtaDE 

>_AQQ_> A§ NMC 
>..!illL> 

FLURAZEPAH HYDROCHLORIDE 

CAPSULE; ORAL 
FLURAZEPAM HCL 

/~~/ l~~A~Ml~A!,-J.¢;/ 
/J!,~/ 

a PHARM BASICS 

a 

/~rJ,¢/ 
5MG 

tf..drJ.¢/ 
lOMG 

0.05%ai 

tf.~Mr/./ 
/JdM¢/ 

lSMG 

30MG 

GEST COPY 

FEB 28, 1992 

/J~~ji:1g~M;, 
Nl9834 001 

JUL 25, 1991 
/~t,4fJ4l66U 

I JiJthf>.;/j._1,~j./ 
Nl9834 002 

JUL 25, 1991 

N73085 001 
FEB 14, 1992 

!tl.1.6~tHd.d f./ 
I Ji,Jtf.d.4:/;i.~61 I 

/ti.1.dt-tJldff./ 
I JiJt/.d.1:/f.~;(i/ 

N70562 001 
JUL 09, lq.g7 

N70563 001 
JUL 09, 198 7 



RX DRUG PRODUCT LIST/ Cut1ULATIVE SUPPLEHENT NUMBER 2 / JAN'92 - FEB'92 

FOLIC ACID 

HEPARIN SOOI\.tl 

INJECTABLE; INJECTION 
HEPARDf LOCK FWSH 

>Jill_>/~~/ 
>Jill_> 
> Jill_ >//1~/ 
>Jill_> 
>ADD> 
>_AM_> 
>_AM_:> 
>_AM_> 

lt~t1i43tdl . -

a LUITPOLD 

a 

HEPARXH SOD1U1 

/1.t+JI 
111G 

It~/ 
/1.~~,, 

10 UNITS/ML 

100 ·~ITS/ML 

JtiJJWt~J 11.;~ld,1 
a LUITPOLD 1,000 UNITS/ML 

HYDRALAZINE HYDROCHLORIDE 

TABLET; ORAL 
tn'DRALAZDIE HCL 
/~t1A~tt1t/ /~~~/ 

a VITARINE 5011G 

l~M1U.dfJj./ 
N8447Z 001 

,J~lf1f~:~i 
/'t{l,'ifdJ~/ddj./ 

/Jf¢1!~:4.:/-J.~~~I 
N89063 001 

OCT 09, 1985 
N89064 001 

OCT 09, 1985 

,J~11117i:~:~~ 
N87452 001 

OCT 31, 1983 

l~~.dU/fJ.dj./ 
N85088 001 

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
> DLT > /df~~A~~t$I 
> DLT > ,~~, ~l~t1A~tt1t/ 
>_AM_> a VITARINE 

HYDROCHLOROTHIAZIDE 

TABLET; ORAL 
tn'DROCHLOROTHIAZEDE 

H~r+JJ-J.~r+JJfJ.:-J.rs.¢/ 
2511G;l5HG;O.lt1G 

AB DANBURY ~ 

AB 100t1GIC 

/t1~~j~/(J(Jj./ 
N84876 001 

N81189 001 
JAN 24, 1992 

N81190 001 
JAN 24, 1992 

HYDROFLUHETHIAZIDEi RESERPINE 

TABLET; ORAL 

,~~,1~1~~,~?J~~~~,,~,,~~,,~1:~~,,14¢/ 
a PHARH BASICS 50HG;0.12511G 

HYDROXYAHPHETAHINE HYDROBROHIDEi TROPICAHIDE 

SOLUTION/DROPS; OPHTHALHIC 
PAREl1YD 

ALLERGAN 1%;0.25Y.M 

ID'DROXYZINE HYDROCHLORIDE 

TABLET; ORAL 
HYDROXYZINE HCL 

/~~/ l~A~~/~A~t¢~/ /j.(Jr',¢/ 

/~!,/ /#,rs.¢/ 

/~!,/ /~(Jr',¢/ 

a PHARM BASICS 1011G 

a 2511G 

a 5011G 

IOVERSOL 

INJECTABLE; INJECTION 
OPTIRAY 300 

HAL LINCK ROOT 641/.JS 

OPTIRAY 350 
MALLINCKRODT 741/.JS 

3ESTCOPYAVAlLABLE 

7 

,J~1~:1,i~:i~ 
N88195 001 

OCT 26, 1983 

Nl9261 001 
JAN 30, 1992 

,~~~11f}i~:~~ ,~~~na1%:~:g~ 
,~~~n~1x~~~~ 

N89121 001 
MAR 20, 1986 

N89122 001 
HAR 20, 1986 

N89123 001 
MAR 20, 1986 

Nl9710 o;y, 
JAN 22, 199,: 

Nl 9710 
JAN 22, 



RX DiWG PROOUCT UST / CI.HJtATIVE SUPPlEl",iW.- ~ER 2 / JAN''12 - FE6'92 8 

l.fl!£0WRIM !;;AI.CIUH HE_t!OFl;NAHAI!i ~um 
INJECTABLE; INJECTION CAPSULE; Of.lAL 
L~~Lm111 HECLOFENAMATE SOOIUH ~/ /~U:ff~/ /~l,.4'J.4/.d.dt/ /~~/ /t1f/.~/~/.~t(.~/ lt4/~.d~/~/.~t/ N1:/.6d.1 /.ddj.f /dt(./.dj.;IJ.4U/ 

/~~/ lt<J/t.d.dt4¢/t,/.jt/ 
/~/.11/ fof._:/t.4~M a lYPH<M;0 EQ SONG BASE/VIAL N8893'1 001 /tl.1:/.dd6/6.6j.f DEC 01, 1986 1~1.r11t$ :n.4~61 

a PHARH BASICS EQ S0HG BASE N71007 001 
HAR 25, 1988 LE'fOOOf'A a EQ lOOHG BASE N71008 001 

CAPSULE; OftAL MAR 25, 1988 

DOPAR 
/}//~j(.~/t/.f~/ /~ddr4/ /~j.(,(11.-J/.d.df./ ~G!;~TBQ!. ACl;TATg 

~~11~ ~~i:1H~:::~ TABLET; <mAL 
+ R08ERTS 500HG Nl6913 002 HEGESTROL ACETATE 

lOOHG Nl6913 003 /~~/ lfttf~/~A~J¢~/ /16r'tf;/ /M,6(,!t(.f.66j.f 250HG tll6913 001 /(J(.j/#:fj._41,1/ 
/~! Ht.~/ /tt1.~ 4.1 /.d.d ti 

l«..f I dt: /:(4;, il LITHl!J!:I ~ARBONAll a PHARH BASICS 20HG N70646 001 
OCT 02, H87 CAPSUtE; ORAL a 40HG N70647 001 LITHIUH CARBONATE OCT 02, 1987 /~/ /~~~l~A~J¢~/ /~~-~/ 1tf~l:t:11:M 

a PHARH BASICS 300HG N72542 001 ~Pl;RIDif:!!i HY~ROCHLORll!fi 
FEB 01, 1989 

INJECTABLE; INJECTION 
M£PER%U'HE HCL 

LOHEFl,OXACIN HY~ROCHLORIDg 

11t !11.#il.tfpk}J.3} '!M /MdJt4/ddi/ 
I _ :.1 /~_6Jt~ldd'J.I TABLET; ORAL a PARKE DAVIS 50f1G/Hl N-80364 002 MAXAQUIN a lOOMG/Ml N.80364 001 + SEARLE EQ 400ffG BASE• N200l3 001 

FEB 21, 1992 
MEPROOAKATE 

LOR~PAH TABLET, ORAL 
M~1-TABLET; ORAL ~i ~t~i ~~jjtJa/ LORAZEPAH 

Id!/ l'fitl~~ld~~J¢~/ If.~/ /~1dt'J4/ddU a PARKE DAVIS 200HG 
/Jjt¢/#:Jf4M,I a 400MG /~!,/ II~/ 
/Jjf~}1111i~:~~ a PH.ARM BASICS lHG N70539 001 

DEC 22, 1986 
a 2HG N70540 001 

Dec 22, 19a6 



... 
t· 
RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 9 

~AMINE 

TABLET, DELAYED RELEASE; ORAL 
ASACOL 

+ NORHICH EATON 400~ 

METAPROTERENOL SULFATE 

SYRUP; ORAL 
METAPROTEREHOL SUI.FATE 

>..!Q!L> AA BIOCRAFT lOMG/SMLn 
>..!Q!L> 

TABLET; ORAL 
METAPROTERENOL SULFATE 

/~fl /P~ARMl~A~f.¢~/ /J.~M¢I 
/~'f:I 

al PHARM BASICS 

ii) 

METHYCLOTHIAZIQE_ 

TABLET; ORAL 
METHYCLOTHIAZIDE 

/~~/ IP~ARMl~A~f.¢~/ 
al PHARM BASICS 

/MM¢/ 
lOMG 

20MG 

l~M¢/ 
SMG 

Nl9651 001 
JAN 31, 1992 

N72761 001 
FEB 27, 1992 

I J~~}~~f~fi:~~ 
/J~~:~i11~~:~~ 

N71013 001 
JAN 25, 1988 

N71014 001 
JAN 25, 1988 

/M~~1117%i:M 
N88745 001 

MAR 21, 1985 

METHYL DOPA 

TABLET; ORAL 
METifi'LDOPA 

> ...fil:L> I a.JI !PAR~tldJ.-;J.# lti,clrJI 
> DLT > 
> DLT >/6'/i/ 1i1~cl,J/ 
> DLT > 
> DLT >//,§/ /1~~cl,J/ 
>_fil..L> 
>..!Q!L> cl PARKE DAVIS 125MG 
>ADD> 
>ADD> al 250MG 
>_!!l!L> 
>..A!!JL> al 500MG 
>_!!l!L> 

METOCLOPRAMIDE HYDROCHLORIDE 

CONCENTRATE; ORAL 
METOCLOPRAMIDE INTENSOL 

ROXANE EQ lOMG BASE/MLn 

TABLET; ORAL 
METOCI.OPRAMJ:DE HCI. 

>...fil:L>/6§/ 
> DLT > 
>ADD> B* 
>ADD> 
- /~fr/ 

n~:tt~P~A~tV 
INTERPHARM 

/P~ARM/~#4¢~/ 
ci> PHARM BASICS 

METOPROLOL SUCCINATE 

/tO~l:l~.~A~t/ 
EQ lOMG BASE 

/t~h.6M¢/~A$¢1 
EQ lOMG BASE 

TABLET, EXTENDED RELEASE; ORAL 
TOPROL XL 

IA~~~!!1i~!~1~ 
I t,;p~J-J.~.: n..4M, I 
IA~~}1~JJ{~:~~ 

N7033l 001 
APR 15, 1986 

N70332 001 
APR 15, 1986 

N70333 001 
APR 15, 1986 

N72995 001 
JAN 30, 1992 

N1f.fJ.H6.6 f. I 
i#P/~4;/f...4~~/ 

N71Zl3 001 
SEP 24, 1986 
/N.1.dJJ4Hdf./ 

I J0f.!f4 ;/f..4f>~I 
N70339 (101 

,JUL 29, 1913.S 

+ HASSLE EQ 50MG TARTRATE~ Nl 

+ 

+ 

EQ lOOMG TARTRATE~ 

EQ 200MG TARTRATE~ 

Jn: J. 
,1,'.' 



RX DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUMl3ER 2 / JAN'92 - FEB'92 10 

MINOXIDit, NICOTINE 

TABLET; ORAL FILM, EXTENDED RELEASE; TRANSDERMAL 
MINOXIDIL PROSTEP l~N /~tlA~M/~/..fJ.¢~/ n,:t,~¢1 /~_1j.:','!,:1/.d6j./ + ELAN :UMG/24HRa. N1998.:! 001 !Dt~ltt.:/$.4~6I JAi~ 28, 1992 ol PHARM BASICS 2.SMG N71537 001 + 22MG/24HRa. Nl9983 002 

DEC 16, 1988 JAN 28, 1992 

MIVACURIUH CHLORIDE NIFEDIPINE 

INJECTABLE; INJECTION CAPSULE; ORAL 
MIVACRON MIFEDJ:PZHE 

BURROUGHS HELLCOME IEQ 2MG BASE/M~ N20098 001 >ADD> AB NOVOPHARM lOMG'i! N72651 001 
JAN 22, 1992 >...AQ.!L> FEB 19, 1992 MIVACRON IN DEXTROSE 5% IN PLASTIC CONTAINER 

BURROUGHS HELLCOME EQ O.SMG BASE/MLn N20098 002 
JAN 22, 1992 NITROFURANTOitf 

EQ 50MG BASE/lOOM~ N20098 003 
JAN 22, 1992 TABLET; ORAL 

m:TIWRJRAl-mliXH 
> ...filL >/iii/ NtfP.Pt~tl !z!~tV lt1M64ftldd;i/ ~AFARELIN AtEiATE > DlT >/ j/ / jj~/ /t-1M64ftl.6.d)/ 
>...AQ.!L> al VITARINE 50MG N80043 001 SPRAY, METERED; NASAL >...AQ.!L> @ lOOMG N80043 002 SYNAREL 

> ADO > SVNTEX EQ 0.2MG BASE/INHJti N20109 001 
>ADD> FEB 26, 1992 NITROGLYCERIN 

INJECTABLE; INJECTION 
NICARDIPINE HYDROCHLORIDE Kl:TIWGI. YCE!tffl 

> DLT >/~'I_/ lt~tf~dtdl l~~UJJ:J >...AQ.!L> CAPSULE, EXTENDED RELEASE; ORAL >...filL> >...AQ.!L> CARDENE SR >__!!!!L> cia LUITPOLD 5MG/Hl >...AQ.!L> + SYNTEX 30~ N20005 001 >...AQ.!L> >...AQ.!L> FEB 21, 1992 
>...AQ.!L> + 45~ N20005 002 
>...AQ.!L> FEB 21, 1992 NYS_IAJIN >...AQQ_> + 601-!Gn N20005 003 
>..!QJL> FEB 21, l.992 TABLET; ORAL 

Ml'STAT.IH 

INJECTABLE; INJECTION /Mi l¢~tt~UI 
CARDENE a CHELSEA !500,000 UNHS DUPONT MERCK 2.5MG/11ln 1'-119734 001 

JAN 30, 1992 



IOC DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUt!BER 2 / JAN'92 - FEB'92 11 

OXAZEPAM 

CAPSULE; ORAL 
OXAZEPAM 

/~H l¢~U~tM 
/~!/ 
Id!/ 

OXVBUTYNIN CHLORIDE 

TABLET; ORAL 
OXYBUTYNIN CHLORIDE 

/t.d~/ 

/t~l'i¢/ 

/Jdr'i¢/ 

/~~/ IMA~t1l~~~j¢~/ /~~/ 
a PHARM BASICS .5MG 

PENICILLIN G POTASSIUM 

INJECrABlE; INJECTION 
l'EHICl:1.1..'.ffl fl! IIG'fA!!im11 

,~~~~tl~A~JM ~lititiii~if~~ ~ti~ a PARKE DAVIS 1,000,000 UNITS/VIAL 
a 5,000,000 UNITS/VIAL 

PENICILLIN V POTASSIUM 

POHl'JER F«ffl RECONSTITUTION; ORAL 

~if~ lljj~~fi~t~I 
a PARKE DAVIS 
a 

TABLET; ORAL 

~il1 l~~ii,ii~~j~/ 
a PARKE DAVIS 
a 

l~.1i~..'.d~~tl~I 
/iii]jj~jjjj~j;/ 

EQ l2SMG BASE/SML 
EQ 2SOMG BASE/SML 

11£.J. 
/iOii~H/ 

EQ 2SOMG BASE 
EQ SOOMG BASE 

IJ~~i~~1ui-~i11 
p/Mt~it, di! 

/t1~~/.dl/h.~~M 
/t1~~:~~1,i~~~~ 

1r-1~1111%~~M 
N70746 001 

MAR 10, 1988 

~~~::1~~:~~ 
N62003 001 
N62003 002 

~~~::~~::~~ 
N62002 001 
N62002 002 

~~~::l~::~~ 
N6200l 001 
N6200l 002 

PERPHENAZINE 

TABLET; ORAL 
PERPHENAZINE 

/~~/ /¢~tt~t~I /~1'1¢/ 

PHENVTOIN SODIUM, PROMPT · 

CAPSULE; ORAL 

,~~,'~~~:r~~~~;fJjfjjJltl/ 
a CHELSEA 

/"#di'!¢/ 
lOOMG 

,~,~1:11:i~:}~ 

,~~~.4(tf ~_6t/ 
N85094 001 

POLYETHYLENV; GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHVDRQYS 

POHDER FOR RECONSTITUTION; ORAL 
00-1.AY 

M COPLEY 240GM/BOT;2,98GM/BOT;6.72GM/BOT; 
5,84GM/BOT;22,72Gt1/BOTl11 N73428 001 

JAN 28, 1992 

POTASSIUH CHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
K•l.l:AH 

AB ADRIA 8MEGIB$ 

Mll:CRO--K 
~ ROBINS 

PRAZEPAl1 

CAPSULE; ORAL 
Clffllmll>C 

~~~l!ll~A~~tl~~~J~I 
+ PARKE DAVIS 

SMEQ 

~m,, 
lOMG 
.5MG 

N73398 1)()1 
JAN 28, 1992 

Nl8238 llOl 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUHBER 2 / JAN'92 - FEB'92 

PRAZEPAM 

CAPSULE; ORAL 

1~!11~,Mt~1,~~,¢~1 ,~~, ,~~/ /1.,6~/ 
a PHARH BASICS 5HG 

a lOHG 

eRAlOSIN HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
MINIPRESS XL 

+ PFIZER 

+ 

eREDNISONE 

TABLET; ORAL 
PREDHISOHE 

>..!!!!L> AB 
> DLT > ]a'/.f 

RICHLYN 

PROCHLORPERAZINE MALEATE 

TABLET; ORAL 
COMPAZXHE 

> DLT >/!!' /~~f/ > DLT >/ / 
> DLT >/ _//;/ 
> ADD > + SKF 
> ADD > 
>..!!!!L> 

2 • .5MGIG 

5MGla 

SHG 
l'frf?.I 

lfi~~~~f 
~2tUl:iljl~ 

EQ 25HG BASE 
EQ SMG BASE 
EQ lOMG BASE 

/t~~::11-1.1~:{~ 
/~1d4i~ dd~/ 

/~ . d~ · I. 61/ '}/. .• t/.~ . 
N70427 001 

NOV 06, 1987 
N70428 001 

NOV 06, 1987 

Nl9775 001 
JAN 29, 1992 

Nl9775 002 
JAN 29, 1992 

N80782 001 
/~f..6.1!,U,d~t/ 

i~u!niliii 
Nl0571 003 
Nl0571 001 
Nl0571 002 

PROCHLORPERAZINE HALEATE 

TABLET; ORAL 

~ ~~~ ~ /~~/l~~~~~~,~Ut~tllt<tt~Ji~l~~l~~~tl 
> DLT > 
> DLT > /~~/ 
> DLT > 

lt~lJ.A~l~~~t/ 
> DLT > /~~/ lt~ti,~,~~~t/ 
>__QJ,,I_> 
>ADD> a DURAHED EQ 5HG BASE 
>..!!!!L> 
>ADD> a EQ lOHG BASE 
> ADD > 
>ADD> a EQ 2511G BASE 
>ADD> 

PROPOXYeHEt!!; HYDR~HLORIDE 

CAPSULE; ORAL 
PROPOK't'PHEHE HC!, 

, ..l!!.I..>/ r NJ:JIJJ~U 
> DLT >/ / 
> DLT >/ / 
> DLT >/ / 
>..!!!!L> a VITARINE 
> ADD > a 
>..!!!!L> a 
>ADD> al 

PYRIDOXINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PYR%DO>mfE HCL 

11 ~ - ~ 
32MG 
6511G 
65MG 
6511G 

> DLT >/,~/ lt~jft<Jtdl lt4~w:Jl~bl 
>ADD> a LUITPOLD lOOHG/ML 

SODIUH POLYSTYRENE SULFONATE 

SUSPENSION; ORAL, RECTAL 
SOD:ru-1 POLYSTYRENE SULFOHATE 
l~~~A~tl Jtidi:U6~~,1 > DLT >/Mi 

> DLT > 
>ADD> 
>..!illL> 

iii ROXANE l5GM/60ML 

12 

I J~~,j~f~:}~ 
ltlf>44f,/'66U . d · \· 1 

/),~~- -·~\,~~ 
1 Jl.tvlf:A:4MI 

N89484 001 
JAN 20, 1987 

N89f•l35 001 
JAN 20, 1987 

N89486 001 
JAN 20, 1987 

~ri:1:~::::1~ 
~~:i~~:~i~i~ 

N84014 001 
N83688 001 
N83870 002 
N86495 001 

/l'lf!>.d(,(,_4/.6,6-JI 
N80669 001 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUtSER 2 / JAN'92 - FEB'92 

SOQIW THIQSUt.FATE 
INJECTABLE; INJECTION 

SODIUH THIOSUlFATE 
DEPT ARHY 

SULFAMETHIZQU. 

·..JJJ,J_>/l,d/!Jlmmfl.}t~~,, 
·..Aru!_> + HYETH AYERST 

250HG/HL18 

,,~~, 
500HG 

1,~~Hfil 
50011G 

SULFAl1£THOXAZOLEi TRI11£THOPRIM 

TABLET; ORAL 
!ULFN1E1HOKA?.OU: AHO 1mimto~ 
li~:tt~MA~~l ~tliH I 

INTERPHARH 

IMA#~l~A#¢# 

al PHARH BASICS 

3 

SULFISOXAZOLE 

TABLET; ORAL 
/"iJi'.tALl.iV 

!Adi l~ARKlloA~;t~/ 
al PARKE DAVIS 

!ULF'J:SO)(AZOLE 
7~i#/~1.~M 
;; YiEST WARD 

/d~~tfGJt,~tfG/ 
400HG;80MG 

800MG;l60HG 

/(tdd~.f~.d~/ 
l~.d.d~_;j.~~~I 

400HG;80HG 

800HG;l60MG 

,,~~~, 
500HG 

,,~~~, 
500HG 

N20166 001 
FEB 14, 1992 

l~d#~lddJI 
N80273 001 

l~.d~~~~/.d.d(t/ 
N08565 004 

l .t~:~~1·14i,i!'-, 
l'>,/Mf 'dd/d~il 

/(J¢fnl:n~~n 
N71299 001 

OCT 27, 1987 
N71300 001 

OCT 27, 1987 

.t~}f 1J,t,~fz 1f1)1M 6'd4il I ,~w:~:::n~:~, 
N70203 001 

NOV 08, 1985 
N70204 001 

NOV 08, 1985 

!~M.4~~/.d.dJ/ 
N84955 001 

/~6.d~.1~/.6.dU 
N80379 001 

SULINDAC 

TABLET; ORAl 
!ULJ:HUAC 

LEHHON > ADD > AB 
>..Afill.> 
>..Afill.> ~ 
>..Afill.> 

llfill!,zN 

200MGIG 

TEHAFLOXACIN HYDROCHLORIDE 

TABLET; OPAL 

>..Afill.> 
>..Afill.> 

OHNIFLOX 
+ ABBOTT 

TEHAZEPAM 

CAPSULE; ORAL 
TEHAZEPAH 

/~t,/ IMA~~l~A~;t¢~/ 

/~'/,/ 
al PHARH BASIC'.; 

al 

THEOPHYLLINE 

EQ 60011G BASE• 

EQ 40011G BASEII 

/j.,r1¢/ 

/~.d~/ 
1511G 

3011G 

CAPSULE, EXTENDED RELEASE; ORAL 
THE0-24 

SEARLE 400MGIG 

THIAMINE HYDROCHLORIDE 

INJECTABLE, INJECTION 
THIAM.tHE HCL 

> ...filL >/ di.I 
>ADD> 

/tiJ;tf~ijtd7 
ci> LUITPOLD 

l.t.d~cl~lcl1I 
l00HG/ML 

-IM.I /~A#~t!Pktt~I /t~~~~lM1/ 
a) PARKE DAVIS l00HG/HL 

BEST COPY AVfJLNJU: 
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N72972 001 
FEB 28, 1992 

N72973 001 
FEB 28, 1992 

N20043 004 
JAN 30, 1992 

N20043 003 
JAN 30, 1992 

ltt.1.dr.6.41.d.dU 
0 ~M:~l~~f:~1~ 
/JiJUdf:!J.4~~1 

N70489 001 
JUL 07, 1986 

N70490 001 
JUL 07, 1986 

N81034 001 
FEB 28, 1992 

/~M(>f>.1/.d.d;{/ 
N80667 001 

/tlM1fd/d.d,i/ 
N80770 OOl 



RX DRUG PRODUCT LIST/ ClMULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 14 

Tif:!2bO!. HAbEATE TOLBUTAMIOE 

TABLET; ORAL TABLET; ORAL 
TIMOLOL HALEATE TOLBUTAMJ:DI /~~/ lf11A~~l~A~J¢~/ /t,,s.¢/ /tl.1tddj./dd1./ /ad/ /~A-mfrJ~J~/ 1,d4~/ /~(,.d(t.1 /.d.dt/ 

I J1~11~:~i71~1~ .I PARKE DAVIS 500t1G N86047 001 
/~H l/..6~/ 
I~# /1..6~/ I J,~1~~:~~?:,1~ TOLMETIN S_QQ_IUH I J/..ttltd.:1t.46.4/ 

.I PHARH BAS!CS 5HG N72001 001 CAPSULE; ORAL 
JAN 10, 1989 TOLMET%H SOD1U1 .. lOHG N72002 001 M BAKER CUMMINS EQ 400HG BASE• N73392 001 
JAN 10, 1989 JAN 24, 1992 .. 20HG N72003 001 M PUREPAC fJi 400MG BASEII N73308 001 
JAN 10, 1989 JAN 24, 1992 

TOBRAHYCIN SUbFATE TRAZOOONE HYDROCHbORIDE 

INJECTABLE; INJECTION TABLET; ORAL 
TOBRAMYC:tH SULFATE TRAZODONE HCL 

!f GENSIA EQ 40HG BASE/Ml.JS N63100 001 /~~/ l~~,~~/~A;J¢~/ /t,.d~/ 
I A~i!lt~~:;ii JAN 30, 1992 

/~~/ /t.ddr'f./ IAP#H..4:/t.46-1/ TOLAZAMIDE .I PHARH BASICS SOHG N70491 001 
APR 29, 1987 

TABLET; ORAL .. lOOHG N70492 001 
TOLAZAMXDE APR 29, 1987 >..JHJ_>/d~I /J~ft~m~~I It~~~/ 

/~,~i~iJi{:!i~ > DLT > 
> DLT >/a~/ /~~~cl~/ TRIHIPRAHINE HALEATE 
> DLT > l~,~/fJ.:A.46/ 
> ADD > B* INTERPHARH 250MG N71270 001 CAPSULE; ORAL 
>ADD> SEP 23, 1986 SURHOKT.EL 
>..!.Q!L> B* SOOHG N71271 001 111 ml.ttf/1.ft~~j/ 1IEIIIB~~f' /tlf.M4f./.d.d j. / 

SEP 23, 1986 ~ -i1.+1 ~ . ., j- .,~ii,, /tH~.1.4?./.d#/ /~~A~~/~A~J¢# /'#6~¢/ /Mj.~t,t,/.d.dt/ /tHM4~/.d.d-J/ 
/?.t,.d,s.¢/ 

0 ~1~ii~?:,1~ /~t~/j.t,_; h.4M./ 
+ HYETH AYERST EQ lOOHG BASE Nl6792 003 IA~~,.df ft~f,(,/ SEP 15, 1982 

/~# /t..dd~/ EQ 25HG BASE Nl6792 001 
1 A~Ai1f~:~~ EQ 5011G BASE N16792 002 

a PHARH BASICS lOOHG N71355 oo,_ 
JAN 11, 1988 

a 250HG N70168 001 
APR 02, 1986 

a 5001'.. N70169 001 
APR 02, 1986 Bf.ST COPY AVAIL.1\f\LE 





OTC DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUMBER 2 / JAN'92 - FEB'92 

CHLORHEXIDINe GLUCONATE 

SOLUTION; TOPICAL 
HICROCDL 

JOHNSON AND JOHNSON o.s~ 

DIPHENHVDRAHINE HVDRDCHLCRIDE 

SYRUP; ORAL 
SILPHEN 

SILARX 

LOPERAHIDE HYDROCHLORIDE 

SOLUTIOO; ORAL 
LDPERAHIDE HCL 

PERRIGO 

SODIUH HONOFLUOROPHOSPHATE 

PASTE; DENTAL 
EXTRA-STRENGTH AIH 

12.SHG/SHIJI 

!HG/SHI.JI 

/,S/¢,tt;itd~~it/~;i/ tt.:1-t.t 
CHESEBROUGH PONDS 1.2% 

N72292 001 
JAN 28, 1992 

N72646 001 
FEB 27, 1992 

N73243 001 
JAN 21, 1992 

oal~:~11i~:~~ 
Nl9518 001 

JUN 03, 1987 

BEST COPY AV 1\H)1'8 bf. 
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DRUG PRODUCTS WITH APPROVAL UflDER SECTION 505 OF THE ACT ADMINISTERED BY THE DIVISION OF BLOOD AND BLOOD PRODUCTS LIST 
CIMULATIVE SUPPLEMENT NUMBER 2 / JAN '92 - FEB '92 

DEXTRAN, 75, 6% INVERTED SUGAR 10% IN SODIUM CHLORIDE 0.9% 
INJECTABLE; INJECTION 

6% GENTRAN 75 AND 10% TRAVERT 
TRAVENOL LABS 6GM/lOOML;0.9GM/lOOML N08788 

0.9GM/l00ML 

INJECTABLE; INJECTION 
BREOKINASE 

STERLING DRUG 250,000 IU/VIAL Nl7873 

r.:u::s·r COPY A \J A II (:-t:.) '1 ., 
~;. ~ I) .. Iii ~ ~ .... ,t.,_, J.,_..,, ... 

17 
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ORPHAN DRUG PRODUCT DESIGNATIONS 

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A 
"DESIGNATED ORPHAN DRUG." SECTION 527 OF THE ACT ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR 
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL 
MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF 
SUFFICIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S). 

WHEN A PROUUCT IS GRANTED ORPHAN DRUG DESIGNATION, IT WILL APPEAR IN THIS SECTION. ONCE A BIOLOGICAL OR DRUG PRODUCT IS LICENSED/APPROVED FOR MARKETING, IT WILL 
BE LISTED IN THIS SECTION AND ASTERISKED, AS APPROPRIATE, TO DENOTE MARKETING/EXCLUSIVE APPROVAL STATUS. IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE 
DISPLAYED FOLLOWING THE APPROVED DESIGNATED INDICATION(S). 

THE FOLLOWING DRUGS AND BIOLOGICALS HAVE BEEN GRANTED ORPHAN DRUG DESIGNATION PURSUANT TO SECTION 526 OF THE FOOD, DRUG, AND COSMETIC ACT AS AMENDED BY THE ORPHAN 
DRUG ACT [PUBLIC LAW 97-414). 

GENERIC: ANANAIN, COMOSAIN 
TRADE: VIANAIN 

ANTITHROMBIN Ill 
THROMBATE III*/** 

BOTULINUM TOXIN TYPE B 
NOT ESTABLISHED 

GENERIC: CILIARY NEUROTROPHIC FfCTOR 
TRADE: NOT ESTABLISHED 

GENERIC: CYSTIC FIBROSIS TRANSMEMBRANE CONDUCTANCE REGULATOR 
TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE) 

FOR THE ENZYMATIC DEBRIDEMENT OF SEVERE BURNS. 

USE AS REPLACEMENT THERAPY IN CONGENITAL DEFICIENCY 
OF ANTITHROMBIN-111 FOR PREVENTION AND TREATMENT OF 
OF THROMBOSIS AND PULMONARY EMBOLI. [DEC 13, 1996) 

TREATMENT OF CERVICAL DYSTONIA. 

SPONSOR NAME 

GENZYME CORPORATION 

CUTTER BIOLOGICAL 

ATHENA NEUROSCIENCES, INC 

TREATMENT OF AMYOTROPHIC LATERAL SCLEROSIS. ROGENERON PHARMACEUTICALS, INC 

FOR CYSTIC FIBROSIS TRANSMEMBRANE CONDUCTANCE REGULATOR GENZYME CORPORATION 
PROTEIN REPLACEMENT THERAPY IN CYSTIC FIBROSIS PATIENTS. 

t,E.S1 coP''i A,\JAiLABL,L 





NAJ,!E OF DRUG 

GENERIC: DAPSONE 
TRADE: DAPSONE 

GENERIC: DIAZEPAM VISCOUS SOLUTION FOR RECTAL ADMINISTRATION 
TRADE: DIASTAT 

GENERIC: HUMAN THYROID STIMULATING HORMONE (TSH) 
TRADE: THYROGEN 

GENERIC: L-BACLOFEN 
TRADE: NEURALGON 

GENERIC: LIOTHYRONINE SODIUM 
TRADE: TRIOS TAT*/** 

GENERIC: LOXORIBINE 
TRADE: NOT ESTABLISHED 

GENERIC; MELPHALAN 
TRADE: ALKERAN FOR INJECTION 

GENERIC: PAPAVERINE (TOPICAL GEL) 
TRADE: NOT ESTABLISHED 

GENERIC: PARA-AMINOSALICYLIC ACID 
TRADE: NOT ES TAB LI SHED 

GENERIC: Pl LOCARPINE HCL 
TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

FOR THE COMBINATION TREATMENT OF PNEUMOCYSTIS CARINI! 
PNEUMONIA IN CONJUNCTION WITH TRIMETHOPRI~. 

TREATMENT OF ACUTE REPETITIVE SEIZURES. 

AS AN ADJUNCT IN THE DIAGNOSIS OF THYROID CANCER. 

TREATMENT OF INTRACTABLE SPASTICITY IN CHILDREN WITH 
CEREBRAL PALSY. 

TREATMENT OF MYXEDEMA COMA/PRE-COMA. 
[DEC 31, 1998] 

TREATMENT OF COMMON VARIABLE IMMUNODEFICIENCY. 

TREATMENT OF PATIENTS WITH MULTIPLE MYELOMA 
FOR WHOM ORAL THERAPY IS INAPPROPRIATE. 

TREATMENT OF SEXUAL DYSFUNCTION IN 
SPINAL CORD INJURY PATIENTS. 

TREATMENT OF TUBERCULOSIS INFECTIONS. 

TREATMENT OF XEROSTOMIA AND KERATOCONJUNCTJVITIS 
SJCCA IN SJOGREN'$ SYNDROME PATIENTS. 

20 

SPONSOR NAME 

JACOBUS PHARMACEUTICAL COMPANY 

UPSHER SMITH LABOP.ATORIES, INC 

GENZYME CORPORATION 

MERICON INDUSTRIES, INC 

SMITHKLINE BEECHAM 

R.W. JOHNSON RESEARCH INSTITUTE 

BURROUGHS WELLCOME COMPANY 

PHARMEDIC COMPANY 

JACOBUS PHARMACEUTICAL COMPANY 

MG! PHARMA, I NC 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FD~ IN VIV1 BIOEQU!VALENCE STUDIES AND IN VITRO DISSOLUTION TESTING AVAILABLE FROM THE DIVISION OF B!QEQUIVALENCE, 
HFD-650, MPN-2 ROOM 278, 5600 FISHERS LANE, ROCKVILLE, MD 20857. COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD cE SENT TO THE 
DIVISION OF BIOEQUIVALENCE. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 12TH EDITION FOR A FULL LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA 
ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

NO FEBRUARY 1992 A~DJT!ONS 



ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED THAT THE REFERENCED PRODUCT: (1) IS SUITABLE 
FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE 
APPROVED IS NOT MADE UNTIL THE ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY IN 
FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC E UIVALENCE EVALUATIONS, 12TH EDITION FOR A FULL LISTING OF ANDA SUITABILITY PETITIONS DATA. ONLY 
NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

PETITIONS APPROVED 

DRUG NAME STRENGTH Rf.ASON FOR 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS 

NITROGLYCERIN SMG/ML 91 P-0387/ ABBOTT NEW STRENGTH APPROVED IN DEXTROSE 5% (SOML/CONTAINER) CPl FEB 18, 1992 INJECTABLE; INJECTION 

NITROGLYCERIN lOMG/ML 91 P-0387/ ABBOTT NEW STRENGTH APPROVED IN DEXTROSE 5% (lOOML/CONTAINER) CPI FEB 18, 1992 INJECTABLE; INJECTION 



24 
PETITIONS DENIED 

DRUG NAME STRENGTH REASON FDR 
DOSAGE FORM; ROUTE (CO~TAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS 

ETOPOSIDE 2DMG/ML 91 P-0076/ ADRIA NEW STRENGTH DENIED 
INJECTABLE; INJECTION (SDML/VIAL) CPI FEB 19, 1992 
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EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC 
EQUIVALENCE EVALUATIONS, 12TH EDITION FOR A FULL LISTING OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY 
NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW INDICATION 

1-67 TREATMENT OF ACUTE ASTHMATIC ATTACKS IN CHILDREN SIX YEARS OF AGE AND OLDER 
1-68 CENTRAL PRECOCIOUS PUBERTY 
1-69 SHORT TERM TREATMENT OF PATIENTS WITH SYMPTOMS OF GASTROESOPHAGEAL REFLUX DISEASE (GERD), AND FOR THE SHORT TERM TREATMENT OF ESOPHAGITIS DUE 

TO GERD INCLUDING ULCERATIVE DISEASE DIAGNOSED BY ENDOSCOPY 
1-70 USE IN COMBINATION WITH 5-FLUOROURACIL TO PROLONG SURVIVAL IN THE PALLIATIVE TREATMENT OF PATIENTS WITH ADVANCED COLORECTAL CANCER 

U-57 OPHTHALMIC USE OF NORFLOXAC!N 
U-58 METHOD OF TREATING INFLAMMATORY INTESTINAL DISEASES 
U-59 METHOD OF TREATING HYPERCHOLESTEROLEMIA 

REFERENCES 
PATENT USE CODE 



>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 

>ADD> 
>ADD> 
>ADD> 

>ADD> 
>ADD> 
>ADD> 
>ADD> 

APPL/PROD 
NUMBER 

PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

19548 001 BITDLTEROL MESYLATE; TORNALATE 0.2% 4336400 JUN 22, 1999 U-5 
4138581 FEB 06, 1998 NDF FEB 19, 1995 

19847 001 CIPROFLOXACIN; CIPRO 4808583 FEB 28, 2006 
4705789 NOV 10, 2004 

19857 001 CIPROFLOXACIN; CIPRO IN DEXTROSE 5% 4957922 SEP 18, 2007 
4808583 FEB 28, 2006 
4705789 NOV 10, 2004 

19858 001 CIPROFLOXACIN; CIPRO IN SODIUM CHLORIDE 0.9% 4957922 SEP 18, 2007 
4808583 FEB 28, 2006 
4705789 NOV 10, 2004 

20062 002 DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 5002776 MAR 26, 2008 
4894240 JAN 16, 2007 NP DEC 27, 1994 

20062 003 DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 5002776 MAR 26, 2008 
4894240 JAN 16, 2007 NP DEC 27, 1994 

20062 004 DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 5002776 MAR 26, 2008 
4894240 JAN 16, 2007 NP DEC 27, 1994 

19462 001 FAMOTIDINE; PEPCID 4283408 AUG 11, 2000 1-69 DEC 10, 1994 
19462 002 FAMOTIDINE; PEPCID 4283408 AUG 11, 2000 1-69 DEC 10, 1994 
19527 001 FAMOTIDINE; PEPCID 4283408 AUG 11, 2000 1-69 DEC 10, 1994 
20068 001 FOSCARNET SODIUM; FOSCAVIR 4771041 JUL 29, 1997 

4665062 JUL 29, 1997 
4339445 JUL 29, 1997 
4215113 JUL 29, 1997 NCE SEP 27, 1996 

19967 001 HALOBETASOL PROPIONATE; ULTRAVATE 0-1 OEC 31. 1994 
19968 001 HALOBETASOL PROPIONATE; ULTRAVATE 0-1 DEC 31, 1994 
19261 001 HYDROXYAMPHETAMINE HYDROBROMIDE; PAREMYD NC JAN 30, 1995 
19645 001 KETOROLAC TROMETHAMINE; TORADOL 4089969 MAY 16, 1997 U-55 NDF DEC 20, 1994 

NCE NOV 30, 1994 
08107 001 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM I-70 DEC 12, 1994 
08107 002 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM I-70 DEC 12, 1994 
08107 004 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 1-70 DEC 12, 1994 
08107 005 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 1-70 DEC 12, 1994 
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>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 

>ADD> 

>ADD> 
>DLT> 
>ADD> 

>ADD> 
>ADD> 
>ADD> 
>ADD> 

>ADD> 
>ADD> 
>ADD> 

>ADD> 
>ADO> 
>ADD> 

APPL/PROD 
NUMBER 

19732 001 

20011 001 

20105 001 
20013 001 

INGREDIENT NAME; TRADE NAME 

LEUPROLIDE ACETATE; LUPRON DEPOT 

LEUPROLIOE ACETATE; LUPRON DEPOT 

LIOTHYRONINE SODIUM; TRIOSTAT 
LOMEFLOXACIN HYDROCHLORIDE; MAXAQUIN 

19651 001 MESALAMINE; ASACOL 

17659 001 METAPROTERENOL SULFATE; ALUPENT 

19962 001 METOPROLOL SUCCINATE; TOPROL XL 

19962 002 METOPROLOL SUCCINATE; TOPROL XL 

19962 003 METOPROLOL SUCCINATE; TOPROL XL 

20098 001 MIVACURIUM CHLORIDE; MIVACRON 
20098 002 MIVACURIUM CHLORIDE; MIVACRON IN DEXTROSE 5% 
19583 001 NABUMETONE; RELAFEN 
19583 002 NABUMETONE; RELAFEN 
19886 001 NAFARELJNACETATE; .SYNAREL 
20109 001 NAFARELIN ACETATE; NAFARELIN ACETATE 

19734 001 NICARDIPINE HYDROCHLORIDE; CARDENE 

20005 001 NICARDIPINE HYDROCHLORIDE; CARDENE SR 
20005 002 NICARDIPI~~HYDRDCHLQRlDE; CARQENE SR 
20005 003 NICARDIPINE HYDRQCHLORIDE; CARDENE SR 
19983 001 NICOTINE; PROSTEP 
19983 002 NICOTINE; PROSTEP 

. 

PATENT 
NUMBER 

4917893 MAR 24, .2004 
4849228 JU~ JS, ?Q06 
4728721 MAR Ql, 2005 
4677191 ~4N)3Q, ?DQ4 
4652441 MAR(24, 2004 
4917893 MAR 24, 20Q4 
4849228 JUL 18, ?006 
4728721 MAR 01, 2005 
4677191 JUN 30, 2004 
4652441 MAR 24, 2004 

4528287 JUL 09, 2002 U-36 

3998790 APR QB, 1992 
3876802 APR 08, 1992 
3998790 APR 0$, 1992 
3876802 APR 08, 1992 
3998790 APR 0$, 1992 
3876802 APR 08, 1992 
4761418 AUG 02, 2005 
4761418 AUG 02, 2005 
4420639 DEC 13, 2000 
4420639 DEC 13, 2000 

4234571 NOV 18, 1997 

4946853 AUG 07, 2007 U-56 
4946853 AUG 07, 2007 U-56 

ODE DEC 31, 1998 
NCE FEB 21, 1997 
NCE DEC 24, 1992 
NDF JAN 31, 1995 
I-67 NOV 14, 1994 

NE JAN 10, 1995 

NE JAN 10, 1995 

NE JAN 10, 1995 

NCE JAN 22, 1997 
NCE JAN 22, 1997 
NCE DEC 24, 1996 
NCE DEC 24, 1996 
1-68 FEB 26, 1995 
NCE FEB 13, 1995 
1-68 FEB 26, 1995 
NDF JAN 30, 1995 
NCE DEC 21, 1993 
NDF FEB 21, 1995 
NDF FEB 21, 1995 
NDF FEB 21, 1995 
NS JAN 28, 1995 
NS JAN 28, 1995 



>ADD> 
>ADD> 
>ADD> 

>ADD> 
>ADD> 

>ADD> 
>AOD> 
>ADD> 
>ADD> 
>ADD> 

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

APPL/PROD 
NUMBER 

20076 001 
20076 002 
20076 003 
20165 001 

20165 002 

20165 003 

19757 001 
19715 001 
19775 001 
19775 002 
19766 001 
19766 002 
19766 003 
19766 004 
20166 001 
20043 003 
20043 004 
18Ui~ QQl 
H!UlJ Q(U 
18Hi~ QQ,! 
HlUiJ QQ2 
!8163 gg3 
19614 003 
19655 COl 

19910 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXC_USIVITY DATA 

INGREDIENT NAME; TRADE NAME 

NICOTINE; HAB!TROL 
NICOTINE; HABITROL 
NICOTINE; HABITROL 
NICOTINE; NICODERM 

NICOTINE; NICOOERM 

NICOTINE; NICODERM 

NORFLOXACIN; CHIBROXIN 
OLSALAZINE SODIUM; DIPENTUM 
PRAZOSIN HYDROCHLORIDE; MINIPRESS XL 
PRAZOSIN HYDROCHLORIDE; MINIPRESS XL 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SODIUM THIOSULFATE; SODIUM THIOSULFATE 
TEMAFLOXACIN HYDROCHLORIDE; OMNIFLOX 
TEMAFLOXACIN HYDROCHLORIDE; OMNIFLOX 
HMP,Wl,~Mi RES+QRlb 
HMt,ZEPAMi REST~ 
HMAZEPAM; RESHJRlb 
HII.AZEPAMi RES+QRib 
HMAZEPAM; REHQRib 
VERAPAMIL HYDROCHLORIDE; VERELAN 
ZIDOVUDINE; RETROVIR 

ZIDOVUDINE; RETROVIR 

PATENT 
NUMBER 

5016652 
5016652 
5016652 

PATENT 
EXPIRES 

MAY 21, 2008 
MAY 21, 2008 
MAY 21, 2008 

5004610 APR 02, 2008 
4144317 SEP 09, 1992 
5004610 APR 02, 2008 
4144317 SEP 09, 1992 
5004610 APR 02, 2008 
4144317 SEP 09, 1992 
4551456 NOV 05, 2002 
4559330 AUG 04, 2004 

4444784 APR 24, 2001 
4444784 APR 24, 2001 
4444784 APR 24, 2001 
4444784 APR 24, 2001 

4730000 MAR 08, 2005 
4730000 MAR 08, 2005 

4863742 SEP 05, 2006 
4837208 FEB 09, 2005 
4833130 FEB 09, 2005 
4828838 FEB 09, 2005 
4724232 FEB 09, 2005 
4837208 FEB 09, 2005 
4833130 FEB 09, 2005 
4818538 FEB 09, 2005 
4724232 FEB 09, 2005 

USE EXCLUS 
CODE CODE 

NDF 
NDF 
NDF 

NDF 

NDF 

NDF 
U-57 
U-58 NCE 

NDF 
NDF 

U-59 NCE 
U-59 NCE 
U-59 NCE 
U-59 NCE 

NCE 
U-36 NCE 
U-36 NCE 

g l7 

U-3 

1-47 
ODE 
NCE 

ODE 
I-47 
NCE 

EXCLUS 
EXPIRES 

NOV 07, 1994 
NOV 07, 1994 
NOV 07, 1994 

NOV 07, 1994 

NOV 07, 1994 

NOV 07, 1994 

JUL 31, 1995 
JAN 29, 1995 
JAN 29, 1995 
DEC 23, 1997 
DEC 23, 1997 
DEC 23, 1997 
DEC 23, 1997 
FEB 14, 1997 
JAN 30, 1997 
JAN 30, 1997 
QG+ 26, 1994 

MAY 02, 1993 
MAR 19, 1994 
MAR 19, 1992 

MAR 19, 1994 
MAY 02, 1993 
MAR 19, 1992 
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PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

APPL/PROD 
NUMBER 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

19951 001 ZIDDVUDINE; RETROVIR 4837208 FEB 09, 2005 
4833130 FEB 09, 2005 
4818538 FEB 09, 2005 
4724232 FEB 09, 2005 

USE EXCLUS 
CODE CODE 

EXCLUS 
EXPIRES 

NCE MAR 19, 1992 

ODE MAR 19, 1994 
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