
APPROVED 
DRUG PRODUCTS 

12TH EDITION 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEAL TH SERVICE 
FOOD AND DRUG ADMINISTRATION 

} ' 
I 

'' . 



Prepared By 
Division of Drug Information Resources 

Office of Management 
Center for Drug Evaluation and Research, FDA 



APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

12TH EDITION 

Cumulative Supplement 1 

January 1992 

CONTENTS 

PAGE 

1 .0 INTRODUCTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . iii 
1 . 1 How to Use the Cumulative Supplement . . . . . . . . . . . . . . . . . . . . . . . . . . iii 
1 .2 Products Requiring Revised labeling for Full Approval . . . . . . . . . . . . . . . . . v 

1 .3 Applicant Name Changes . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . v 
i .4 Report of Counts for the Prescription Drug Product List . . . . . . . . . . . . . . . vi 

2.0 DRUG PRODUCT LISTS ....................................... . 
2.1 Prescription Drug Product List . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1 
2.2 OTC Drug Product list . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1 O 
2.3 Drug Products with Approval under Section 505 of the Act 

Administered by the Division of Blood and Blood Products list . . . . . . . . . . 11 
2.4 Orphan Drug Product Designations . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 12 
2.5 Drug Products Which Must Demonstrate in vivo Bioavailability 

Only if Product Fails to Achieve Adequate Dissolution . . . . . . . . . . . . . . . . 15 
2.6 Biopharmaceutic Guidance Availability . . . . . . . . . . . . . . . . . . . . . . . . . . . 16 
2. 7 ANDA Suitability Petitions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 17 

PATENT AND EXCLUSIVITY INFORMATION ADDENDUM 
A. Exclusivity Terms . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 18 
B. Patent and Exclusivity Lists . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 19 



1. 1 

APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

12TH EDITION 

CUMULATIVE SUPPLEMENT 1 

JANUARY 1992 

1.0 INTRODUCTION 

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 paits: 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 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 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. 
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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 wiil 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 excepticn exists when a therapeutic 
equivalence code is revised. In that case the deletion of the therapautic 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 then 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 " a " symbol to designate their 
non-marketed status. All products having a " a " symbol in the 12th Cumulative 
Supplement of the 1 2th Edition List will then be added to the "Discontinued Drug 
Product List" appearing in the 13th Edition. 

iv 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL 

Drug 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 3pproval on 
the basis of requirements listed in the Federal Register. As approval is granted by the 
Agency for a specific product, based on additional information submitted by the 
applicant, the product will be includad in the appropriate Drug Product list. 

Products 

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

1 .3 APPLICANT NAME CHANGES 

Federal Register Reference 

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

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 will 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 

FOAMER APPLICANT NAME 
!FOAMER ABBREVIATED NAME! 

RECKITT AND COLMAN PHARMACEUTICALS INC 
(A & C) 

V 

I/' , 
y ' ' 

NEW APPLICANT NAME 
(NEW ABBAEIVATED NAME) 

RECKITT AND COLMAN PHARMACEUTICALS INC 
(RECKITT AND COLMAN) 



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 distributors; those marketed solely abroad; and those now regarded as medical 
devices, biologics or foods. 

The baseline column (Dec 1 991 ) 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 tor 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 
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CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTI SOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 

EXCEPTIONS' 
NEW MOLECULAR ENTITIES APPROVED 

NUMBER OF APPLICANTS 

REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DEC 1991 

9258 
2187 (22.8%) 
7397 (77.2%) 

6580 (68.7%) 
664 ( 6.9%) 
153 ( 1.6%) 

430 

COUNTS CUMULATIVE BY QUARTER 

MAR 1992 

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

vii 
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ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 

> DLT >/U/ 
> DLT > 

ACETN-D'.HOPHEH IV CODEEHI PHOS~ 
/¢~##}./ /jj~tld.!~ 

>DLT>//JM 
> DLT > 
> DLT >//J/J/ 
> DLT > 
>ADD> 
>ADD> 
>ADD> 
>ADO> 
>ADO> 
>ADD> 

a CHELSEA 

a 

a 

/Jd.dr4dJJ.d~/ 
lid.dffltfl.d~I 

300HG;15HG 

300HG;30HG 

30011G;60HG 

ACETAMINOPHEN; HYDROCODOOE BITARTRATE 

TABLET; ORAL 

> ADD > A! 
>ADO> 

HYDROCODOHE UTARTRATE Am> ACETNmfOPHDt 
HIKART 50011G;~ 

>DLT> /d'/r/ IM~~~l~~~j¢~/ 
> DLT > 
>ADO> 
>_!IDL> 

a PHARH BASICS 

ACETOHEXAHIOE 

TABLET; ORAL 
ACETOHEXAHIDE 

> DLT > /d'/r/ /f'tf/t~~,d~~,¢~/ 
> DLT > 
>Di:T> /d'/r/ 
> OLT > 
>ADO> a PHARH BASICS 
>ADD> 
>_!IDL> a 
>_!IDL> 

l~.d.d,s.¢J~r'i¢I 
50DHG;SHG 

/1.~~~, 
/!,~~~, 

250HG 

500HG 

PRESCRIPTION DRUG PRODUCT LIST 
12TH EDITION 

CUMULATIVE SUPPLEMENT NUt113ER 1 / JAN'92 

,~~~,:~!}f~:i~ 
/iMtM~/ddJ/ 

lr'iM lt.t:/f~~U 
/~11,1!,/ddt/ 

/~/..1 !#'.: 1-J.~#I 
N87277 001 

HAY 26, 1982 
N87276 001 

HAY 26, 1982 
N87275 001 

HAY 26, 1982 

N89697 001 
JAN 28, 1'192 

,~~~11{1}i::~~ 
N89291 001 

HAY 29, 1987 

,~111111i111~ 
,~,1~111i~:i~ 

N70753 001 
NOV 03, 1986 

N70754 001 
NOV 03, 1986 

AHITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXXDE 

TABLET; ORAL 
CHLORDIAZEPOXIDE AND AHXTRXPTYLINE HCL 

> _ru,L> /d'/r/ /f'tf~rVd~~f.¢~/ lt~l#.:t,~/d#t.(!,~/ 
>.J!!.L> 
> DL r > /d!,/ lt.4/i~r'i¢/d~~t.(fd~/ 
> DLT > 
>ADO> 
>-M!!L> 
> ADD > 
>ADD> 

a PHARH BASICS 

a 
EQ 12,511G BASE;5HG 

EQ 2511G BASE;l011G 

AHITRIPTYLINE HYDROCHLORIDE; PERPHENAZIN_g 

TABLET; ORAL 
PERPHENAZINE AND AHITRIPTVLINE HCL 

> DL T > l~/¢~tf.~tl./ l~.d~.{(iM./ 
> DLT > 

AMQXIC:1:LUN 

CAPSULE; ORAL 
> DLT > /~ttr?Jdg/ 
>°riu>/1111./ l~A#.~tldl.~t~/ 
> DLT >//Jj/ 
>ADD> a PARKE DAVIS 
> ADD > a 

~fffl~ 
25011G 
50011G 

POHDER FOR RECONSTI"MION; ORAL 
> DLT > /~t~g/ 
>lii:r>

1
!dd! l~~#~t/dl.~t~/ 

> DLT > Ai/ 
>ADD> a PARKE DAVIS 
>_ADD > a 

~Hl11if~ 
12SHG/5HL 
25011G/5HL 

AHPICILLIN/AHPICILLIN TRIHYDRATE 

CAPSULE; ORAL 
>...ID.I> la~dtt(/ 
> DLT->//~d/ l~A~~t/~f,.~j~/ 
> DLT > /Jd/ 
>_rum_> a PARKE D~VIS 
> AOO > a 

~fBHlfflf 
EQ 25011G BASE 
EQ 50011G BASE 

1 

/)~~111iii1:~~ 
/t1.1.dM~/~.dU 

I JJ.tl/"#.:IJ1~M 
N70477 001 

JAN 12, 1988 
N70478 001 

JAN 12, 1988 

!Mt!,~~t,~j./ 
l~~~/#:tt.4~.1 I 

~~~i:J~::i~ 
N62107 001 
N62107 002 

/t¥,#i1/6dj./ 
/tl/,##/~#/ 

N62127 001 
N62127 002 

/t¥,M4f./d.df.l 
ltlf>i.d4f./~#/ 

N62041 001 
N62041 002 
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AHPICILLIN/AHPICILLIN TRIHYD~~TE 

POWDER FOR RECONSTITUTION; ORAL 
> DLT > /~ddtLL/ 
> DLT >/dd/ l~A~~tl~~~t~I 
> DLT >/~d/ 
>....AfilL> a PARKE DAVIS 
>....AfilL> a 

ATENOLOL 

TABLET; ORAL 
ATEHOLOL 

HYLAN >_AID!_>~ 
>~D_> 
> ADO > AB 
>....AfilL> 

lt~~iti~~d~~t~,~~I ''~-'~-ri~_j_jt_,ri_/ 
EQ 125HG BASE/511L 
EQ 250MG BASE/5HL 

SOHGIS 

lOOHGII 

ATROPINE SULFATEi DIPHENOXYLATE HYDROCHLORIDE 

TABLET; ORAL 
DJ:PHEHOKYLATE HCL AHO ATROP.ENE SULFATE 

> DLT >tM,1 J¢~U#/..7 ,~;nlt:1M,;~w 
>ADD> a CHELSEA D,025MG;2.5HG 

BACLOFEN 

TABLET; ORAL 
BACLOFEN 

> DLT > /'6~/ l'fitl~~~l~A~t¢~/ 
> DLT > 
> DLT > /°6~/ 
> DLT > 
>_AID!_> a PHARH BASICS 
>ADD> 
>ADD> a 
>_AID!_> 

BENZTROPINE HESYLATE 

>_AID!_> AA 
>....AfilL> 
>ADD> AA 
>....AfilL> 

TABLET; ORAL 
BEffZTRCmtE MESYLATE 

MUTUAL PHARM 

/j.~t'i¢/ 

II~~/ 
lOHG 

20HG 

lMGII 

2HGn 

~~~~:~:f:,~~ 
N6?030 001 
N62030 002 

N73456 001 
JAN 24, 1992 

N73457 001 
JAN 24, 1992 

/tf6~MU~.dj./ 
N85876 001 

/tl.1tMd/.d~j./ 
1~1M1~ii~:~1~ 
/~kJ l~f: !J#f.l 

N71260 001 
MAY 06, 1988 

N71261 001 
HAY 06, 1988 

N81264 001 
JAN 23, 1992 

N81265 001 
JAN 23, 1992 

BENZTknPINE HESYLATE 

TABLET; ORAL 
BEHZTROPJ:HE MESYLATE 

>.J!!.I_> ,~~, ~/~/..~J¢~/ 
> DLT > 
> DLT > /~~/ 
>J!.!.L> 
> DLT > /'6# 
> DLT > 
>...!filL> a PHARM BASICS 
>...!filL> 
>..AmL> a 
>_A!!!L> 
>__rum_> a 
>_A!!!L> 

CARBAHAZEPINE 

TABLET; ORAL 
CARBAHAZEPINE 

> DLT > /'6~/ l'fitl~~~l~A~t¢~/ 
>J!.!.L> 
>ADD> a PHARH BASICS 
> ADD > 

CARISOPRODOL 

TABLET; ORAL 
CARrSOPRODOL 
Ntf/..~J~l > DLT >/U/ 

> DLT > 
> ADD > B* 
>_A!!!L> 

VITARINE 

Id.:~~/ 
/j.~/ 

It~/ 
0.5HG 

lHG 

2HG 

/fd~~I 
20DHG 

/'U~~, 
350HG 

CHLORDIAZEPOXIDE HYDROCHLORIDE 

CAPSULE; ORAL 
CHLORD:rAZEPOKJ:DE HCL 

> J!.!.L >/ . / > J!.!.L >/!!' 
>J!.!.L>/ I 
>_A!!!L> 
>_A!!!L> 
> ADD > 

!t-J.~Rtld/..~#7 

a PARKE DAVIS 
a 
a 

imi~ 
511G 
lOHG 
25HG 

2 

ltlM~~t.?~t.. 
I )~~~~,x~1:~1· 
/)•"''lt.4:n~·"6' 11,rt.ldf'f''/dd"' 
I )~/~~-;/;(~~3'. 

N89211 001 
JUN 14, 1988 

N89212 001 
JUN 14, 1988 

N89213 001 
JUN 14, 1988 

,~~~11:11i,:~: 
N70300 001 

HAY 15, 1986 

,~'11~11~,,~ 
N89566 001 

AUG 30, 1988 

/~~;t~;J/4:;t 
~~~~1:~~td} 

N85163 001 
N84598 001 
N85164 001 
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CHLORPROPAHIDE 

TABLET; ORAL 
CHLORPROPAMIDE 

>.Jll.L> /~'/</ l'f'tfl.~~l~l.jJ¢j/ 
> DLT > 
> DLT > /~'/,/ 
> DLT > 
>_!fil!_> a PHARM BASICS 
> _!fil!_> 
>-.!filL> a 
> _!fil!_> 

CLEMASTINE FUMARATE 

TABLET; ORAL 
CLEMAS'TXHE FUHARATE 

LEMMON 
> _!fil!_> 
>ADD_>@ 
> _!fil!_> 
> _!filL > AB 
> _!fil!_> 

TAVJ:9T 
> ADD > AB .! DORSEY 

TAVJ:ST-1 
> -.!filL > AB DORSEY 

CLORAZEPATE DIPOTASSIUM 

CAPSULE; ORAL 

/j.Jdr+)/ 

11~.d~/ 
lOOMG 

250MG 

~ 

~ 

2.68HG 

l.34MG 

CLORAZEPATE DIPOTASSIUM 
> DL T > /~'/</ /~~A~rVf!.l.jJ¢-j/ /J.:.1~r4¢/ 
> DLT > 
> DL T > /~f,/ lJ.:~r+)/ 
> DLT > 
> DL T > /~f,/ ft~r+)/ 
>.Jll.L> 
> _!fil!_> 
> _!fil!_> 
>ADD> 
> ADD > 
>ADD> 
>ADD> 

a PHARH BASICS 3.75MG 
., 

7.5MG 

a 15MG 

COLCHICINE; PROBENECI~ 

TABLET; ORAL 
> DLT > /~~jjf5t~f¢/ 
>_IDL> ,~~/ /¢t1¢i.#.A/ 
>_!fil!_> al CHELSEA 

N.:~r+).f~4.d~/ 
0.5MG;500HG 

/1.~~iiii~:i~i 
I l.~¢04.:h.16t 

N88708 001 
AUG 30, 1984 

N88709 001 
AUG 30, 1984 

N73282 001 
JAN 31, 1992 

N73283 001 
JAN 31, 1992 

Nl7661 001 

Nl7661 002 

,~,iiii1i~:!ii 

;:~~:ll11ii!li 
N71242 001 

MAY 20, 1987 
N71243 001 

MAY 20, 1987 
N71244 001 

MAY 20, 1987 

/~6~~~#.d.dj./ 
N85552 001 

DESIPRAMINE HYDROCHLORIDE 

TABLET; ORAL 
DESIPRAMINE HCL 

>_fil.I_> /~'/,/ /15111.~~/f!,l.jj¢~/ 
> DLT > 
> DL T > /f!,,;./ 
>_fil.L> 
> _ru.r_ > /f!,,;./ 
> DLT > 
> DL T > /f!,,;./ 
>_fil.L> 
> ADD > 
>_!!!!L> 
>_!!!!L> 
>_!!!!L> 
>_!!!!L> 
>_!!!!L> 
>_!!!!L> 
>..A!m._> 

> ADD > 
>_!!!!L> 
>_!!!!L> 
>_!!!!L> 

a PHARM BASICS 

a 
., 
a 

DESONIDE 

LOTION; TOPICAL 
DESOHEN 

OWEN GALDERHA 

DISOPYRAMIDE PHOSPHATE 

CAPSULE; ORAL 

/J~M,/ 

l~.dM,/ 

l.1~M,/ 

/'f..d.d~/ 
25MG 

50MG 

75MG 

lOOMG 

0.05%11 

DISOPYRAMIDE PHOSPHATE 
>_m.r_> /~'/</ /¢~tt<jtl./ lt~/144~/dl.jt/ 
> DLT > 
> DLT > /f!,'/,/ lt~/j~4r'i¢/dl.~tl 
>...fil:L> 

DOXAPRAM HYDROCHLORIDE 

INJECTABLE; INJECTION 
DOPRAH 

> ADD_> AP 
>_!!!!L> 
> ..!!IJL > !!! 
>ADD> 

ROBINS 
DOHAPRAH HCL 

STERIS 

?OMG/HL 

20MG/HI.JI 

3 

N1~f>(t!.d.dt/ 
,~,~1t1a,~:::~ 
l~t~/d4'/t~61/ 

l~h6JU~.d1/ 
,~,~'11:i't~lf~ 
/#~/.d.4.:/f46}/ 

N71864 001 
SEP 09, 1987 

N71865 001 
SEP 09, 1987 

N71866 001 
SEP 09, 1987 

N71867 001 
SEP 09, 1987 

N72354 001 
JAN 24, 1992 

,,/~}~11#1~,1 
1

' t/Mtdi?tddj/ 
/J5t¢/fJ..:tHUI 

Nl4879 001 

N73529 001 
JAN 30, 1992 
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DROPERIDOL ~YDROXYZINE HYDR~HLOBID~ 

INJECTABLE; INJECTION TABLET; ORAL 
DROPERJ:OOL HYDROXYZINE HCL 

> DL T >/ ~U ~?iflll lt~~l~,1 /~_1j._1'!,~/ 6dj.f >.Jll.I_> /~'/,/ l~~;.~,V~l.~J¢M /J~~, ,~~~,:~1~i-~:~~ >.Jll.I_> /~t~f.d(,_;!f~r,t,/ > DLT > 
>..!Q.!L> al SOLOPAK 2.5MG/ML N71750 001 > DLT > /~'/,/ /1.'!,~/ ,~~;i:~1,il~~~ >.AQ!L> SEP 06, 1988 > DLT > 

> DLT > /~'/,/ /'!,~~¢/ ,/~/~~~i-4~r >.Jll.I_> I. f .,/ . I 
fLURAZEPAH HYDROCHLORIDE >...Af!!L> a PHARH BASICS lOMG N89121 001 

>...Af!!L> HAR 20, 1986 
CAPSULE; ORAL >...Af!!L> al 25MG N89122 001 

FLURAZEPAH HCL >...Af!!L> MAR 20, 1986 

> DLT > /~'/,/ /f'ttA~rV~l.~J¢# /j.'!,~/ N1df.(,Udd,.t >.AQ!L> al 50MG N89123 001 
> DLT > 

~~i~J:i~,ii!J~ 
>...Af!!L> MAR 20, 1986 

> DLT > /~'/,/ /"J.d~/ 
> _fill_> 
>.AQ!L> al PHARH BASICS 15MG N70562 001 IOVEB_S_Q_l, 
>.AQ!L> JUL 09, 1987 
>ADD> ., 30MG N70563 001 INJECTABLE; INJECTION 
>.AQQ_> JUL 09, 1987 >_rum_> OPTIRAY 300 

>_rum_> MALLINCKRODT 64%11 Nl9710 004 
>...Af!!L> JAN 22, 1992 

HY!!RPJ:HLOROTHIAZIDE >ADD> OPTIRAY 350 
>_rum_> MALLINCKRODT 74%11 Nl9710 005 

TABLET; ORAL >...Af!!L> JAN 22, 1992 
HYDROCHLOROTHEAZEDE 

>..!Q.!L> AB DANBURY 25MGn N81189 001 
> ADD .. > JAN 24, 1992 LITHIUM CARBONATE 
> ADD > AB lOOMGII N81190 001 
> ADD > JAN 24, 1992 CAPSULE; ORAL 

LITHIUM CARBONATE 
> .Jll.I_> ,~,;., l~~A~,V~l.~'J.¢~/ /J~.d~/ 

lf~~:~t,:~:~~ H~ORO~LUtiETHIAZIDE; RESERPINE >.Jll.I_> 
>..!fil!_> al PHARH BASICS 30011G N72542 001 

TABLET; ORAL >...Af!!L> FEB 01, 1989 

> DLT > f~*'l~f~~~ft~~tn!Jl.t'J.~t/1.~l~t~t~~j.~tl 
> -.fil:.L.> . lf~l.~1V~A~J¢~/ /t,.d~tf,,if:j.Jt,~/ l~~~j.4'!,/ddj./ 
> _fill_> /~¢f /J(,::tf4~J/ LORAZEPAM 
>..!fil!._> al PHARM BASICS 50MG;0.12511G N88195 001 
>..!fil!._> OCT 26, 1983 TABLET; ORAL 

LORAZEPAH 

> ..!fil!._> 
> .Jll.I_> /~'/,/ ,~~,.~~/~l,~j.¢~/ /J~/ 

,~,;i;;iii:~ii HYDROXYAMPHETAHINE HYDROBROMIDE; TROPICAHIDE > DLT > 
> DLT > /~'/,/ /J~¢/ 

> ADD > SOLUTION/DROPS; OPHTHALMIC >.Jll.I_> l~t¢I #.: /j.j~(, I 
> ADD > PAREMYD >...Af!!L> al PHARM BASICS 111G N70539 001 
>.AQ!L> ALLERGAN lX;0.25%11 Nl9261 001 >..!fil!_> DEC 22, lq86 
>.AQ!L> JAN 30, 1992 >...Af!!L> al 211G N70540 001 

>...Af!!L> DEC 22, 1986 



t.ECLOFEN~M~TE SODIUH 

CAPSULE; ORAL 
MLCLOFENAMATE SODIUH 

>-.!1..bL> Id~/ lftfA~~/dAjj¢~/ 
> DLT > 
> OLT_> /df./ 
> _..!l_bL> 
>..!Q.!L> ol PHARM BASICS 
>ADO> 
>__M!!L> al 
>ADO> 

HEGESTROL ACETATE 

TABLET; ORAL 
MEGESTROL ACETATE 

~ DLT > /d~/ ,~~A~~/dAjj¢~/ 
> OLT > 
> DLT > /d~/ 
> OLT > 
>__M!!L> 
>ADD> 
>__M!!L> 
>__M!!L> 

al PHARH BASICS 

al 

MEPERIDINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
MEJIER%D:EHE HCL 

>..JtlJ:_>/d~I llA~~tld~f/.j/ 
> ..JtlJ:_>/M/ 
>ADO> al PARKE DAVIS 
>__M!!L> al 

MEPROBAMATE 

TABLET; ORAL 
MEPROBAMATE 

> DLT >/d~/ ~llif/Jj~/ 
> DLT >/MJ/ 
>__M!!L> al PARKE DAVIS 
>ADO> al 

~X DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUHBER 1 / JAN'92 

lt.~lt>d~ld!.$t.l 
/tfJ/Jd.d~/d!.#1 

EQ 50MG BASE 

EQ lOOMG BASE 

IM~I 
/(t_d~/ 

20MG 

40MG 

~H1,1~f, 
50MG/ML 
lOOMG/ML 

~tti~,~ 
200MG 
400MG 

/~~~}~1:1%j:i~ 
/Mtd46/ddj./ 

!~!.~l#.:/f4~6/ 
N71007 001 

MAR 25, 1988 
N71008 001 

MAR 25, 1988 

hl1d(,M/ddU 

~~~~;!i~i;lii 
N70646 001 

OCT 02, 1987 
N70647·001 

OCT 02, 1987 

1~::~1j~::i~ 
N80364 002 
N80364 001 

~~,~::~~~,,~~ 
N84744 001 
N84744 002 

>ADD> 
> ADD > 
> ADO > 
> ADD > 

MESALAHINE 

TABLET, DELAYED RELEASE; ORAL 
ASACOL 

+ NORHICH EATON 400MGli 

METAPROTERENOL SULFATE 

TABLET; ORAL 
METAPROTERENOL SULFATE 

> DLT > /d~/ /~~A~~/dl,jj¢~/ ltd,'.¢/ 
> OLT > 
> DL T > /d~/ /#,'.¢/ 
> DLT > 
>..A!!JL> 
>..A!!JL> 
>..A!!JL> 
>..A!!JL> 

al PHARM BASICS lOHG 

a 2011G 

METHYCLOTHIAZIDE 

TABLET; ORAL 
METHYCLOTHIAZIDE 

>_!ll.L> Id~/ /ftf!.~~/d!.jj¢~/ /'!>,'.¢/ 
> DLT > 
>..A!!JL> a PHARM BASICS 5MG 
>..A!!JL> 

> ADD > 
> ADD > 
>..A!!JL> 
>..A!!JL> 

METOCLOPRAMIDE HYDROCHLORIDE 

CONCENTRATE; ORAL 
METOCLOPRAHIDE INTENSOL 

ROXAME EQ lOHG BASE/Ml.II 

TABLET; ORAi. 
METOCLOPRAHIDE HCL 

> DLT > /d~/ /~~,.~~/dl,jj¢~/ /tfJ!tdr'i¢/~!.~tl 
>_!ll.L> 
>..A!!JL> al PHARM BASICS EQ lOMG BASE 
>..A!!JL> 

5 

N19651 001 
JAN 31, 1992 

/J~~:~:1,1::~~ 
/J~~}~111f~:~~ 

N71013 001 
JAN 25, 1988 

N71014 001 
JAN 25, 1988 

/~~~1111~f~j~~ 
N88745 001 

MAR 21, 1985 

N72995 001 
JAN 30, 1992 

/tt1djj~/ddU 
I J"iJt/M:/J.4~'!>! 

N70339 001 
JUL 29, 1985 



>..!!m..> 

>ADD> 
>ADD> 
>ADD> 
>ADD> 
>..!!m..> 
>ADD> 
>ADD> 
>ADD> 

TABLET, EXTENDED RELEASE; ORAL 
TOPROL XL 

+ HASSLE EQ SONG TARTRATE• 

+ 

+ 

INOXIDI 

TABLET; ORAL 
HINOXIDIL 

EQ lOOHG TARTRATEN 

EQ 200HG l~RTRATEN 

Nl9962 001 
JAN 10, 1992 

Nl9962 002 
JAN 10, 1992 

Nl9962 003 
JAN 10, 1992 

>.JU.L> /dt,/ /~-,.~~ldA~Jtj/ 11.:~J+d/ ld,~Ji:1Ji~::~ >.JU.L> 
>ADD> a PHARH BASICS 2.SHG N71537 001 

DEC 16, 1988 >..!!m..> 

>ADD> HIVACURIUH CHLORID 

>ADD> 
>_Afl!L> 
>ADD> 
> ADD > 
>..!!m..> 
>ADD> 
>ADD> 
>ADD> 
> ADD > 

>ADD> 
>..!!m..> 
>ADD> 
>_Afl!L> 

>ADD> 
>ADD> 
>ADD> 
>_!Q!L> 
>ADD> 

INJECTABLE; INJECTION 
HIVACRON 

BURROUGHS HELLCOHE EQ 2HG BASE/HI.II N20098 001 
JAN 22, 1992 

HIVACRON IN DEXTROSE 51. IN PLASTIC CONTAINER 
BURROUGHS HELLCOHE EQ O.SHG BASE/HLN N20098 002 

JAN 22, 1992 
t ,:1 SOHG BASE/lOOHLN N20098 003 

NICARDIPINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
CARDENE 

DUPONT HERCK 

COTINE 

2.SHG/HLN 

FILH, EXTENDED RELEASE; TRANSDERHAL 
PROSTEP 

+ ELAN 11HG/24HRN 

+ 22HG/24HRN 

JAN 22, 1992 

Nl9734 001 
JAN 30, 1992 

N19983 001 
JAN 28, 1992 

Nl9983 002 
JAN 28, 1992 

> ..JHJ_ >/ 6'1 
> DLT > 
>ADD> a CHELSEA 
> ADD > 

0 A E.f!H 

CAPSULE; ORAL 
OXAZEPAH 

>..m.L> /dt,/ l¢~tt~tA/ 
>..JHJ_> 
> OLT > /dt,/ 
> DLT > 
> DLT > /d,f,/ 
> DLT > 

TABLET; ORAL 
OXYBUTYNIN CHLORIDE 

1'dd;dd I I 
500,000 UNITS 

/'#,',¢/ 
n,r'i¢1 
l~.d,s.¢/ 

>..JHJ_> /dt,/ l~-,.~~ldA~J¢~/ /~,s.¢/ 
> DLT > 
>ADD> a PHARH BASICS SHG 
>_AIDL> 

1:JW<•• -•l/li:l:.Ml-t-1-1l 

POliDER FOR RECONSTITUTION; ORAL 
>..JHJ_> /liddljd~tJ.i.l 
~ ~tr ~~fi~ lPA#~t]r,-,.;;J~/ 
>ADD> a PARKE DAVIS 
>..AIDL> a 



PENICILLIN V POTASSIUH 

RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEHENT NUHBER 1 / JAN'92 

PRAZEPAH 

TABLET; ORAL 
> DL T > NttM~d!.f.:~,u 
>_~LT >/~di/ l~"t.#~tl"A~t~I 
>JllL>/dd. 
>ADD> a PARKE DAVIS 
> ADD > a 

PERPHENAZINE 

TABLET; ORAL 
PERPHENAZINE 

>.Jll:L> Id~/ /¢Htt~tA/ 
> DLT > 

PHENVTOIN SODIUM, PROMPT 

CAPSULE; ORAL 
> DLT > /Mt~ff~t~,~~tllr'/ 
> DLT > Id~/ /¢Htt~tA/ 
>ADD> a CHELSEA 

~ff!it~:ffH: 
EQ 2.5GMG BASE 
EQ .5'JOHG BASE 

/6~/ 

/J.d.dN,/ 
lOOHG 

~~~::1~::1~ 
N62001 001 
N62001 002 

/tt/>4146/ddj./ 
/i,t¢/fJ.:/f4~.1 I 

lttf>~f>.4~/.d.dJI 
N8.5894 001 

.PQ.LYErt;·:LENE GLYCOL :,3:;o; POTA~~IUH CHLOfUDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYDROUS 

POWDER FOR RECONSTITUTION; ORAL 
CO-LAV >..AQ!L> 

>..AQ!L> .M 
>ADD> 
>..AQ!L> 

COPLEY 240GH/80T;2.98GH/BOT;6.72GH/BOT; 
5.84GH/BOT;22.72GH/801ll N73428 001 

,JAN 28, 1992 

POTASSIUM CHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
K-LEASE 

> ADD > ~ ADRIA 8HEQl8 
>ADD> 

HXCRO-K 
> ADD > ~ ROBINS 8HEq 

N7339B 001 
JAN 28, 1992 

Nl8238 001 

CAPSULE; ORAL 
CENTRAX 

> DLT >/~di IM~~il~A~t~/ 
> _filL>/jj/ /.+I 
>...Mm.,_> + PARKE DAVIS 
>_Af!!L> 

> _fil.L> /Jir11J.t~A,S,.f/ 
> DLT > Id~/ /fitfA~~l~A~t¢~/ 
> _l)J.L> 
> DLT ,. Id~/ 
> _Q,!,I_> 
>ADD> a PHARH BASICS 
>...Mm.,_> 
>_!!>JL> a 
> ADD > 

PRAZOSIN HYDROCHLORIDE 

~1,1 
lOMG 
5HG 

,~~/ 
/J.~f',¢/ 

SHG 

10116 

> ADD > 
>...Mm.,_> 
> ADD > 
> ADD > 
>...Mm.,_> 
> ADD > 

TABLET, EXTENDED RELEASE; ORAL 
HINIPRESS XL 

+ PFIZER 2,.5HGII 

• 5HGa 

SULFAHETHOXAZOLE; TRIHETHOPRIH 

TABLET; ORAL 

> .J!b.L> Id~/ 
> DLT > 

SULFAHETHOXAZOLE AND TRIHETHOPRIH 
lttU#iW~~## N.d.dtliUd~~I 

> DLT > Id~/ 
> DLT > 
> ADD > 
>ADD> 
>_rum_> 
> ADD > 

al PHARH BASICS 

a 

SULFISOXAZOLE 

TABLET; ORAL 
>.J!b.L> /~dLtdLd!.f/ 
> DLT >/~di l~A~~t/"A~t~/ 
>...Mm.,_> a PARKE DAVIS 

/6~4N,J1.~~r'i¢I 
400HG;80116 

800116;160116 

tijj&j/ 
500116 

7 

~~i:ijj~l~~: 
Nl8144 002 
Nl8144 001 

/~~1::1~1::~~ 
~164#/ddj./ 

l~f 1~,.:n~~.11 
N70427 001 

NOV 06, 1987 
N70428 001 

NOV 06, 1987 

N19775 001 
JAN 29, 1992 

!'-119775 002 
JAN 29, 1992 

l~.1:~~~f~:f 
,~~~4i~~l~~l 
/~~,~~.:/J.46~/ 

N70203 001 
NOV 08, 1985 

N70204 001 
NOV 08, 1985 

/ttf>~.4~~ /.d.d U 
N84955 001 



RX DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUHBER l / JAN'92 

>...!Q.!L> TEMAFLOXACIN HYDROCHLORIDE 

>_AM_> 
>ADD> 
> _Af!!!_> 
>ADD> 
>ADD> 
>_Af!l!_> 

TABLET; ORAL 
ONNIFLOX 

+ ABBOTT 

TEHAZEPAH 

CAPSULE; ORAL 
TEMAZEPAM 

> DLT > ,~~, ,~~A~~/~f,.jj¢~/ 
> DLT > 
> DLT > /~~/ 
> DLT > 
>_Af!l!_> 
>ADD> 
> _Af!!!_> 
>_ADD > 

al PHARl1 BASICS 

al 

THIAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
11-t:tAMXHE HCL 

EQ 60011G BASEn 

EQ 40011G BASE• 

/j_~rJ.¢/ 

,~.6~¢/ 

1511G 

3011G 

> DLT >/~ii 7~f/iflJJ.~/ /L~~~~l~,, 
>_Af!!!_> ci) PARKE DAVIS . l0011G/11L 

TIMOLOL MALEATE 

TABLET; ORAL 
TIHOLOL HALEATE 

> DLT > /~ft/ /~tl/,.~~/~/,.~j¢$f /~~¢/ 
> DLT > 
> DLT > /~ft/ tJ..drJ.¢/ 
> DLT > 
> DLL> /~!1,/ ,,~~¢/ 
>.Jl..b!_> 
>_Af!!!_> ci) PHAR11 BASICS 5MG 
>ADD> 
>ADD> ci) lOHG 
>ADD> 
> _Af!!!_> a 2011G 
> _Af!!!_:> 

N20043 004 
JAN 30, 1992 

N20043 003 
JAN 30, 1992 

/J6~~~tii:!!~i 
1 ;6aM:A:4p~/ 

N70489 001 
JUL 07, 1986 

t-170490 001 
JUL 07, 1986 

/t1M1.1~/~.6U 
N80770 001 

~~~illif.ll~ 
N72001 001 

JAN 10, 1989 
N72002 001 

JAN 10, 1989 
N72003 001 

JAN 10, 1989 

TOORAHVCIN SULFATE 

INJECTABLE; INJECTION 
TOBRAHY'cnl SULFATg 

>_!lliL> Af GENSIA 
> ADD > 

TOLAZAMIDE 

TABLET; ORAL 
TOLAZAMIDE 

>.Jll,L> ,~~, /~~/..~,V~/..~1¢M 
> DLT > 
> DLT > /~~/ 
> DLT > 
> DLT > /~# 
>_fil,L> 
>ADD> 
> ADD > 
>_!lliL> 
> ADD.> 
> ADD > 
> ADD > 

al PHARl1 BASICS 

a 
ci) 

TOLBUTAMIDE 

TABLET; ORAL 
TOLBUTAMJDE 

>.Jll:L>/~d/ l~A~~tlPA~J~I 
>_Af!!L> a PARKE DAVIS 

TOLMETIN SODIUt1 

CAPSULE; ORAL 
TOLMETDI SODJ:UH 

BAKER CUMMINS > _Af!!L> AB 
>_rum_> 
> ADD > AB PUREPAC 
>...!2JL> 

EQ 40f:1G BASE/MLn 

/fd.drJ.¢/ 

N~.d~/ 

/~.d.drJ,¢/ 

10011G 

25011G 

50011G 

/$llddl 
SOOMG 

EQ 400f:1G BASEn 

~OOMG BASEn 

8 

N63100 001 
JAN 30, 1992 

IMJ.~~~l.~.dU 
/J/..~',~fa,}d,1~ 

I. d • 4· 
. IA~~',6~~~~~~1~ 

/;.~J#:/J.fJ~~I 
N71355 001 

JAN 11, 1988 
N70168 001 

APR 02, 1986 
N70169 001 

APR 02, 1986 

/~~~~(tj/~~1/ 
N86047 001 

N73392 001 
JAN 24, 1992 

N73308 001 
JAN 24, 1992 



RX DRUG PRODUCi LIST/ CUHULATIVE SUPPLEMENT NUMBER l / JAN'92 

TRAZODONE HYDROCHLORIDE 

TABLET; ORAL 
TRAZODONE HCL 

>.J!!:L> /~'/</ /~A~M/~A~t¢~/ /~drJi¢/ 
> OLT > 
> OLT > /~N lJ..ddrJi¢/ 
>.J!!:L> 
>ADO> al PHARH BASICS 50MG 
> ADO > 
>ADO> al lOOMG 
>...A!!!L> 

TRIMil>_RAMit,I_E___l!ALEAl"_I:_ 

CAPSULE; ORAL 
sunt-lONT.J:L 

> DLT >/id/ /~Ji:till~ft~~f/ 
> OLT >/ &/ 
> OLT >/ 0//.+/ 'lffl~~iir ~: ·a:aJ, 
>.J!!:L> 
>ADO> + HYETH AYERST EQ lOOMG BASE 
> ADD > 
> ADO > EQ 25MG BASE 
>ADD> EQ 5CMG BASE 

>.J!!:L> /~t~t~~A~t~tl~AttAftl 
> DLT > /P!/ ,~~A~~/PA~t¢~/ /t~lt~rJi¢/PA~tl 
> DLT > 
> DLT > /PH 
> OLT > 
> DLT > /p!/ 
>.J!!:L> 
> ADD > 
>...A!!!L> 
>ADD> 
> ...Af1!L> 
> ADD > 
>....Af!!L> 

al PHARH BASICS 

al 

al 

VECURONIUM BROHIDE 

INJECTABLE; INJECTION 
NORCURON 

/t~/~d~¢/PA#I 
lt~lJ.~~~¢/PA~tl 

EQ 25MG BASE 

EQ 50HG BASE 

EQ lOOMG BASE 

> ...AQ!L> ORGANON 20MG/VIAl.n 
>ADD> 

IA~~]1j1~i~:{~ /~1dl+.4i/ddi/ 
I A~~/M:n~MI 

N70491 001 
APR 29, 1987 

N70492 001 
APR 29, 1987 

~~i~ll~~::~~ 
,~,~~ii:111~:1~ 

Nl6792 003 
SEP 15, 1982 

~16792 001 
Nl6792 002 

1~,~i1il~~~i:i /~,~~1~ifHMI 
l~t¢/.dt A,:}~ 

N71283 001 
DEC 08, 1987 

N71284 001 
DEC 08, 1987 

N71285 001 
DEC 08, 1987 

Nl8776 003 
JAN 03, 1992 

VERAPAHIL HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
VERELAN 

>ADD> + ELAN 18Dl'Q 
>ADD> 

TABLET; ORAL 
VERAPAMIL HCL 

> DLT > /~'/,/ /¢~tt~tA/ /~.drJi¢/ 
> OLT > 
> DLT > /~'/,/ /'#drJi¢/ 
>.J!!:L> 

HARFARIN SODIY!j 

TABLET; ORAL 

: g~~: /pt,//~,,~~~~~,~~~~/ It~¢/ 
> DLT > 
> DLT > /~'/,/ 11..:~M¢/ 
> DLT > 
> DLT > /p'/,/ /~rJi¢/ 
>.J!!:L> 
>ADO> al PHARM BASICS 2MG 
>...A!!!L> 
>...!Q!L> al 2.5MG 
>ADO> 
>~> al 5HG 
>ADD> 

9 

Nl9614 003 
JAN 09, 1992 

l~.1.d(t#/.ddU 
1~,Ma:i~~l,i~ 
/~tPlff.:lf.~~U 

oal11:t1Ji~:~~ 
l~~f~~l.~df -

IA~~~- ~ii~d~t~ 
I JiJU,f:tt~~'!>I 

N88719 001 
JUN 27, 1985 

N88720 001 
AUG 06, 1985 

N88721 001 
JUL 02, 1985 



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

>ADD> 
> ....!!!.!L> 
> ....!!!.!L> 

CHLORHEXIDINE GLUCONATE 

SOLUTION; TOPICAL 
11ICROCC". 

OTC DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 1 / JAN'92 

JOHNSON ANO JOHNSON 0.5%N N72292 001 
JAN 28, 1992 

LOPERAMIDE HYDROCHLORIDE 

SOLUTION; ORAL 
LOPERAMIDE HCL 

PERRIGO 1HG/5ML111 t-173243 001 
JAN 21, 1992 

10 
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12 

OOPHAM DRUG PROOUCT 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 PRODUCT 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). 

NAME OF BIOLOGICAL 

GENERIC: ANANAIN, COMOSAIN 
TRADE: VIANAIN 

GENERIC: ANTITHROMBIN Ill 
TRADE: THROMBttTE Ill*/** 

GENERIC: BOTULINUM TOXIN TYPE B 
TRADE: NOT ESTABLISHED 

GENERIC: CILIARY NEUROTROPHIC FACTOR 
TRADE: NOT ESTABLISHED 

GENERIC: CYSTIC FIBROSIS TRANSMEMBRANE CONDUCTANCE REGULATOR 
TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME 

FOR THE ENZYMATIC DEBRIDEMENT OF SEVERE BURNS. GENZYME CORPORATION 

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

TREATMENT OF CERVICAL DYSTONIA. 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. 



NAME OF BIOLOGICAL 

GENERIC: SARGRAMOSTIH 
TRADE: LEUKINE*/** 

ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

TREATMENT OF NEUTROPENIA ASSOCIATED WITH BONE HARROW 
TRANSPLANT, FOR THE PROMOTION OF EARLY ENGRAFTMENT, 
AND FOR THE TREATMENT OF GRAFT FAILURE AND DELAY OF 
ENGRAFTMENT.*/** [DEC 31, 1998) 
TREATMENT OF NEUTROPENIA ASSOCIATED WITH BONE 
MARROW TRANSPLANTS IN PATIENTS WITH NON-HODGKIN'S 
LYMPHOMA, HODGKIN'S DISEASE AND ACUTE LYMPHOBLASTIC 
LEUKEMIA.*/** [HAR 05, 1998) 

SPONSOR NAME 

IMMUNEX 

13 



NAME OF DRUG 

GENERIC: DAPSOHE 
TRADE: DAPSONE 

GENERIC: L-BACLOFEN 
TRADE: NEURALGON 

GENERIC: LIOTHYRONINE SODIUM 
TRADE: TRIOSTAT*/** 

ORPHAN ORIJG PRODUCT DESIGNATIONS 

ORIJG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

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

TPEATMENT OF INTRACTABLE SPAST!CITY IN CHILDREN WITH 
CEREBRAL PALSY. 

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

14 

SPONSOR NAME 

JACOBUS PHARMACEUTICAL COMPANY 

MERICON INDUSTRIES, INC 

SMITHKLINE BEECHAM 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, 
HFD-650, MPN-2 ROOM 278, 5600 FISHERS LANE, ROCKVILLE, MD 20857. COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE 
DIVISION OF BIOEQUIVALENCE. 

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

NO JANUARY 1992 ADDITIONS 
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ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION SOS(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED THAT THE REFERENCED PRODUCT: (1) JS 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 HADE 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 
FOA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, HO 20857. 

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

NO JANUARY 1992 PETITIONS APPROVED OR DENIED 
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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, NtW INDICATIONS AND PATENT USE CODES). ONLY 
NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW INDICATION 

1-57 TREATMENT OF ACUTE ASTHMATIC ATTACKS IN CHILDREN SIX YEARS OF AGE AND OLDER 



APPL/PROD 
NUMBER 

>ADO> 20062 002 
>ADD> 
>ADD> 20062 003 
>ADD> 
>ADD> 20062 004 
>ADD> 
>ADD> 20068 001 
>ADD> 
>ADD> 
>ADD> 
>ADD> 19967 001 
>ADD> 1996B 001 
>ADD> 19261 001 
>ADD> 19645 001 
>ADD> 
>ADD> 20105 001 
>ADD> 19651 001 
>ADD> 
>ADD> 17659 001 
>ADD> 19962 001 
>ADD> 
>ADD> 20098 001 
>ADD> 20098 002 
>ADD> 19583 001 
>ADD> 19583 002 
>ADD> 19734 001 
>ADD> 
>ADD> 19983 001 
>ADD> 19983 002 
>ADD> 20076 001 
>ADD> 20076 002 
>ADD> 20076 003 
>ADD> 20165 001 
>ADD> 
>ADD> 20165 002 
>ADD> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 5002776 
4894240 

DILTIAZEM HYDROCHLORIDE; CARDIZEM CO 5002776 
4894240 

DILTIAZEM HYDROCHLORIDE; CARDIZEM CO 5002776 
4894240 

FOSCARNET SODIUM; FOSCAVIR 4771041 
4665062 
4339445 
4215113 

HALOBETASOL PROPIONATE; ULTRAVATE 
HftLOBETASOL PROPIONATE; ULTRAVATE 
HYDROXYAMPHETAMINE HYDROBROMIDE; PAREMYD 
KETOROLAC TROMETHAMINE; TORADOL 4089969 

LIOTHYRONINE SODIUM; TRIOSTAT 
MESALAMINE; ASACOL 

METAPROTERENOL SULFATE; ALUPENT 

PATENT 
EXPIRES 

MAR 26, 2008 
JAN 16, 2007 
MAR 26, 2008 
JAN 16, 2007 
MAR 26, 200B 
JAN 16, 2007 
JUL 29, 1997 
JUL 29, 1997 
JUL 29, 1997 
JUL 29, 1997 

MAY 16, 1997 

METOPROLOL SUCCINATE; TOPROL XL 3998790 APR 08, 1992 
3876802 APR 08, 1992 

MIVACURIUM CHLORIDE; MIVACRON 4761418 AUG 02, 2005 
MIVACURIUM CHLORIDE; MIVACRON IN DEXTROSE 5% 4761418 AUG 02, 2005 
NABUMETONE; RELAFEN 4420639 DEC 13, 2000 
NABUMETONE; RELAFEN 4420639 DEC 13, 2000 
NICARDIPINE HYDROCHLORIDE; CARDENE 

NICOTINE; PRDSTEP 4946853 AUG 07, 2007 
NICOTINE; PROSTEP 4946853 AUG 07, 2007 
NICOTINE; HABITROL 5016652 MAY 21, 2008 
NICOTINE; HABITROL 501665? MAY 21, 2008 
NICOTINE; HABITROL 5016652 MAY 21, 2008 
NICOTINE; NICODERM 5004610 APR 02, 2008 

4144317 SEP 09, 1992 
NICOTINE; NICODERM 5004610 APR 02, 2008 

4144317 SEP 09, 1992 

19 

USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

NP DEC 27, 1994 

NP DEC 27, 1994 

NP DEC 27, 1994 

NCE SEP 27, 1996 
0-1 DEC 31. 1994 
0-1 DEC 31, 1994 
NC JAN 30, 1995 

U-55 NOF DEC 20, 1994 
NCE NOV 30, 1994 
ODE DEC 31, 1998 
NCE DEC 24, 1992 
NDF JAN 31, 1995 
1-57 NOV 14, 1994 

NCE JAN 22, 1997 
NCE JAN 22, 1997 
NCE DEC 24, 1996 
NCE DEC 24, 1996 
NDF JAN 30, 1995 
NCE DEC 21, 1993 

U-56 NS JAN 28, 1995 
U-56 NS JAN 28, 1995 

NDF NOV 07, 1994 

NDF NOV 07, 1994 



APPL/PROD 
NUMBER 

>ADD> 20165 003 
>ADD> 
>ADO> 19775 001 
>ADD> 19775 002 
>ADD> 20043 003 
>ADD> 20043 004 
>ADD> 19655 001 
>DLT> 1Qli55 001 
>ADD> 
>DLT> 
>ADD> 
>DLT> 
>ADD> 
>DLT> 
>ADD> 19910 001 
>DLT> 1QQ1Q 001 
>ADD> 
>DLT> 
>ADD> 
>DLT> 
>ADD> 
>DLT> 
>ADD> 19951 001 
>DLT> lQQlil 001 
>ADD> 
.>DLT> 
>ADD> 
>DLT> 
>ADD> 
>DLT> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

NICOTINE; NICODERM 5004610 
4144317 

PRAZOSIN HYDROCHLORIDE; MINIPRESS XL 
PRAZOSIN HYDROCHLORIDE; MINIPRESS XL 
TEMAFLOXACIN HYDROCHLORIDE; OMNIFLOX 4730000 
TEMAFLOXACIN HYDROCHLORIDE; OMNIFLOX 4730000 
ZIDOVUDINE; RETROVIR 4837208 
z1govug1N[; R[TROVIR 411372011 

4833130 
41133130 
4828838 
4i12111131l 
4724232 
47iW!l3:! 

ZIDOVUDINE; RETROVIR 4837208 
ZIQOVUQIN[; R[TROV[R 411372011 

4833130 
41133130 
4818538 
41illi5all 
4724232 
4724232 

ZIDOVUDINE; RETROVIR 4837208 
ZIQQ~tUQIN[; R[TROIIIR 41137:!Qll 

4833130 
4il3H30 
4818538 
41Hil5311 
4724232 
47iW!3i! 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

APR 02, 2008 
SEP 09, 1992 NDF NOV 07, 1994 

NDF JAN 29, 1995 
NDF JAN 29, 1995 

MAR 08, 2005 U-36 NCE JAN 30, 1997 
MAR 08, 2005 U-36 NCE JAN 30, 1997 
FEB 09, 2005 
~[Ii 02, 20Qli 
FEB 09, 2005 I-47 MAY 02, 1993 
~[Ii 02, 2005 I 47 N,o,v 02, 1gga 
FEB 09, 2005 ODE MAR 19, 1994 
m1 oa, :1005 OQ[ NO,R lQ 1 1QQ4 
FEB 09, 2005 NCE MAR 19, 1992 
~[Ii oa, 2001i II(;[ MAR 1Q, 1QQ:! 
FEB 09, 2005 
~[Ii 02, 2005 
FEB 09, 2005 ODE MAR 19, 1994 
~u oa, 2005 OQ[ NP,R lQ, 1QQ4 
FEB 09, 2005 I-47 HAY 02, 1993 
m1 oa, 2005 I 47 M,O,¥ 02, 1QQ3 
FEB 09, 2005 NCE MAR 19, 1992 
mi oa, 2005 NG[ MP,R 1Q, 1QQ2 
FEB 09, 2005 
~[Ii 02, 2Q01i 
FEB 09, 2005 NCE MAR 19, 1992 
~[Ii Q2 i 2Q0fi II(;[ MAR lQ, 1QQ2 
FEB 09, 2005 
m1 02, aoos 
FEB 09, 2005 ODE MAR 19, 1994 
~Eli Qi!, :!QOli OQ[ M,O.R IQ, lQQ4 

·u.s. ao-nrneni Pnnting Office: 1992- 312-211/40008 



Order Processing Code 
* 6126 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEL'TIC EQUIY.-U.E:SCE E\",-U.l'A uo;ss 

Superintendent of Documents Supscriptions Order Form 

Charge your order. 
It's easy! 

• yes, please send me the following indicated subscriptions: 

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQVlVALENCE EVALUATIONS. ADP, 
and the monthly Cumulative Supplements. for $95.00 per year. 

1. The total cost of my order is S ___ . All priceS include regular domestic postage and handling and are subjec! to change. 
International customers please add 25 % . 

Please Type or Print 

2. 
(Company or p,:""""1 name) 

(City. S1a1e. ZIP Code) 

(Daytime phone including area code) 

3. Please choose method of pa_:1rnent. 

Check pay;.,ble to Superintendent of Documents 

GPO Deposit Account 

\"ISA or '.\fasterCard 

Thank you for your order! 

(l<Hl) 

4. Mail To: Superintendent of Documents, Government Printing Office, \Vashington, DC 20402-9371. 
Tu FAX your charge order, call (202) 512-0019. 
To charge your subscription call (202) 783-3238. 

.j< 
r'."vl 



I __ I 

I-

~ • 
a: 

11.25 11.4 
- = 

1501\AVi 

6"-------:J 

• 
~~ 

:~~~~~ 
~ -~ (:) 




