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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

8th EDITION 

CUMULATIVE SUPPLEMENT 11 

NOVEMBER 1 988 

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, 
8th 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 in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products \'lhich have had their approval 
withdrawn for other than safety or efficacy reasons.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 con
tains appropriate drug patent and exclusivity information required of the 
Agency by the 11 Drug Price Competition and Patent Term Restoration Act of 
1984" for the Prescription, OTC, and Drug Products in the Division of 
Blood and Blood Products Approved under Section 505 of the Act lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by 
active ingredient name. For those products with multiple active ingre
dients, 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, along with the application number 
and product number {FDA's internal file number). All patents with their 
expiration dates are displayed for each application number. Use patents 
are indicated with the symbol 11 U11 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 
P.ntry 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 effective date for the approved drug product 
(the earliest date a product may be marketed} appears. when appropriate. 
to the left of the approval date. 

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

A.dditions new to the Prescriptic~ Drug Product List, OTC nrug Product 
List. List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >_._> to the left of the line on which new 
information exists. The >~> 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, List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity [lata 
are indicated by the symbol >....!J.L> (DELETE) to the left of the line 
containing overstruck print. The >J&L> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print will remain in 
the Prescription Drug Product List and OTC Drug Product Lists in all 
C..imulative Supplements for this edition. However, the overstruck print in 
the List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
will be dropped in subsequent Cumulative Supplements. 

Products discontinued from marketing or products which have had their 
approval withdrawn for other than safety or effectiveness reasons, will be 
flagged in this Cumulative Supplement with the II a II symbol to designate 
their non-marketed status. All ::,roducts having a II a" symbol in the 12th 
Cumulative Supplement of the 8th Edition List will then be added to the 
"Discontinued Drug Product List" appearing in the 9th Edition. 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOl!__~~:il.:.. .~PPROVAL 

Drug products in t~is category (1) init1r~1) recei1ed approval only on the 
basis of safety b.?fore effectiveness 5rnd ·c>s were required, or (2) were 
conditionally appr,ived under the tempcrar y exemption that al lowed these 
products to be mark(::ted while effectiverbs c,tu~iies 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 Regist:er. As approval is 
granted by the Agency for a specific product, btsed on additional 
information submitted by the applicant. the product will be included in 
the appropriate Drug Product List. 

Products 

Nitroglycerin (capsule, controlled release;oral} 
Nitroglycerin (tablet, controlled release;ora1) 
Nitroglycerin (tablet, controlled re1ease;bucca1} 
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 

Because 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, the cumulation of these transfers and name changes will be 
identified in this section only. Where only partial approved product 
1 ines 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) NEW APPLICANT (NAME} NEW ABBREVIATED NAME 

AYERST LABORATORIES INC DIV WYETH AYERST LABORATORIES INC WYETH AYERST LABS 
AMERICAN HOME PRODUCTS CORP 

NOVOCOL CHEMICAL MANUFACTURING NOVOCOL PHARMACEUTICAL INC NOVOCOL PHARM 
COMPANY INC 

WYETH INC WYETH AYERST LABORATORIES INC WYETH AYERST LABS 

WYETH LABORATORIES INC WYETH AYERST LABORATORIES INC WYETH AYERST LABS 

MY K LABORATORIES INC PHARMACEUTICAL BASICS INC PHARM BASICS 
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1.4 TRAZODONE HYDROCHLORIDE 

Generic Trazodone HCl 150mg tablet entries, marked with a ( ) , a re rated 
as therapeutically equivalent (AB) to Mead Johnson's Desyrel (Trazodone 
HCl) Dividose 150mg tablets. The therapeutic equivalence determination, 
among other things, was made on the basis of an acceptable bioequivalence 
study and acceptable in vitro dissolution testing. A patent that exists 
'ln the Desyrel 150mg tablet scoring design, w\ich enables the patient to 
break Desyrel into three 50mg segments, prevents a generic firm from 
copying this feature. Therefore, a patient will not be able to obtain 
three 50mg segments from the generic tablet. Prescribers and dispensers 
should be aware of this difference and take it into account when writing a 
prescription or practicing drug product selection. 
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1.5 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 app--oved for both safety and effective,,ess 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 me<lical devices, biologics or foods. 

The baselirae column (Dec 1987) refers to the products in the Prescription Drug Product List. For each 
three-month period, a column of quarterly data i~ 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 combinatfon product, provided in a specific dosage form and strength for a given route of admin
istration 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. 
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CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTI SOURCE 

THtRAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPTIONS_2 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

COUNTS CUMULATIVE BY QUARTERl 

DEC 1987 

9709 
2096 (21.6%) 
1613 (1s.4'n 

6691 ( 68. 9X) 
848 ( 8.7'.t) 

74 ( 0.8%) 

349 

MAR 1988 

9528 
1()97 {21.0%) 
7531 ( 79. O'.Y.) 

6660 {69.9%} 
770 { 8.1%} 
101 { 1.0} 

l 
361 

JUN 1988 

9769 
1975 {20.2%} 
7794 {79.8%} 

6937 {71.0%} 
757 { 7.8%} 
100 { 1. 0%} 

2 
378 

SEP 1988 

9993* 
1973 {19.7%) 
8020 {80.3%) 

7161 ( 71. 7) 
749 ( 7.5) 
110 ( 1.1) 

3 
387 

*This number is inclusive of products discontinued since December 1987, and any products approved or 
discontinued through September 1988. 

lcumulative counts are calculated from January l, 1988 to, and including, the month indicated. 
2Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List). 
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PRESCkIPTION DRUG r~ODUCT LIST 
8TH EDITION '\: 

,·.v\.,' 
\ "l'-'"' 

CUMULATIVE SUPPLEME~T NUMBER 11 / JAN'88 - NOV'68 

ACETAHINOPH~Nj BUTAL8ITAL 

TABLE'!'; ORAL 
BUTALHTAI. AHQ. _AClfJ~ a HALSEY DRUG ~;SOMGR 

ACETAHIOOPHEN; BUTAL8ITAL> CAFFEINE 

TABLET; ORAL 
BUTALSITAL, ACETAMINOPHEN AND CAFFEINE 

HIKART S00HG;S0HG;40MGR 

ll!!lmLUTAL,. APAP,. AHO CAFFaHI; a HALSE~· DRUG ~;SOHG;~ 

ACETAMINOPHEN> COQEINE PHOSPHATE 

ELIXIR; ORAL 
HYAPAP AND CODCDIE 

AA MY KLASS 
- /Af.1,.el.~ '.al.'.~ttt!tl 

IMJ 7~n~TU~~r 
TYLEtfOL N.t CODaHI 

IW h4¢tf!.;t/tl:6# 
AA MCNEIL PHARH 

TABLET; ORAL 

l?0HGISML>l?MGISHL 

lit~tJJU~,!it~~I 
/it~tJJU~i;JittJJU~'1 

120HG/5HL ;12MG/SMI. 

ACETam«>PHEH AND CODIEIHE PHOSPHATE 
AA BARR L~BS jm~i~ JIIJ /f!J(Jt$/t.l:6~/ I ,; / 
M 

AA 

M 

M 
M 

AA 

AA 

AA 

CHARLOTTE PHARtt 

HALSEY DRUG 
tl.lTUAl PHARM 

PHARMAFAIR 

~;lSMGU 

1QOMG;~ 

300MG;60MGR 

300MG;60MG 
300MG;.15!:P 

300HG;~ 

~;60MGR 

~;30MG 

ACETAMmCIIHDt !!'. coog;a: 
I W m.fr'fil..d#filtld.!tl~/ 

NSQ.568 001 
OCT OS, 1988 

N89451 001 
HAY 23, 1988 

N89536 001 
FEB 16, 1988 

N87006 001 

l~.1~~~/d~tl 
l~~~::.1/.d.dt/ 

NSS0.57 001 

N857Q4 001 

,~,~11~~,1~:~~ 
N89990 001 

SEP 30, 1988 
NS9805 001 

SEP 30, 1988 
N89828 001 

SEP 30, 1988 
N86549 001 
N8%7l 001 

FEB 10, 1988 
N8%72 001 

FEB 10, 1988 
N8%73 001 

FEB 10, 1988 
N87';,2 001 

DEC 10, 198.! 

/~~-J.4(+!~.dt/ 

ACETAM!NQPH.§Ni COQ~ 

TASI.ET; ORAL 

,W 1~1~1ttf11~~~j,~~d~,1itl,~~~,1 

~L~CC~ 

~~-I ta#~~/ /l~!ii1·.~f1: ~~,/ 
Ii~ ~ s. :1 ~jl 
I ii I i :~--~-i 
!.~ MCNEIL PHAR11 325MG;L':iill 
!! 3?SMG;l5MG 
!! 325MG;~Qtl§ 
M illt:!G;~ TYLEtfO} ·unigtlE~ IW -mt1t J.I . /1~9tl:9.i1~~~/ 
AA MCNEIL PHARM 300MG;L..fil:l.§ 

'TYLEtfOL N.t CODIEIHE H01 2 
/Mi lt>t¢~t#ltA~M !U~i:J!ift~~I 
!! MCNEIL PHARM 300M\HJ.5MG 

TYLENOL N.t CODIEIHIE H0._3 
l~M li-i¢~~ltlt~~M /1~9tl~l'i~tl~/ 
!! MCNEIL PHARM ~;.3.Q..11§ 

TYLEtfOL N.t CODaNE HO ti. 
/Ml ~;tJ'./U~3l f19~~<,9tl~I 
!! MCNEIL PHARM ~Qfil!§;.{,OMG 

ACETAMINOPHEN; HVOROCODONE BITARTRATE 

CAPSULE; ORAL 
ACETN«HO!lt!EH AHD H"l'DROCODOHE BrrARTRATE 

!! GRAHAM LABS SOOMG;SMG 

CO-GEs:tC 
!! CENTRAL PHARMS 

/~dlfdt:t.:.ld/ 
I"/ -7~~-,.p.~~l't.J.~~I 

TABLET; ORAL 

SOOMG;fil:!QII 

1,~9r:kH,~/ 

HYDROCODOHE BrrARTRATE AHD ACETAHEHOIIHDt 
AA BEECHAM LABS 650MG;l.:..fil:!§II 

AA 

M 

AA 

CHARLOTTE PHARM 

LUCHEH PHARMS 

HIKART 

500MG;5MGa 

SOOMG;SMGn 

6.50MG;7.5HGN 

l 

/tl~~~f+Nd.dJ I 

~~~~d~~1::r 
/tl:$~:~fd:di 
/tl~~~~~/d.d(+/ 

N85056 001 
N85056 002 
N8505& 003 
N85056 004 

/tl~~~~li/d.dt/ 
N85055 001 

/tl~~d~~/.d.dU 
N85055 002 

/tl~~.d~~/.d.d~/ 
N85055 003 

/tl~~.d~~/d.d(+/ 
N85055 004 

N87336 001 
JUL 08, 1982 

N89360 001 
HAR 02, 1988 

/J~~1::1%~~~1 
N89725 001 

SEP 30, 1987 
N89831 001 

SEP 07, 1988 
N8%96 001 

APR 21, 1988 
N8%89 001 

JUN 29, 1988 



RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER 11 I JAN'88 - NOV'88 

ACETAMINOPHEN> PRQPQ)(YPHENE NAPSYLATE 

TABLET; ORAL 
PROIIO)()'PHEHE HAPSYLAJE AND ACETAHINOPHEH 

Al HALSEY DRUG ~~;~1:§N 

Al 

Al HYLAN PHARHS 

ACETAZQLAMIDE 

TABLET; ORAL 
ACETAZOWU:DIE 

Al MUTUAL PHARM 

Al 

~ 
Al LEDERLE LABS 

ACETAZQLAMIQE SODIUM 
INJECTABLE; INJECTION 

ACETA?OWU:DIE !!IOUY1 

650MG;l00MGN 

~;ll!R.§N 

~ 

~ 

~ 

AP QUAD PHARHS 500HGtyIAl,III 

~ 
AP LEDERLE LABS 

ACETQHYQRQXAMIC ACID 
TABLET; ORAL 

LITHOSTAT 
MISSION PHARMA 

l~s'l~t# 

ALBUTEROL SULFATE 

CAPSULE; INHALATION 
VENTOLIN ROTACAPS 

GLAXO 

SOOHGIVIALN 

250HG 

#~j~/ 

EQ 0,2MG BASEIIC 

N7U05 001 
HAY 13, 1qss 

N72106 001 
MAY 13, 1988 

N72195 001 
FEB 16, 1988 

009752 001 
JUN 22, 1988 

009753 001 
JUN 22, 1988 

N08943 001 

009619 001 
JAN 13, 1988 

N09388 001 

Nl8749 001 
MAY 31, 1983 

,J~~l111iii1~ 

Nl9489 001 
MAY 04, 1988 

2' 

AlSERQXY..I..Q!':! 

TABLET; ORAL 

ld,11~,~~~~~,1~:11 #~¢/ 
a DORSEY UBS 2MG 

/~~~tt.:oi6/ 
N.11'f.l td,lt~i~ t~~sl 

RAUHILOID 
RIKER LABS 2MG 

AMANTADINE HXDROCHLORIDE 

CAPSULE, ORAL 

'''' 
1'1~,1~,i~~l~~I /iddtid/ 

~ 
Al REID ROHELL lQOt:1§ 

AMCINQNIDE 

LOTION; TOPICAL 
CYCLOCORT 

LEDERLE LABS O,ll'.h 

AMILQRIDE HYDROCHLORIDE; HYDROCHLORQTHIAZIDE 

TABLET; ORAL 
ffll:LOUDE HCL AND H'tDROCHLOROffll'A?IDIE 

Al BARR LABS 5!§;50MGN 

AMINO ACIDS 

INJECTABLE; INJECTION 
AMINOSYN 3.5% IN PLASTIC CONTAINER 
l~ff ltJ.dM tJ.:~'/.1 

a ABBOTT LABS 3.5% 

,~,~;,~~~~ ,,_:(+# 
a KABIVITRUM 6.4i 

TRAVASOL 10% IN PLASTIC CONTAINER 
BAXTER lOl'.h 

2 

/tt~~#~,~~t/ 
N0921S 001 

/~(Jt,IJ~j/(J(Jj/ 

N08867 001 

,:1,~1~~11i'"~ 
N71000 001 

SEP 04, 1986 

Nl9729 001 
JUN 13, 1988 

N7llll 001 
MAY 10, 1988 

,~~}1~1,~,,1~ 
Nl8875 001 

AUG 08, 1984 

o~}1}1~~,:~~ 
Nl8792 001 

JAN 17, 1984 

Nl893l 004 
APR 27, 1988 



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

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

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

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

RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 3 

AMINO ACID§ 

INJECTABLE; INJECTION 
TROPHAMINE 101. 

KENDALL HCGAN 10~ Nl9018 003 
SEP 07, 1988 

AMINO ACIQSi CALCIUM CHLORIDE> DEXTROSE> MAGNESIUM CHLORIDE; 
PQTASSIUM CHLORIDE; POTASSIUM PHOSPHATE. DIBASICi SODIUM 
CHLORIDE 

INJECTABLE; INJECTION 
AMINOSYN II 3.5% HI ELECTROLYTES IN DEXTROSE 25?. HI 

CALCIUN IN PLASTIC CONTAINER 
AB80TT LABS 3.SY.;36.8MG/lDOML;25Gl1/lOOML; 

51MG/lODML;22.4MG/lOOML;261MG/lOOML 
205MG/lOOMLn Nl9683 001 

NOV 07, 1988 
3.SY.;36.8MG/lOOML;25Gl1/lOOML; 
51MG/lOOML;22.4MG/lOOML;261MG/lOOML 
205MG/lOOMLn N19714 001 

SEP 12, 1988 
AMINOSYN II 4,251. HI ELECTROLYTES IN DEXTROSE 20?. HI 

CALCIUN IN PLASTIC CONTAINER 
A880TT LABS 4.2S?.;36,8MG/lODML;20GM/lOOML; 

51MG/lOOML;22.4MG/lODML;261MG/100Ml 
205MG/lOOMLN Nl9683 002 

NOV 07, 1988 
4,2S%;36.8MG/lOOHL;20GM/lOOML; 
51MG/lOOML;22.4MG/lOOML;26lMG/lOOML 
205MG/100MLR Nl9714 002 

SEP 12, 1988 
AMINOSVN II 4,251. HI ELECTROLYTES IN DEXTROSE 25?. HI 

CALCIUN IN PLASTIC CONTAINER 
ABBOTT LABS 4.2S%;36.8MG/1DDML;2SGMl100ML; 

51MG/lODML,22.4MG/lOOML;261MG/lOOML 
205MG/100MLN Nl9683 003 

NOV 07, 1988 
4,2SY.;36.8MG/lOOML;2SGMllOOML; 
51MG/lODML;22.4MG/lOOML;261MG/lOOML 
205MG/lOOMLN N19714 004 

SEP 12, 1988 
AMINOSYN II 5% HI ELECTROLYTES IN DEXTROSE 25?. HI CALCIUM 
IN PLASTIC CONTAINER 

ABBOTT LABS 5%;36.8MG/lODML;2SGM/lDOML; 
51MG/lOOML;22.4MG/lOOML;261MG/lODML 
205MG/lOOMLN Nl9683 004 

NOV 07, 1988 
5Y.;36.8MG/lOOML;25Gl1/lOOML; 
51MG/lOOML;22.4MG/lOOML;261MG/lOOML 
205MG/100MLN Nl9714 003 

SEP 12, 1988 

3 

>-AWL.> 
>..AWL> 

>..AWL> 
>..AWL> 

>..AWL> 
>_AOL> 

>..AWL> 
>_AOL> 

>-AWL> 
>-Alm,..> 

>_AOL> 
>-AWL.> 

>_AOL> 
>_ADL> 
> ADD > 
>_ADL> 
>_AOL> 

AMINO ACJPSi DEXTROSE 

INJECTABLE; INJECTION 
AMINOSYN II 3.51. IN DEXTROSE 25% IN PLASTIC CONTAINER 

ABBOTT LABS 3.S?.;25GM/100MLN Nl968l 001 
NOV 01, 1988 

3.S?.;25GM/100MLN Nl9713 006 
SEP 09, 1988 

AHINOSVN II 3.51. IN DEXTROSE SY. IN PLASTIC CONTAINER 
ABBOTT LABS 3.S%;5Gl1/100HLN Nl9681 002 

NOV 01, 1988 
3,S%;SGH/lOOHLN N19713 002 

SEP 09, 1988 
AMINOSVN II 4.25?. IN DEXTROSE 101. IN PLASTIC CONTAINER 

ABBOTT LABS 4.25%,lOGM/lOOHLN Nl9681 004 
NOV 01, 1988 

4.2S%;lOGM/lOOHLN Nl9713 001 
SEP 09, 1988 

AHINOSYN II 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER 
ABBOTT LABS 4.2S%;20GM/100HLN Nl9681 005 

NOV 01, 1988 
4,25%;20GM/100HLN Nl9713 004 

SEP 09, 1988 
AMINOSVN II 4,25% IN DEXTROSE 251. IN PLASTIC CONTAINER 

ABBOTT LABS 4,25%,2SGM/100HLN Nl9681 003 
NOV 01, 1988 

4,25%;25GM/lOOMLN Nl9713 005 
SEP 09, 1988 

AMINOSVN II 5% IN DEXTROSE 25% IN PLASTIC CONTAINER 
ABBOTT LABS S%;2SGH/lOOMLN Nl9681 006 

NOV 01, 1988 
S?.;2SGMl100MLN Nl9713 003 

SEP 09, 1988 

AMINO ACIDS; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM ACETATE; 
POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM 
CHLORIDE 

INJECTABLE; INJECTION 
AMINOSYN II 4,25% H/ ELECT AND ADJUSTED PHOSPHATE IN 

DEXTROSE 10% IN PLASTIC CONTAINER 
ABBOTT LABS 4,25?.;lOGM/lOOHL;SlMG/lOOHL; 

l76.SMG/lOOML;22.4MG/lOOML; 
104.SMG/lOOML; 
20SMG/100MLN Nl9682 003 

NOV 01, 1988 
4.25?.;lOGM/lOOHL;SlMG/lOOML; 
176.SMG/lOOML,22,4MG/lOOML; 
104.SMG/lOOML; 
20SMG/100MLN Nl9712 002 

SEP 08, 1988 



>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 

>ADD> 
>_AlllL> 
>_AlllL> 
>..A!UL> 

RX DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 

AMINO ACIDS; DEXTROSE; MAGNESIUM CHLQRJOE; POTASSJUl1 
CHLORIQEi SOQJUl1 CHLQRIDEi SQDJUl1 PHOSPHATE~ DIQASIC 

INJECTABLE; INJECTION 
AMINOSYN ll 3.5% MIN DEXTROSE Si! IN PLASTIC CONTAINER 

ABBOTT LABS 3.5%;5GM/lOOML;30MG/lOOHL; 
97MG/lOOML;l20MG/lOOML; 
49,3HG/100MUI N\9682 001 

NOV 01, lelBB 
3.Si!;5GH/lOOML;30HG/lOOHL; 
97HG/lOOML;l20HG/lOOML; 
49.3MG/l00MLN Nl9712 001 

SEP 08, 1988 
AMINOSYN II 4.25% HIN DEXTROSE 10% IN PLASTIC CONTAINER 

ABBOTT LABS 4.25%;10GH/lOOML;30MG/lOOHL; 
97HG/lOOML;l20HG/lOOML; 
49.3MG/100MLat Nl9682 002 

NOV 01, 1988 

AMINO ACIDS> MAGNESIUM ACETATE> PHOSPHORIC ACID> P9TASSIUl1 
!CETAT£> P9TASSIUM CHLORIDE; SODIUM ACETATE 

INJECTABLE, IN:JECTION 
FREAMINE III 8.5% HI ELECTROLYTES 

KENDALL MCGAH 8.Si!;llOHG/lOOML;230HG/lOOML; 
lOHG/lOOML;440MG/lOOML; 
690MG/lOOMLat Nl6822 007 

JUL 01, 1988 

AMINO ACIDS, MAGNESIUM ACETATE> PHOSPHORIC ACID; PQTASSIU11 
ACETATE; SOOIUM CHLORIDE 

INJECTABLE; INJECTION 
1~WJ1~~ij~~~,,~,,~,i~~~~rlM~~!'~t.,r.,~n~,~t.tt 

ll~j~~~66~~-,·1 [d~6d1~lddl.l 
"' :tl-.PI ,._ • ,~,: uifi;?di::ii~~r.1 

a ABBOTT LABS 3.Si!;21MG/lOOML;40HG/lOOML; 
128MG/100ML; 
234HG/100ML Nl8875 002 

AHINQCAPRQIC ACID 

INJECTABLE; INJECTION 
AM:ENOCApPCAC:rl 

AP ABBOTT LABS 2SOHG/Mlat 

AUG 08, 1984 

N70888 001 
JUN 16, 1988 

AHINQHIPPURATE SOQIUl1 

INJECTABLE; INJECTION 
AtqHCH:pfURATE !IODNJ 

AP MS&D ~ 
AP QUAD PHARMS ~ 

!MINQPHYLLJt:!E 

TABLET; ORAL 
AMINOPHYLLINE 

/~di Id~~,~~~/ ,~, 
a BARR LABS 

a 

BO HALSEY DRUG 

"' >..A.Im..> BD RICHLYN LABS 
>..A.Im..> BD 

~ Et+ ~ ~;~ 
BD VALE CHEM ,~, 
AHINQSALICYLATE SOQIU11 

TABLET; ORAL 

/~15//j,i~1~i~~tdt~I 
a CNSOL MIDLAND 

ltdd~I 
#d~~I 

lOOMG 

200MG 

lOOMG 
lt~d~I 

lOOMG 
200MG 

~u:~~ 
lOOMG 

Ud.d~/ 

/~jd~I 
500MG 

AMITRJPIYLJNE HVDRQCHLQRIDE 

TABLET; ORAL ~,I 9td~~t~I 

~ ~ 
~ I 

~ ~ ~111/ 
~ ~ 

~ 

4 

N0.5619 001 
N8982l 001 

JUL 14, 1988 

,~~,~~1H~i}~ 
,~~,1~1,~i:l~ 

N88297 001 
AUG 19, 1983 

N88298 001 
AUG 19, 1983 

N84674 001 
/~6~1/tlddtl 

N84574 001 
N84576 001 

~~,~~11~::1~ 
N84533 001 

l~~~'J'Jlddtl 

/~d.1jidlddit 
N07320 002 

~~~~:~1~~~H 
ll~~~~~f11~~!1I. 
lr;~~d4."/6dtl. 
,'Ji.~i~~,~~j./ 



r ,, '·i. 
I I 'I.A 

RX DRUG PRODUCT LIST I CUHULATIVE SUPPLEHENT NUMBER 11 I JAN'88 - N0V'88 

AHITRIPIYLINE HYQROCHLQRIQE 
TABLET. ORAL 

AM.'ffltJL 
g HARNER CHILCOTT 
g 
g 
M 
M 
M 

~,~ 
~ 
l 

a LEDERLE LABS 
a 
a 
a 
a 

llt.l!i 
~ 
~ 
H.t!i 
ll9m 
llm!i 

~1 ~ l 
I 

lOMG 
2SMG 
SOMG 
75MG 
lOOMG 

AHITRJPTVLINE HYPRQCHLQRIQEi CHLQRQJAZEPQXIPE 
TABLET. ORAL 

Qtl.O@QW&:PCMQI AHP AM.'ffltJ!D'LPi HCL 
g PAR PHARM E9 12.SMG BASE;.!ifP 

g ll!:§;~ 

g 

g 

PHARM BASICS eg 12.SMG BASE;~ 
eg 25MG BASE;.im.p 

AHITRIPTYLINE HYQRQCHLQRIPEi PERPHENAZINE 
TABLET; ORAL 

>_!D!L> g 
>...!!2!L> 
>...!!2!L> g 
>...!!2!L> 
>...!!2!L> g 
>...!!2!L> 
>...!!2!L> g 
>...!!2!L> 
>...!!2!L> g 
>...!!2!L> 

PERPHEHAJPIII/ AHP NIN!D'LPI HCL 
HYLAN PHARMS l!!!!,i,~ 

llt.l!i,~ 

ll!:§,itP 

ll!:§;~ 

sm.~ 

N83939 001 
N83'3'1 001 
N83938 002 
~957 001 
N85093 001 
N86295 001 

1tJU1r.r.1,it1 

~l!i~HU 
~I,~~~,}~ 
N8671tlt 001 
N86746 001 
H86743 001 
N8674S 001 
N86747 001 

N72277 001 
MAY 09, 1988 

N72278 001 
MAY 09, 1988 

N70lt77 001 
JAN 12, 1988 

N70478 001 
JAN 12, 1988 

N70336 001 
NOV 10, 1988 

N7l442 001 
NOV 10, 1988 

N70337 001 
NOV 10, 1988 

N70338 001 
NOV 10, 1988 

N71443 001 
NOV 10, 1988 

AMOXJCILLIN 
CAPSULE; ORAL 
~Lbltt 

g CLONHEL CHEMS llmP 
g ~ 

POHDER FOR RECONSTITUTION; ORAL 
mmg;m:Ll,IH 

>..!QL> g CLONHEL CHEMS l2SHG/5MLN 
>..AWL> 
>..!QL> M 250HG/5MLN 
>..AWL> 
>..AWL> g NOVOPHARM l25MG/5MLN 
>..AWL> 

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

'91:XMOM 
g BRSTL HVRS IND 

g 

ftICILLIN SQPIUM 
INJECTABLE; INJECTION 

AHnctLI.D '9PM 
al? MARSAM PHARHS 

al? 

al? 

al? 

al? 

al? 

125MG/.5MLN 

2SOHG/.5MLN 

EQ 125MG BASE/VIALN 

EQ 2SOHG BASE/VIALn 

EQ SOOMG BASE/VIALN 

EQ lGH BASE/VIALN 

EQ 2GM BASE/VIALN 

EQ lOGH BASE/VIALN 

AMPICILLIN SODIUHi SULBACTAM SODIUM 

INJECTABLE; INJECTION 
UNASVN 

PFIZER LABS EQ lGM BASE/VIAL, 
EQ SOOMG BASE/VIALN 

? 

5 

N62884 001 
FEB 25, 1988 

N62881 001 
FEB 25, 1988 

N62927 001 
NOV 25, 1988 

N62927 002 
NOV 25, 1988 

N62946 001 
NOV 01, 1988 

N62885 001 
MAR 08, 1988 

N62885 002 
MAR 08, 1988 

N62816 001 
OCT 24, 1988 

N62816 002 
OCT 24, 1988 

N62816 003 
OCT 24, 1988 

N62816 004 
OCT 24, 1988 

N62816 005 
OCT 24, 1988 

N62994 001 
SEP 1S, 1988 

N62901 001 
NOV 23, 1988 



RX DRUG PRODUCT UST I ClK)lATI\I! SUPPLEMENT NlHH:R 11 / JAN'88 - NOV'88 

ftlCllLIN/MfICilLIN JJIHYQWE 
CAPSULE; ORAL 

NH"JRLLDI 
61 CLDtff!L CKl:11S 

61 

~I /ttdt~ttlt.J.d~I 
a LEDERLE LA!\S 
a 
NL\'CILLDI 

61 BRSTL HYRS IND 

M 

1;9 HOHG DASEN 

1:, SOOHG DASEN 

~Ilium 
EQ 2SOHG BASE 
EQ SOOHG BASE 

ECi 250HG BASEIII 

Eg SOOHG BASEN 

PONDER FOR RECONSTlruTIOtU ORAL ,,,.,ti#/ 
a .t.\'ERST LABS 
a 
a 

fiLERIQJNE HVl>ftQCHLQRIQE 

lJMI .~~lf{~~, · 
J.,~-,t,l 
a 11S&D 

lt~UH,i,/dl-"tl 
EQ 25"6 DASE 

ffllLERIQINE PHQSPNAIE 

1w,t~tfttywt~,,~ 
li,M~~,, ltMiH,i,l~t.lt4tl 
a HS&D EQ 25"6 BASE/NL 

lSPIBJNit CAffHHEi QVNENAQRINE CITRATE 

TABLET; ORAL -~ ... 61 VITAIUNE B2!§;1QH!,Hll!:P 

OB~ MWffl NUl!lH fflHffl 
Al YITARINE ll.ot!Himfi;SOHGN 

N62883 001 
FED 2!h 1988 

N62882 001 
FEB 25, 1988 

~~,~=~~,~~ 
N62208 001 
N62208 002 

N62888 001 
MAR~. 1988 

N62888 002 
MAR~, 1988 

ltt$.dd!j/d"-l 
~~,iH~Hf~ 

NS0019 002 
NS0019 003 
NS0019 001 

ltlf.d$UlddU 
Nl0585 002 

ltlJUtdl~dJI 
Nl0520 003 

N71564 001 
JUN 23, 1988 

N71S65 001 
JUN 23, 1988 

§PtRito CAffU:HE • PROPOXYPHENE UYPRQCHLQRIDE 

CAPSULEl ORAL 

IW 
1-7~~1 /jdMJf~t,mW 
a BANIW< PHARHS 38'"8;32,4"9;65HG 

a2umo HYDRQCOOONE l)ITARTRATE 

TABLET; ORAL 
AZOONE 

CENTRAL PHARHS 

a§PIRJNi H£PR08AHAJE 

TABLET; ORAL 
MINO-@nmt 

VITARINE 
>..All!L> 
>...!Jl!L> M 
>..All!L> 
> .Jll.L > /d'I. 
>.Jll.L>/W 7. 
>.Jll.L> 

WJB:tN> !:IIHQCAD!mll. 

TABLET; ORAL 

.!SOOMCHSHQN 

ll6 ;l!lllm 

/UMt.uMV 

M~L M ypmu 
>_!!!!?..> 61 PAR PHARM .llit!!H~ 
>...!Jl!L> 

b 

UENQLQL 
TABLET; ORAL 

AlfflPLOL 
61 ICI PHARHS 

M 

YIHORIWI 
!I STUART PHARHS 
M 

HIP 

J!lmP 

i!2m 
ll!!& 

6 

,~~11{i:~~ 
NM.!SS:S 002 

AUG 17, 1983 

N8'420 001 
JAN 25, 1988 

N89127 001 
MAR 02, 1987 

,'1:~1J,flj~ 

N89657 001 
NOV Ott, 1988 

N7230:S 001 
JUL 15, 1988 

N7230tt 001 
JUL 15, 1988 

N18240 001 
N18240 002 



R>C DRUG PRODUCT LIST I C\IU.ATIYE SUPPLEl'l:NT tUBER 11 I JAN'88 • NOY'88 1 

ATROPJl:IE §Y.I.EAB i RIEE!!!!SJti UXRBQ!il:!l.!mH! IEmmn?Jl:IE l:lilXWE 

TABLEn ORAL TABLET; ORAL 

~"-A(/00/ 
lmt"nOmtl t!IIXli&II 

ld.:di~JSl'tt,/ IAf:J.tMt/dd# M Po\R PHARH 5L.n N88371 001 
HOTOFEN APR 11, 1985 

CARNRICK LABS 0,02SHG;1HG Nl7744 002 M 1m N88394 001 
APR 11, 1985 

M a N8839S 001 
mTHlm!Bll:IE ~Jim APR U., 1985 

INJECTABLE; INJECTION /dJI/ Id.:~/ ,,.~:~i,u~~ S/tTHIOIPRIHI ldJII ISl'tt,/ ltW'-~(tl~fJ.I Al? ®AD PHARHS Eg l!!!IS !!!§§~JAL• N71056 001 11.~4,~~~~ JUN 08, 1988 ldJII #"'/ mlMH I /.'HJit::tJ.'ld~I Al? BURROUGHS IELLC Eg l!!!!t!!i BASE~JAL• Nl7391 001 M PHARH BASICS ~ N892U 001 
JUN 14~ 1988 

M miN N89212 001 
BACl,OFEN JUN 14, 1988 

M m@I N89213 001 TABLET; ORAL JUN 14, 1988 
ll!IACI.Ofpt M G1UAN1U1 PHARHCS 5L.n N88Sl4 001 

M PHARl1 BASICS llt§n N71260 001 JAN 31, 1984 HAY 06, 1988 M 1m N885l0 001 
M ll!P N71261 001 JAN 31, 1984 HAY 06, 1988 M mi N88511 001 
M VITARIIE lllP N71901 001 JAN 31, 1984 APR 13, 1988 /dJI/ ,,.:~, o~1t'!ii~ M ll!P N71902 001 

APR 13, 1988 ldf'I It"'/ /)~~11,~6~~ M ZENITH LABS llt§n N72234 001 
JUL 21, 1988 /dJI/ #"'/ /)~i,1~i1!~~ !I ll!P N7223S 001 
JUL 21, 1988 M SIDHAK LABS !L..itP N89058 001 I.PRIAL AUG 10, 1988 g GEIGY PHARHS lllP Nl7851 001 M miN N890S9 001 I.PRIAL Pl AUG 10, 1988 

M GEIGY PHARHS ll!P Nl7851 003 M m@I N89060 001 JAN 20, 1982 AUG 10, 1988 
AIPIDU 

M 11S&D 5L.n N09193 004 

HNZIHJAZJPE M 1m N09193 003 za~, ~;,, N09193 002 
TABLET; ORAL lt~d~tfJ/d.d(t/ 

ldJll/d,~1~,,~~~I ~,~~ ~~~j}j}~:,,~ ,,~, /ti,,-JiM>/.ddU #"r+)/ 
a PRIVATE FHLTNS SOHG N83206 001 

L_ 7 



RX DRUG PRODUCT LIST I CtmUlATlVE SUPPLEMENT NIHER 11 I JAN'88 • t«Jl/'88 8 

HIAHEJHASU DIPftOPIQNAlt 
LOTION; TOPICAL 

III8'!fflWIONI RPB911'19!9AJI 
M COPLEY PHARM EG o.os.~ 8ASEN 

M THAHES PHARMA 

DIPROI.ENE 
BX SCHERING 

HIAHETHASM YAbEMJE 
CREAM; TOPICAL 

IDHMU: 
M TARO PHARMS 

LOTION; TOPICAL 
MI~ YALIIIMJI 

§9 9, og DASE• 

E' 0. 051. DASEN 

§9 Q,li; 8ASE11 

!I COPLEY PHARM U O.ll BASEN 

HTAZQLE HYQROCHLORIDE 
INJECTABLE; INJECTION ,~,~1~' ,~~/r4t.l 

a LILLY S0118/11L 

HJHANECHQL CHLORIDE 
INJECTABLE; INJECTION 

HIHHflML P!UfflDI 
A! QUAD PHARMS n4l,lll 

YU9ffi,pl 
A! HSID nm&. 

IBEIYlJW JOSYLAJJ 

INJECTABLE, INJECTION 
IIIRffll.M DUI.AIi 

A! LUlTPOU> PHARHS 

A! QUAD PHAIHS 

~ 

~ 

N71882 001 
.JUN 06, 1988 

N72276 001 
AUG~. 1988 

Nl9716 001 
AUG 01, 1988 

N72~l 001 
JAN 06, 1988 

N71883 001 
APR 22, 1988 

/tldj-J,(+f+J,,'J.J 
N093e.dt 001 

N898l!S 001 
APR 12, 1988 

N06536 001 

1\170891 001 
JUL 26, l 988 

N7118l 001 
FEB 16, 1988 

>-W,I_> 
>-W,L> 
>-W,L> 
>.Jll,L> 
>-AWL> 
>-AWL> 
>.AmL> 
>..AWL> 

3' 

QROHPHENIRAMlti£ HALEAIE 
TABLET; ORAL 

IW '~ /ti6Mt(i~/ddU a BARR LABS '\NG NM468 001 

MIVACAINE HVQRQCHLORIOEi DEXTROSE 

J;t~Jt~:t~d~tJlt~Jt¢.:ti~I 
~li1~~i~,i~M~ 1, ... ,$f.J~.:t$t.1 

INJECTABLE; INJECTION 
HARCAINE SPINAL 

HINTHROP PHARH 0.75%;8.25% 

,r«~~~11ij:~~ 
Nl8692 001 

MAV 04, 1984 

MIVACAINE HVQROCHLORIQEi EPINEPHSINE 

INJECTABLE; INJECTION 
BUPIVACAINE HCL AND EPINEPHRINE 

ABBOTT LABS 0.25l;O.OOSHG/MLN 

o.25Z;o.oosMG1t1L111 

o.25z;o.00SHG1t1LN 

o.sx;o.ooSHG/MLN 

0,5%;0.00SMG/MLN 

0,5l;O.OOSMG/MLN 

0.75l;0.005MG/HLN 

N71165 001 
JUN 16, 1988 

N71166 001 
JUN 16, 1988 

N71167 001 
JUN 1!>, 1983 

N71168 001 
JUN 16, 1988 

N71169 001 
JUN 16, 1988 

N71170 001 
JUN 16, 1988 

N71171 001 
JUN 16, 1988 

CALCIUM CHLORIDE; DEXTROSEi HAGNESIUH CHLORIDE; SODIUM 
CHLORIDE; SODIUM LACTATE 

il 

!I 

SOLUTION; INTRAPERITONE.lL 
D:rAHrAL PD-1 NI DIEJCTROSE 3 15¾ ;EH PLAfflC COHTAIHIER 

BAXTER 2S.7MG/lOOML;3.5GM/lOOML; 
15.2MG/lOOML;567HG/lOOML; 
392MG/lOOML• Nl7512 010 

00V 18, 1985 
DJ:AHrAL PD•Z NI DEXTROSE ! 1 5Z :EH PLAS'T%C COHTA;,:HIER 

BAXTER 25.7MG/lOOML;3.5GM/lOOHL; 
5.08MG/lOOML;538MG/lOOHL; 
448MG/lOOML• Nl7512 011 

NOV 18, 1985 



me DRUG PRODUCT UST I CUHULATI\11 SUPPLEHENI' N\RH 11 I JAN'88 • N0Y'88 , 
CALCJW CKtOIJQE i DEICTROSI!; NMSJW CHLQUDE i SOQIW 

CHLQUDE i SOQJW LACJ'fl 

AI 

AI 

SOLUTIOtU INTIIAPERITIN:AL 
HRR, W !HXJIOH M,R ;m nMlJC R«MNR 

A880TT LABS 21,ZJ51100Hll3.!SGH/100HLI 
1s.2HS1100HL;ffZJ51lOOML; 
392HS/10QHl,N Nl8379 007 

JIM N-, 1988 
HRIQL•W W P!PffllOII f,R P PM\UD ClfflA'Dt■ 

A880TT LABS 25, ZJSllOOHL ;;s, HU(lOQHL; 
l,ont100HL153"(100ML; 
MM(lOOHl,N Nl8379 008 

JIM 24, 1988 

CALCJW CHLORIDE; QEICTROSl!i PPJASSJW CHLORIDE; SODJW 
CHLORIDE it SOQIW LACTfl 

A! 

A! 

A! 

!e 

INJECTABLE; INJECTION 
DEl<TROSE 2,Si! IN HALF-STRENGTII LACTATED RINGER'S IN 

PLASTIC CONTAINER 
KENDALL HCI.Wt lOHG/lOOHL;2,5GH/lOOHL;l!iHGJ'lOot11.i 

300HG/lOOHL; 
160HG/100HLN Nl%34 001 

FEI 24, 1988 
DEXTROSE 41. IN NODIFIED LACTATED RINGER'S IN PLASTIC 

CONTAINER 
KIENDAU. HCI.Wt 4"1YlOOHL,4GH/lOOHL;6HG/lOOHL; 

120HG/100HL;62HG/100HLIII Nl9634 002 
FEI 24, 1988 

1Rn'.19H R pt LMtlID BIHPR'I Df Pl.YID R«mtR 
KENDALL HCI.Wt 2QHGl1QOHL;5GH/1QOHL130HS/1QOHL; 

tQOHGtJ.QQHL; 
llOHG/lQOMl,N Nl9634 003 

FEB 24, 1988 
1'9IMIW1 !l!WMH Mlffll Pf IIUfffl'.RI R M LMfAJQ 
BRSR•I ;m PLM"JP P«AlHR 

A880TT LABS 2QHGllQOHLl,5GH/lOOHL;lQ!HGtlOOHL; 
6QQHGl1QOHL; 
UQHGllQQHl,N N19685 005 

OCT 17, 1988 
&OHG/lQOHL;M(lQOHLllZHtlOOHL; 
600HG1100HL; 
31011G/10~ Nl9685 006 

OCT 17, 1988 
1'9IYIIU1 P:tL@DI M!ID :pt pg:nur F: AND LACTAJIP 
1mt1.p•s Pl PI.ASTJC P«MHP 

A880TT LABS 20HG/lOOHL;SGWlOOHL;254HS/lOQML; 
60QHGl1QOML; 
310HG/1001'1lllll Nl9685 007 

OCT 17, 1988 

9 

CALCIW CHLORIQEl QEXDOSEi PQTASSJW CHLQBIQEI SQDIW 
CHLQBIQE; SOQJW LACJAU 

62 

62 

62 

A! 

A! 

INJECTABLE; INJECTION 
1'9IYAJM RHMNPI UNU pt HX'[IOII R M I.Affl'AJD 
BIHPR1 I ;m PLAIIH OONIMUR 

A880TT LABS 2QHG/lOOHLi!S§HllQOHL117ft/1QOMLl 
§OQHG/lOOHL: 
31QHG/1QQHLN Nl968S 002 

OCT 17, 1988 
2QHGllQOHL;!S§HllQOHLl32M{1QQHLI 
§OQHG/lOOHL; 
31QHGl100HLN Nl9685 008 

OCT 17, 1988 
1'9IAUM1 RHMNPR Pfflll ;m Plffffll R MP LAmAJD 
BIHPA'I 1H Pl.YID P«MUR 

ABIOTT LABS 2QHGllOOHP,5GH1100Hll2!WfillOQHP 
§OOHG/lQOHL; 
HQHSllOQHLN Nl%85 003 

OCT 17, 1988 
1'9IYAJM !lffl.OIDJ ~PHU pt PIKDQH RM LAVIAJD 
BIHPRl'I Pf PLMID P«MUD 

ABIOTT LABS 2QHS/lOOHL;5GtVlQOHL;32M{lQOHL1 
6QQHSllOOHL; 
31QHG/lQQHUl Nl968S 004 

OCT 17, 1988 
Pf"Ml'P/t! RHMNPI IHH :m PllffllOH R M LMfAtD 
BIHPR1I 1H PI.AfflR 00ffl'A1.MP 

ABIOTT LABS IOHS/lOOHL t5GHl1QOHL 11Q4HG/100Hll 
6QQHG/lOQHL; 
UQHSllQQMLN Nl9685 001 

OCT 17, 1988 

CALCIUU CHLORIDE 1 PPJASSJW CHLORIDE i SOQIUU CHLORIDE; SOQJW 
ucme 

INJECTABLE; INJECTION 
LMJAJIEP BIHPR'I ;m Pl.YID P«MHR 

62 KENDALL HCGAH 2QMG/lOOHL;3QHGtlOOHL;60QHG/lOOHL; 
310HG/lQOHLN Nl9632 001 

FEB 29, 1988 

CAR&AHAZEPINE 
TABLET, CHEHABLE; ORAL 

QYMNIEPJNIE 
61 HARNER CHILCOTT lUtP 

IPU:OL 
61 GEIGY PHARHS 19.QlS 

N71940 001 
FEB 01, 1988 

Nl8281 001 



R>< DRUG PRODUCT UST .I ClKJI.ATIYE SUPPLll:HENT tUeER 11 .I JAN'U - NDY'U 10 

CARISQPR®Ol. C.EH.ZQI.Jtl AJ!.11 

TA8LIEn ORAL INJECTABLE> INJECTION 
CdnOWI. g;r:mua !IIIOft\lH 

M PIONEER PHARHS Ul!P N89390 001 e BEN VENUE LABS El &56 DA§E~&l.N N628M 001 
OCT 13, 1988 JUL 21, 1988 

M YITARINE Ul!P N89566 001 e Iii B6 IWlY.UI.N N628M 002 
AUS 30, 1988 JUL 21, 1988 

e 111 l§U nm~aL.N N628M 003 
JUL 21, 1988 

J;iARPHE~:JHE HAI.HD e Iii UH BASIElY.IAI.N N628M 004 
JUL 21, 1988 

l'J"f.J;Jflf!AIJ,l e El J.!lal BASE~Al.N N628M 005 
1~~11~,~,,~~, ,~, /tltfNdlddU 

JUL 21, 1988 
e !ELKINS SINN Ell 216 IW~Al.N N62807 001 

a NY~TH AYERST LABS 25116 Nl2768 002 JAN 12, 1988 
/$~/ tttJ.iHdldd!t/ e H 5!J6 UHlY.lAI.N N62807 002 

a SOH8 Nl2768 004 JAN 12, 1988 
e H...litt BASIE~61.N N62807 003 

JAN 12, 1988 
CARPRQFEN e El UH BASElY.Hl.N N62807 004 

JAN 12, 1988 
>Jlll..> /'J~~~~Atl e H l!lal IYE~Al,,18 N62807 005 
>Jlll..> JAN 12, 1988 
>Jlll..> /~ti ltd~/ "''~~fl11~u,~ Al? El &!lal IYElY.Hl.N N62807 006 
>...RI.I..> JAN 12, 1988 
>..JRL> a ROCKE lOOHG Nl8550 002 
>..JRL> DEC 31, 1987 
>_m.:t_> It$~/ ld,~~fl11iUJ~ CEfQDlltt DJAlUH 
>Jlll..> 
>..JRL> a 1SOH8 Nl8550 003 INJEClABLE; INJECTION 
>..JRL> DEC 31, 1987 CEFOTAN 

STUART PHARHS EQ lOGH BASIE/YIAIJI N50588 003 
APR 25, 1988 

CEfACLQR 
PONDER FOR RIECONSTITUrIONl\ ORAL CEPHALEXJN 

CECLOR 
LILLY Efa 187HG BASIE.I.IHIJI N62206 003 CAPSULE; ORAL 

APR 20, 1988 HfflALmt 
IEQ 37.!iHG DASE.I.IHIJI N62206 004 Al JEROME STIEYENS H &HIS HH• N62870 001 

APR 20, 1988 HAR 17, 1988 
Al Iii 5126 l&H• N62869 001 

HAR 17, 1988 
CEfAZOLIN AJW Al LA8ROS ATRAL H &IRIS DYil• N62713 001 

JUL 15, 1988 
INJECTA8LEi INJECTION Al H 5!JRIS l&H• N62713 002 
Bl! .. llJL 15, 1988 

e SKIF LABS El 5itt BASElY.HL N50461 004 >..JRL> Al SQ\.1188 HARK El &SOMG IYli• N62973 001 
>..JRL> NOV 08, 1988 
>..JRL> Al H 5126 l!&H• h\\2971t 001 
>..YJL> NOY 23, 1988 

/0 



u,-,, 
1

·' ,.~ Pf l, 

fflC DMl8 NODUCT UST I CUl'U.ATIVI SUPPUHENT tUtlH 11 I JAN'88 • NOV'N 

GiPHMIXJN CEPHBAQINJ 
CAPSULIEI ORAL CAPSULE~ ORAL 

BMLRt Rlmwmtl • TAGPIWINS II l.lOte USh NH821 001 M BARR LABS ~ FEB OJS. 1918 • l;IIOOICIWN N62823 001 M ~ FIE8 OS, 1918 • VOSHITCHI PHAM HH<IICUSBI N6t872 oo:. M YITARINIE ~ 
JUN 20, 1918 • H IOOIC BASIEN N62871 001 M ~ 
JUL OS, 1918 

POM»ER FOR RIECONSTITUTICINJ ORAL POHDl!R FOR RECONSTITUTION; ORAL 
PfflW.DIIH PllipHlrWmil 

M TM PIWINS El ;a2sc BASE~ N62873 001 M BARR LABS 1.&!iHGl'!SHIJII 
NlV 23, 1918 

M H 2.IOtC IASl:i!_.. N62&67 001 M &,IOHGl!SHIJII 
APR 15, 1918 

TABLET; ORAL 
PIIIIHN,llCIH CHL!mllm~llli 1£tDROCUL!mlglE 

M YITARINIE II &.IOte 1AS1:N N62863 001 
AUG 11, 1918 CAPSULE; ORAL • El IOOIC BASIEN N62863 002 , .. IISL AUG 11, 1918 ~;r~ • H 1§1:1 BASIEN N62863 003 
AUG 11, 1918 

unn a LIEDERLE LABS • LILLY II 1.§1:1 BASE NS~O 002 a 
a 

GEPHALE>CIN HYOROCIWl,UH 
M PIONIEIER PHARHS 

TABLET; ORAL M 
KEFTAI ~! h'1°'t,~l~I LILLY I:~ 3331G IASl:N N50614 003 

MV 16, 1918 
a PUREPAC PHARH SHG 
a lOHG 

CEPHAPllWt gm:9 a 2SHG 

INJECTAILIE I INJECTION ,,~J'll#IW 
~-~ UIMffl, 

!! ASTI. HVRS IND HHmslWO!IAI.N N6H6l 001 I I 
SEP 20, 1918 a 8».WC PHARHS SHG 

!! H ;am 1ma11._.. N6296l 002 a l0HG 
SEP 20, 1988 a 2SHG 

!! U &§ti BASl:0!!61.N N6296l 003 
SEP 20, 1918 

!! II !§1:1 BASEO!!ALN N62961 004 
SEP 20, 1918 

II 

11 

N62850 001 
APR 22, 1988 

N628Sl 001 
APR 22, 1988 

N62813 001 
FED 25, 1988 

N62813 002 
FH 25, 1918 

N62858 001 
NlV 19, 1918 

N62859 001 
MV 19, 1988 

l.Wd~#,dtl 
flt~t~HH 

N86892 001 
N86876 001 
N86893 001 
N89S33 001 

JUL 15, 1988 
N89SS8 001 

JUL 15, 1988 ,,w~~~f,,,~,z f~~~~,,~il 
N851SS 001 
N84939 002 
N85144 001 

/Jz!M~~,lz'''~1z 
/(6;~~~/"i' 

N8Sl07 002 
N85009 001 
N85108 001 



CHLQRHEROQBINa H§-197 

R>C DRUG PROOUCT LIST I CUIU.ATIVE SUPPU!NENT NUHRR 11 I JAN'II • NOY'M 

CHLORQTHIAZIUI ftHHPitll 

ntt1~~~=~~1fJ11J~, td:~fi.:~i~, 
),/~~j~/ i>.6·•1,itMCIIML a SQUIBB 

Cttl.ORQWINE lf!PROCHLQRIU 

lJtlJ.'lttkdtt.tlJtUtf:Jt~ 
1,11~~/~I lt~~l~mt.l 
a STERLING DRUG Eta ~ BASE/ML 

CHI.ORQWINE PlfflSPHAD 
TABLET; ORAL .... 

M STERLING DRUG E9 300HG USE• 
~ fflCIMJI 

M DANBURY PHARMA H !OOHS USE 

IW l~'Hfdd.'.dl 

CHLQROOOINE pHOSpHATilt PBJHAOOINE PHQSPttAIE 

l1"1tt.1Jl(Jfl,Ml ,,1~~'~".v,N~111mir1,, 
a STERLING DRUG EQ 300HG BASE I 

EQ ltSHS BASE 

Cl;ll,OROTHIAZIU 
TABLET; ORAL ~, ~ 

a LEDERLE LABS 
a 

~: 
!SONG 
SOONG 

l~fJl.'j"'tl 
Nl7269 001 

/tWd.d#jj# 
N06002 002 

N06002 001 

N88030 001 
DEC 21, 1982 

ld,mf11~1~ 

ltttr.u,1,,# 
Nlit860 002 

~:11~:~1,1~ 
N869<+0 001 
N86938 001 

TABLET; ORAL 
CHLOROTIIIAZlDE NI RESERPINE 

Id,/ l.,tMl'h1#141 u,~.t,.:tUt¥I 
I DOLAR PHARH 2SOH950,12!HG 

CHLQRPHENIRAHINE MALEm 
TA8LET; ORAL 

IW 

If; 

I BARR LABS ltt19 

CHlQRPRQMAZ]N! UYPBQCULQRIQE 
INJECTABLE; INJECTION 

ljHU)IINN'mtl HQL 
a! HARSAH PHARHS 

TA8LET; ORAL 
CHLORPROHAZINE HCL ~=,~ lttdt~ttl~I 

ld-,I 
I LEDERLE LABS 
a 
a 

CHLOlmlAlJQM 

TABLET; ORAL 
Slft.Pl1'Nl..'Q9ttl 

M NJTUAL PHARH 

M 

M PIONEER PHARHS 

CHLORZgXAZONE 
TABLET; ORAL 

WLOft'PM9HI 
M BARR LABS 

&HIMUI 

lfR'!'-l 

~'"' 25m 
10MB 
200MB 

llJP 

a!iN 

UtP 

.ump 

u 

lt¥/+Ujiddtl 
N8it813 001 

lt¥,1ddlddtl 
Nl90700 001 

N89H3 001 
APR 15, 1988 

~=~i,~Jii~ 
ltfl.~,tf d,t1 

N84801 001 
N84800 001 
N84802 001 

N89738 001 
SEP 19, 1988 

N89739 001 
SEP 19, 1988 

N89591 001 
JUL 21, 1988 

N89891 001 
HAY Ott, 1988 



RX DRU9 PRODUCT LIST I t\llU.ATIW SU,,LIEMNT tUeH 11 I JAN'M - NIW'M 13 

~ CLINDANVGI~ !lml'HATI! 

TAIi.En ORAL INJECTAILEi INJECTION ----- PI.JHl81Y Pl IIIHMll!mlll 
M CORDI.MS .mtP N89U2 001 e AMOTT LABS El l!if>t!G 8ASE4UJI N6294300l 

HAY 04, HM SEP H, 1988 
M B9tP N8903 001 e ELKINS Sim ii ll!lm lm4UJI N62953 001 

HAY 041 1'M APR 21, 1988 
M LIEtN3N B9tP N89U9 001 e U:DHLE PARtm.s Iii J,IOHG IASE411.N N62M9 001 

HAY M, 1988 APR 2!5, 1988 
MM.NH Nllt'H - t! UmoN ii J,lf>t!G 11Willi4UJI N6HOO 001 

M HCNEIL PHAM Ha NllSHOOt JUN 08, 1988 
JUN l!h 1917 e LOCH PHARMS II 1.l!lm UU4UJI N6HOS 001 

HAY 09, 1988 
e LYPHCH:D ii J,Sf>t!G 8ASE4UJI N62747 001 

ct!Ol.lJ1'YR.AMlttl JUN 03, 1988 
e HARSNI PHARHS H ll!lm lm4UJI N62913 001 

BAR, CHfflMLIU ORAL OCT 20, 1988 
CHOLYUR e QUAD PHARMS Iii 116 1§1411.N N62877 001 

PARl(.IE DAVIS E' !lat RESINIIWIIII N7H21 001 HAR l!i, 1988 
HAY H, HM e SOlOPAK LABS ii lf.i6 lma:t!Je N62819 001 

H !lat RESINIURN N71139 001 HAR 15, 1988 
HAY H, 1988 e H 116 l§E4UJI N628S2 001 

HAR 17, 1988 

gspLmN SOLUTION; TOPICAL 
pa.am;n I 

INJIECTMLE; INJECTION Al UP.JOHN Ell:'. am N50537 001 
>..ML> PLATINOl-AQ Al H 1x am N62363 001 
>..ML> BRISTOL HYERS 1~ N180!57 004 FED 08, 1982 
>---> NDY 08, 1988 D~WBII 

Al BARRE NATL H l:'. BAsaa N62811 001 
SEP 01, 1988 

GI.INIWM:D IMmOCHLOUH 

CAPSUI.El ORAL CLQFIWJl -• UPJOHN "'8 H .,_ Im N61809 001 CAPSULE; ORAL 

• 0 :1.if>t!G USE N61809 002 IWf'DMJI 
CllEOCIN Itel • CORD LABS ill!lf:P N72191 001 

UPJOHN EEi 30f>t!G 8ASb NSOH2 003 HAY 02, 1988 
APR 14, 1988 

11.XHMJIIIIIIII& • YITAftlNE il:ZBDASE18 N62910 001 c;1.mo:emm CITRATE 
JUL 05, 1988 • ii !IOHG HP N62910 002 TABLET; ORAL 
JUL 05, 1988 I~ /Ml ,,1,r:1{"~~ IW . 

IP9ffllNI 
M SERONO LABS D1!i Nl8361 001 

HAR 22, 1982 

/3 



fflC DRUG PRODUCT LIST/ C\MJLATlvt ~LEHENf NUHDER U / JAN'H - NOV'H l" 

CIJHQINE ~mea:u l.lJl?DIAWMt! 

FILH, CONTROLLED RELEASE, PERCUTANEOUS CAPSU\.Ei ORAL 
CATAPRES-TTS-1 !21..0!W!l!AII Ul!UAUD!H 

IOEHR INGEL O.lHG/24HR NlH9l 001 M CHELSEA LABS L.mP N71878 001 
OCT 10, 19M HAR 15, 19H 

#.:~, ,J~1ffJ~iUi~ M L.il:P N71879 001 
HAR 15, 19H 

CATAPRES-TTS-2 M 1SP N71860 001 
IOEHR INGEL 0.2HG/24HR N1889l 002 HAR 15, 19H 

OCT 10, 19M M CORD LADS L.mP N72219 001 ,~, ,J~ff11iU~~ AUG 26, 19H 
M L.il:P N72220 001 

CATAPRES-TTS-3 AUG 26, 1988 
IOEHR INGEL 0,3HG.'24HR Nl889l 003 M 1SP N72112 001 

OCT 10, 19M AUG 26, 1988 

11.:~1 ,J~}fl1""'~ M PUREPAC PHARH ~ N71921t 001 
APR 25, 19H 

M L.il:P N71925 001 
APR 25, 19H 

ClllNIDINE Rf!DROCltl,,!mIH M 1SP N71926 001 
APR 25, 19H 

TABLET; ORAL M QUANTUM PHARHCS LmP N71549 001 ~- SEP 12, 19H 

M CORD LABS 5lJt:P N70887 001 M L.il:P N71550 001 
AUG 31, 19H SEP 12, 19H 

M LJlP N70886 001 M lllP N71S22 001 
AUG 31, 1988 SEP 12, 1988 

M ~ N712'M 001 M HARNER CHILCOTT LmP N71774 001 
AUG 31, 19H HAR 01, 1988 

M LHERLE LABS 5lJt:P N71783 001 M L.il:P N7177S 001 
APR OS, 19H HAR 01, 1988 

M LJlP N71784 001 M 1SP N71776 001 
APR OS, 19H HAR 01, 19H 

M ~ N7178S 001 
APR OS, 19H TABLET; ORAL 

M HARNER CHILCOTT 5lJt:P N72138 001 ~l!AI!lll UIIIOTADIII 
JUN 13, nae M PUREPAC PHARH LmP N72330 001 

M LJlP N72139 001 AUG 08, 1988 
JUN 13, 19H M L.il:P N7233l 001 

M ~ N72140 001 AUG 08, 19H 
JUN 13, 19H M lllP N72332 001 

AUG 08, 1988 

M HARNER CHILCOTT LmP N71828 001 
HAR 03, 1988 

M L.il:P N71829 001 
HAR 03, 1988 

M lllP N71830 001 
HAR 03, 1988 

!Cf 



'1.Q!!l"!i:'4':J UPQIAMN! 

RX DRUG PN>DUCT UST I cutU.ATlYE SUPPI.EHl!NT N\N»H 11 I JAN'N • NIW'N 

comsu ACl!JAU 

11 

TABl.n; ORAL 
4,IINIMU IPf"!WM 

~ MATSON LABS LlltP 

M l.i.ltJ!iN 

M JBP 

MHDiR 
M Al.RA LABS L.ZllP 

l.i.ltJ!iN 

JBP 
• 
• 

cLq<ACn1.m smmm 

,It 
M 

IPONHR FOR RECONSTlTUTlON; ORAL 
t"MM'tL"JH MUW 

BIOCRA" LABS 

DIVP9 
BRISTOL LABS 

~1 
COl,CHICINl;i PAENECIQ 

TABLET; ORAL 
PROBENECID AND Cffl.CHICINE 

/#I IU.t~~I ld.:1,JWJf,d/lNI 
a BIEECIWI LAIS 0.5"G;SOOHG 
PROBENECID W COI.CHICINE 

ldff I lttdtfl.t.U~/ ld.:~Jf;d/lNI 
a LIEDERLE LAIS 0,5"G;SOOHG 

~ 

INTRAUTERINE DEVICE; INTRAUTERINE 
INTRAUTERINE COPPER CONTRACEPTI\ff 

N11852 001 
FEB 09, 1988 

N718S3 001 
FEB 09, 1988 

N718M 001 
FED 09t 1988 

N71187 001 
APR 26, 1988 

N711N 001 
APR 26, 1988 

N71189 001 
APR 26, 1988 

N62268 001 

/!¥#''"''' 
N50192 001 
N6H53 001 

~flfijj~jf}~ 

lt¥!t'Jl:J.ldd'J.I 
NM321 001 

l~~~!t/.d.dtl 
N86954 001 

POP COlKIL CBR APPROX 176NG COPPIERN Nl8680 002 
APR 29, 1988 

TABLET; ORAL 
CORTISONE ACETATE 

> ..ML> BP RICHL VN LAIS 

>.JU.I..> ''' 

2919 ,~, NO'MY 001 
ltldffild"I 

I~ 

cycycnuN 
TABLET; ORAL 

fflLmLLffl 
M 8IOCRA" LAIS 

M 

mMPIIHt 
M HYETH AYERST LAIS 
M 

~ 

EWlP 

lln 
~ 

CXCLQHNZAl>RINE HYPRQCtfLQRIQE 
TABLET; ORAL 

mmMARR URL 

N6289S 001 
AUG 04, 1988 

N6Z895 002 
AUG 04, 1988 

NSOS09 001 
NSOS09 002 

M DANBURY PHARMA ll!P N716ll 001 
MAY 03, 1989 : FEB 29, 1988 

lfLIQCmL 
M MS&O 16 Nl 7821 002 

C\ICRIHINE HVQROCHLQRIDE 

11,~Ulf' 
ltttt.11 

i LILLY 

·a 

CVJARAUNi 

INJECTABLE; INJECTION 
CYTQSAR-U 

U.:il,JWI 
l,Z5"G 

u.:~1 
2,531G 

UP.JOHN lGH/YIAL 

2GH/YIAL 

ltl.ddf~U"U 
N089Sl 001 

/tldd.41,UddU 
N089Sl 002 

Nl6793 003 
DEC 21, 1987 

Nl6793 004 
DEC Zl, 1987 



R>C DRUG PRODUCT UST I CUHULATlYE SUPPLll!HINT tulHR 111 JAN'A • NOV'A 16 

QACARBAZINE PIXWIMSM 

lNJECTAILEJ lNJECTtON TAILEn ORAL 
DACAIIBAZINE DEXAHETHASONE 

WAD PHARHS IOOH8IY!AUI N7116!S 001 ,~~ ld#tt/U#I ~1:~-~ ~tt.fJ•t.l HAY 06, HA 1.Hlj~1.IH~ I~~ ld.:~l 

Ql§JPUMINE NYDROCHLORIQI "/Jifl ~UJ.I~ i~p.i;ii~ 
TAILEn ORAL I~~ ~l:~I~ lif,B~,~~ 

IDl!!IJ!.tlml mli a NRft LAIS O,HHG N84013 001 

M CORD LAIS D!liN N7!099 001 a 0,2!iHG N84764' 001 
HAY 24', 19A I O,!iHG N840M 001 

M .u!:P N72100 001 a o. 7!iHG N84081 001 
HAY 24', 19A a 0,7SHG N8476l5 001 

M SP N72101 001 a 1,!iHG N84086 001 
HAY 24', 19A a l.!iHG N84763 001 

M .mP N72102 001 >....YJL> 8P RICHLVN LAIS 0,7!iHG N8S376 001 
JUN 20, 19A >..Jl!.I..> ,_, ld.:IH,J,/ /tWjj''"'' 

M 1HtP N72103 001 
JUN 20, 19A 

M 1i!IP N72104' 001 QIXAMEJHASONE i 1'08RAMYC;J;tl 
JUN to, 19A 

M YlTARINE D!liN N72167 001 OlNTHENTi OPHTHALHlC 
FED 03, 19A 1'08RADE>< 

M 1i!IP N7HM 001 ALCON LAI'> O,ll'.J0,3>'lil N50616 001 
FIE& 03, 19A SEP 28, 1988 

UPIPIWP 
M HERRELL IIClH in N14'399 007 SUSPENSION/DROPS; OPHTHALHlC 

Fll:8 11, 1982 1'08RADE>C 

M Jin N14'399 006 ALCON LAIS o.1iio.:s:e. N50592 001 
AUG 18, 1988 

PISfflIPI Ql>m«IHl!THORPllatl IIXRRDIROHIRI i l?ROHEJllY:IHi IIXRIU!iU!.S!BIRI 
OINTHENT'J TOPICAL 

HMR SYRUP; ORAL 
M GEN LAIS LISM N71421 001 ,w' • • 

JUN l!S, 1918 • t4:u«t41M1 ,~,ff~""~~ 
DPDIMM 

.. 
M HILES PHARH L.IS Nl~26 001 

Plxmosl 
QlsmM:Olmm:&JIRONE MilIIJI INJECTABLE; INJECTION 

NlLIEn INPLANTAnf.111 lmmoll m m !I.Ann GGNTMHII , •• a.e KENDALL HCGAH 3,0GH/;a,Q!!ll,.N N19626 004' 

lttfif¥/ ltl.df>t'f,'J./ddtl FE8 02, 1988 

a CIN ?HARM lHHG NOSl!Sl 001 DEXTROSE 2.~ IN PLASTIC CONTAINER 
KENDALL HCGAN 2 ,SGM/lOOHIJI Nl9626 001 

FEB 02, 1988 

lb 



>.J&L> 
>.J&L> 
>.J&L> 
>.AllL> 
> ...... > 

~- \ 

RX DRU8 PRODUCT UST ✓ CUIU.ATlW SUPPLENl!Nf tl.lHHR ll ✓ JAN'N • NOY'N 

';-'I 'ld' 
-"'t,.~tl,\,~ 

17 

NXIPI 
JNJECTMLU :INJECTION 

/d-~ftlllH#~11t1• 
8ANOTTUIS 38.RtVlOK 

IPJWI R Pl PWml RmWII 
A! AIIOTT UIS 1no,L 

Ill ,_N,NNJ 
A! KENDAi.i. ttCUN RVlOOfflJI 

DEKTROSE 7.71. IN PLASTIC CONTAINER 
KENDALL ttCUN 7.7all100HUS 

NxmRi '9IASUW GHLQBINi SOQJW CW,QUN 

,~ffl{ffl~ 
N189H 001 

SEP 19, 19M 

N192H 001 
JUI. 13a HM ,~n,,111 

NlffH 002 
RI 02, HM 

NlffH 003 
RB 02, 1988 

if./d.:-JJJN l~l~i.sW~'J.dtl 

l 

/7 

NXJ'.BflM\ N>IASUW CHLQBIQE& SOOJW CIILQBIQI! 
INJECTABI.IE; INJECTION 

POTASSIU1 CHLORIDE o.onx IN DEXTROSE 101. AND SOOIU1 
CHLORIDE o.2x IN PLASTIC CONTAINER 

KENDALL HCGAH 10GH/100ML;37HG/100HLI 
200MG/100MIJI Nl9630 031 

FEB 17, 1981 
POTASSIU1 CHLORIDE 0.037X IN DEXTROSE 101. AND SOOIU1 

CHLORIDE O.'tiX IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOML;37HG/lOOHLl 

'tSOHG/lOOMIJI Nlff30 037 
FEB 17, 1981 

POTASSIU1 CHLORIDE O. 0371. IN DEXTROSE 101. AND SOOIU1 
CHLORIDE 0.91. IN PLASTIC CONTAINER 

KENDALL HCGAH 10GH/lOOML;37HG/lOOMLI 
900HG/100MIJI N19630 043 

FEB 17, 1981 
POTASSIU1 CHLORIDE 0.0371. IN DEXTROSE i1. AND SOOIU1 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL HCGAH !SGM/lOOML;37HG/lOOl'1L; 

llOHG/lOOMIJI Nl9630 001 
FEB 17, 1981 

POTASSIU1 CHLORIDE o.o37X IN DEXTROSE i1. AND SOOIU1 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL HCGAH !SGM/lOOML;37HG/lOOl'1L; 
200HG/100MIJI N19630 007 

FEB 17, 1981 
POTASSIU1 CHLORIDE 0.0371. IN DEXTROSE 51. AND SOOIU1 

CHLORIDE 0.331. IN PLASTIC CONTAINER 
KENDALL HCGAH !SGM/100ML;37HG/100l'1L; 

330HG/100l'1LN Nl9630 013 
FEB 17, 1981 

POTASSIU1 CHLORIDE 0.037X IN DEXTROSE i1. AND SOOIU1 
CHLORIDE 0.4i1. IN PLASTIC CONTAINER 

KENDALL HCGAH !SGM/lOOHL;37HG/lOOl'1L; 
'tSOMG/lOOMIJI N19630 019 

FEB 17, 1981 
POTASSIU1 CHLORIDE 0.0371. IN DEXTROSE i1. AND SODIU1 

CHLORIDE 0.9% IN PLASTIC CONTAINER 
KENDALL HCGAH !SGM/lOOML;37HG/lOOl'1L; 

90011G/100MIJI N19630 025 
FEB 17, 1981 

POTASSIU1 CHLORIDE 0.0751. IN DEXTROSE 101. AND SOOIU1 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHL;7SMG/lOOl'1L5 
200HG/lOOMIJI N19630 032 

FEB 17, 1981 
POTASSIU1 CHLORIDE 0.0751. IN DEXTROSE 101. AND SOOIU1 

CHLORIDE O,'tiX IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOML;7SMG/lOOl'1L; 

'tSOHG/lOOMLIII Nl9630 038 
FEB 17, 1981 



R>C DRUB PRODUCT UST I C\IU.ATIW SUPPLEH!Nf N!JtlHR 11 I JAN'U • NDY'U 11 

RIXJJOSI! i PAIASHW Cm,QRIQI It SOQIW CHLOBIQI 

62 

62 

62 

62 

INJECTABLE> INJECTION 
POTASSIUM CHLORIDE 0.075X IN DIE~ lOl AND SODIUM 

CHLORIDE 0, 9X IN PLASTIC CONTAINER 
KENDALL HCGAN lOGK/lOOHl. l 7!t'allOOHI. & 

900HlVlOOMUC NH630 °" 
FEIi 17, 1'118 

ll'lfMPII fflMBUI ,,,m m HNJWI R " WM 
\IHAIUI I, P D PLAIIP MJ'NNI 

KENDALL HCGAN H!YlOOHt,lUN{lOOHt.1 
2oomv1oom,as Nlt630 008 

HI 17, 1'118 
meVV! n.m,1 g,om D HMJIRI RM WM 
\IHAIUI t,JB M PLAIIP MJ'MH■ 

KENDALL HCGAN H!Yl00Hll7M(100Hll 
330IC/100HUI NltHO 014 

HI l7t 1'118 
NrMl,IUM n.NII ,,,zn m IIIINJMII R " WM 
PNIIU!IE l,W Pt PLAltP a«MUD 

KENDAi.i. HCGAN H!YlDOMllUN{lOOHt,l 
'5Qt5/l00fflll NHHO OtO 

FEB U', 1'118 
N?'!mM n.m,1 1,llR Pt PIMJIRI R M WM 
9NIIQI 9,tl M PLAIIP grgg 

KENDALL HCGAH H!YlQDNl.lUN{lOOHl l 
'9QHIV19QHUI Nl9630 Ot6 

HI U', 1'118 
POTASSIUM CHLORIDE O, 075X IN DE~ Ile AND SODIUM 

CHI.ORIDIE 0,111. IN PLASTIC CONTAINER 
KENDALL HCGAN IGH/lOOHI. ;?!t'a/lOOHI. l 

llOHGllOOMUC Nl9630 002 
FIEI 17, 1'118 

POTASSIUM CHLORIDE 0,111. IN DE~ 101. AND SODIUM 
CHLORIDE O,tl'. IN PLASTIC CONTAINER 

KENDALL HCGM lOGK/lOOHL;UOHG/lOOHI.J 
tOOHGllOOHLN Nlt630 033 

HI U', 1'118 
POTASSIUM CHLORIDE O, llX IN DE~ lOX AND SODIUM 

CHLORIDE 0,45X IN PLASTIC CONTAINER 
KENDALL HCGAN lOGK/lOOHL;UOHG/lOOHl.5 

4!SOHG/100MUC Nl9630 039 
FIEB 17, 1'118 

POTASSIUM CHLORIDE O,lll'. IN DIE~ lOX AND SODIUM 
CHLORIDE 0,91. IN PLASTIC CONTAINER 

KENDALL HCGM lOGK/lOOHLlllOHG/lOOHl.5 
toOHG/lOOMUC Nlt630 045 

FEB U', 1'118 
POTASSIUM tHLOUDE O. nx IN DE~ Si'. AND SODIUM 

CHLORIDE o.11x IN PLASTIC CONTAINER 
KENDALL HCGAN !UlllOOHI.JllOHGllDOHl.i 

llOHGllOOMUC Nl9630 003 
FEB 17, 1'118 

,~ 

RIXJJOH i PAIASSIW CHLORIDE 5 SOQIW CHLOBIRI 

62 

62 

INJECTABU ~ INJECTION 
POTASSIUM CHLORIDE O.UX IN DEXTROSE 5X AND SODIUM 

CHI.ORlDIE 0,21. IN PLASTIC CONTAINER 
KENDALL HCGAH IGH/lOOHLillOHGllOOHLJ 

200HGllOOHLN NJ.9630 009 
FIEI 17, 1'118 

POTASSIUM CHLORIDE O,UX IN Dl!><TROSII! 5X AND SODIUM 
CHLORIDE 0,331. IN PLASTIC CONTAINER 

KENDALL HCGAH IGH/lOOHLillOHGllOOHLJ 
330HG/lOOHLN NlffJO 011 

HI 17, 1'118 
POTASSIUM CHLORIDE O, nx IN DEKl'ROSI! 5X AND SODIUM 

CHLORIDE O.~ IN PLASTIC CONTAINER 
KENDAi.i. HCGAN IGH/lOOHL&llOHG/lOOHI.J 

4SOHG/lOOHLN Nlt630 021 
FED 17, 1'118 

POTASSIUM CHLORIDE o.nx IN DE~ 5X AND SODIUM 
CHLORIDE O,tX IN PLASTIC CONTAINER 

KENDALL HCGAH IGH/lOOHLJllOHGllOOHL; 
toOHG/lOOHLN Nl'9630 027 

FEB 17, 1'118 
POTASSIUM CHLORIDE O,lSX IN DEKl'ROSE lOi'. AND SODIUM 

CHLORIDE 0,21. IN PLASTIC CONTAINER 
KENDALL HCGAN lOGK/lOOHLilSOHG/lOOHL; 

ZOOHG/lOOHLN Nlt630 034 
FEB 17, 1'118 

POTASSIUM CHLORIDE 0,1Si'. IN DEKl'ROSI! 101. AND SODIUM 
CHLORIDE 0,45X IN PLASTIC CONTAINER 

KENDALL HCGM lOGIM/lOOHLJlSOHG/lOOHLl 
4SOIC/100Hl.N N19630 040 

IFIEB 17, 1'118 
POTASSIUM CHLORIDE o.1sx IN DEXTROSE 101. AND SODIUM 

CHLORIDE 0,91. IN PLASTIC CONTAINER 
KENDALL HCGM lOGK/lOOHLJlSOHG/lOOHLl 

toOHG/lOOHl.N Nl'9630 046 
FIEB 17, 1'118 

NrMl,IUM ffll,RIDI p.m m pgrgl R " MAit 
ffll,RIDIII p. g m PLAIIP grmg 

KENDALL HCGAN H!Yl00Hl11SQHIV100Ht,l 
20QHIV100HLJII Nlt630 010 

FEB 17, 1'118 
li!WUIPJ c;ttl,RIDI p.m D HHJ'WB RM MAit 
c;ttl,RIDI 9, JR DI PLAIIP CONJAD■ 

KENDALL HCGAN H!YlQOHl~lSQHIVlOOHLI 
330HG/100HLJII N19630 016 

FH 17, 1'118 



RX HU9 NODUCT LDT I IC\N.ATIYI SUPPLMNT NIRH 11 I JAN'U • tal'U 19 

PM'IP'Pf • fflWe1PW CiHlQUPU RM GIIJlURI 

DUICTAM.U DUICTiffl 

2 

2 

Pr'tfflft1 pm,• t,MI a tPIWI II ft MIMt 
"""' ,,w a ,wm M«IMfflll KINDALL NCGAN M(lOOHll1ffllV1RQHU 

Yn(lOM,11 Nl9630 OH 
FIEI 11, HU 

mnme, """' t,MI a IPIWI a" _,. 
MWIS t,R a I/MIDI RDIRW 

KINDALL NCGAN M(lOft&UW(lOftL 
fflttllVlOQNUII NHHO 028 

HI 11, HU 
POTASSDII CHLORIDE o.m IN DEXl"ftOSE IX AND SODIUN 

CHLORIDE o.ux IN PLASnc CONTAINER 
KINDALL NCGAN RKllOKJ~lOKJ 

UOHl/lOM.R Nl9630 OM 
FEB 17, HN 

POTASSDII CHLORIDE O.tU. IN DEXl"ftOSE lOX AND SODIUN 
CHLORIDE 0.2,C IN PLASTIC CONTAINER 

KINDALL NCGAN 10GH/10KJ220Hl/10Ki 
ZOCH.VlOM.R Nl9630 OU 

HI 11, 1988 
POTASStut CHLORIDE O. UX IN DE><TROSE lOX AND SODIUN 

CHLORIDE 0.411. IN PLASTIC CONTAINER 
KENDALL NCGAN 10GW10KJHOHl/100ffl.l 

UOMIVlOM.R Nl%30 041 
HI 17, lMI 

POTASSDII CHLORIDE O.tz:c IN DEXl"ftOSE lOX AND SODIUN 
CHLORIDE o.t>C IN PLASnc CONTAINER 

KINDALL NCGAN lOGH/lOOMUHOHl/lOOHl.5 
900Hl/10M.R Nl%30 047 

FEB 17, lMI 
POTASSIUN CHLORIDE O.Hi( IN DEXl"ftOSE IX AND SODiut 

CHLORIDE O.UiC IN PLASTIC CONTAINER 
KENDALL NCGAN RKl10KJ22CHw/10Kt 

llOHIVlOM.R Nl963(1 OU 
Fl/!8 17, lMI 

POTASSiut CHLORIDE O, Hi! IN DEXl"ftOSE IX AND SODIW. 
CHLORIDE o. u. IN PLASnc CONTAINER 

KENOALL NCGAN RKllOKitzOHl/lOOHLI 
200Hl/100HIJS Nl9630 011 

Fll!B 1711 lMI 
POTASSIW. CHLORIDE O.H?. IN DE>CTROSE IX AND SODIW. 

CHLORIDE o.n:c IN PLASTIC CONTAINER 
KENDALL HCG»t IGWlOKJHOHl/lNHLI 

330tGllOOMIJS Nl%30 017 
FEB l7t HN 

,m-ASSIW. CHLORIDE 0.2U. IN HXl"ftOSE IX AND SODIW. 
CHLORIDE 0.41X IN PLASTIC CONTAINER 

KENDALL HCG»t RKllOK;UOHl/lOOHL5 
UOMIVlOOHIJS Nl%3D 023 

Fll!I 17, ltN 

19 

BXDQSI 5 P9IMIJUM CHLOlmH! 5 $ODIUM CHLOlm)I 

2 

2 

e 

e 

INJECTABLEJ INJECTION 
POTASSlut CHLORIDE O.HX IN DIE>CTROSE IX AND SOl>Iut 

CHLORIDE O.t>C IN PLASTIC CONTAINER 
KENDALL HCGAN IGH/lOKJHOMGl'lOOHU 

900MGl'100HIJ8 Nl%30 OH 
FEB U', UN 

POTASSlut CHLORIDE O. 3X IN DE><TROSIE 10:'. AND SOl>Iut 
CHLORIDE 0.2?. IN PLASTIC CONTAINER 

KINDALL HCGAN 10GH/100ML1300Hl/100ML; 
20H.1100HIJII N19630 OH 

FEB 17, 1988 
POTASSIW. CHLORIDE o.n IN DE><TROSIE lOX AND SOOIW. 

CHLORIDE o.m IN PLASTIC CONTAINER 
KENDALL HCGAN 10GH/l00MLJ300MGl'l00MLJ 

450MGl'lOOMIJ8 Nl%30 042 
FIEB 17, 1988 

POTASS!ut CHLORIDE o.n IN DE><TROSE 10?. AND SOOIW. 
CHLORIDE 0.9X IN PLASTIC CONTAINER 

KENDALL HCG»t lOGH/lOOML;SOOHl/lOOMLI 
900Hl/100MIJ8 N19630 048 

FEI 17, 1988 
mMRW &'ffl.91111 9, B a HN'l''RII R ft IPRW ClHL.WU 
!, M a fl.AUP Rn'MIR 

KIENDAI.L HCG»t jGM(lOOHLl3QH/1QOffl,l 
lQom/lDQHLN Nl9630 012 

FEB 17, 1988 
memm &'ffl.91111 ,. a a PI/PCl"RR • n mmw mLRA, 
1,JR 1H IPLAUP Rn'MIR 

KENDALi. HCGAN 5GM(lOOHL;3QH/1QOHL; 
33QHG/100Hll8 Nl9630 018 

FEB 17, 1988 
"1!mt! &'ffl.91111 9, R 1M HKJWI R NIP IPRW AtLRQI 
t,YI :g NMR Rn'AJMB 

KENDALL HCG»t SGM/100ffl,13QQHGl100HLl 
!t!iQHGtlQQHLN Nl9630 024 

FEB 17, 1988 
f9'IVAII &'ffl.91111 I, P 1H HJmtftll R NIP IPRW AtLWPI 
9,?I 1H PW0JP Rfl'MIPI 

KENliALL HCG»t SGM/lOOHLl3QQHG/lQQHLl 
900HG/100Hllll N19630 030 

FEB 17, 1988 
POTASSIW. CHLORIDE O. 3:c IN DEXTROSE IX AND SOOIW. CHLORIDE 
0.11" IN PLASTIC CONTAINER 

KENDALL HCGAN SGH/lOOML1300Hl/lOOMLI 
110HGl'lOOMIJ8 N19630 006 

FEB 17, 1988 



RX DM.18 PRODUCT LIST/ cutU.ATlVE SUPPLll!HENT NUHHR 11 / JAN'U • NOV'U 20 

NXlJOS!; • PQJASSIW CHLI>RlN i SOQJW CHLQRJN 

4! 

4! 

4! 

4! 

4! 

e 

.py1om,;i,,m110n; 
,sQtlG/lOQHUI 

NlUH 009 
JUL H, 1'83 

Nl8362 005 
HAR ti, UM 

MMINI Cffl.MPI HNJI 8 P!Pfl'Wi R M !IWM9 
Cffl.MPI l,R P nM1D MINNI 

AMOTT I.MS &!YlQOII. l'Z,,M/lQOII. & 
'®11§(100HUI NH6'l 002 

HARM, 1988 
,RYlOOffl,; 14Hfl00ffl, 1 
'®11§(100HUI Nl96'l 004 

HAR 24, 1988 
POTASSill'I CHLORIDE lOHEQ IN DE><TROSE I;( AND SODlll'I 

CHLOIIIDE 0,221;( IN PWTIC CONTAINER 
ANOTT I.MS SGH/l00111.174,lliH8/l00111.; 

HlliH8/leottl.N Nl836!5 002 
JUL H, 1983 

SGH/lOOHI. U4MVl00111.i 
HlliH8/lOOttlM Nl836!5 006 

HAR 2th 1988 
POTASSilll CHLORIDE lOHEQ IN DE><TROSE .IX AND SOOilll 

CHLOIIIDE O,SX IN PLASTIC CONTAINER 
AMOTT LABS SGH/l00111.;74,lliH8/l00111.1 

300H9/1DOHL NlM76 001 
JAN 11, 1986 

IWl00111.;14MVl00111. 5 
300H9/lOOHIJI Nl8876 006 

HAR 28, 1988 
!JPlMPN Cffl.MPI istm P IPDIU II M MINI 
!1141AI t,R ;sH nM1D R«MUII 

TRAVENOL LABS .PYlQOll.&1.H{lOptll,; 
nMflOOHUI Nl9308 004 

APR 05, 1981 
MtPW1 !11,RDI MNI pt IPDIU R M MINI 
!1141AI l,YI pt nM1D MINNI 

ANOTT I.MS 51k:lOOHL ;;;;Wfi(1Q911.; 
,sQtlG/lOOHUI Nl8362 006 

HAR 28, 1988 

20 

H&ME I PPTASSJW CHLQBJQI! I S®JW Ctn.QBJDI 

e 

e 

4! 

e 

e 

INJECTAILII!; INJECTION 
PUMINI 9:IMNPI l!IHU P HKJMII R M !IWM9 
AH.RH 9,R P IPLAll'D MIMUII 

AMOTT LABS ,RV10ot1Ll22,Wl0Qt,U 
UQl5!1Qot:P NH6'l 006 

HAR 24, 1988 
POTASSill-l CHLORIDE lHQ IN DE><TROSE I;( AND SODill-l 

CHLORIDE 0,221;( IN PLASTIC CONTAINER 
AMOTT LABS SGH/lOOHI.JHltM/lOOHI.J 

HlliH8/lOOHUI Nl8361 008 
HAR 28, 1988 

POTASSill'I CHLOIIIDE lHQ IN DE><TROSE .IX AND SODill'I 
CHLORIDE 0,3X IN PLASTIC CONTAINER 

ANOTT LABS SGH/l00111.JHltM/100HI.S 
300H9/lOOHIJl NlU76 007 

HAR 28, 1988 
PUAUN1 Cffl.MPI CcttU P PllfflfflH R M RPWN 
9:IMNPI 9,W P PLAll'D MIMUII 

ANOTT LABS ,RYlOOHL;JAM(lOQtll.; 
!'t$Ql5(10ot11,N 

.py100HL;2,wt1oom,; 
!'t$Ql5(10QMl,N 

NJ.8362 010 
JUL OS, 1983 

Nl8362 007 
HAR 28, 1988 

PUMPJM nw1, IIIIU pt Hmm, II " MINI 
9:IMNPI 9,R P pa..yr;m M:D'APII 

AMOTT LABS ,PYlOot1L;19,m11oot1L; 
!QQMG/lQQMl,N 

.PY1QQML;2,wtl0Qt1L; 

Nl969l 005 
HAR tit, 1988 

?QQl5(10QMl,N Nl%91 008 
HAR tit, 1988 

POTASSilll CHLOIIIDE tOHEQ IN DE><TROSE I;( AND SODllll 
CHLORIDE 0,225" IN PLASTIC CONTAINER 

ANOTT I.MS SGH/lOOHLJl4MVlOOHL; 
Nl8365 001 t2lliH8/lOOHL 

SGH/lOOHL;t98HG/lOOHL; 
HlliH8/lOOHIJl Nl8365 009 

HAR 28, 1988 
POTASSilll CHLORIDE 20HEQ IN DE><TROSE .IX AND SODilll 

CHLORIDE O,SX IN PLASTIC CONTAINER 
ANOTT I.MS SGH/lOOHU298HG/lOOHL; 

300H9/lOOHIJl Nl8876 008 
HAR 28, 1988 

POTASSilll CHLOOlDE 20HEQ IN DE><TROSE I;( IN SODilll CHLORIDE 
O,SX IN PLASTIC CONTAINER 

ANOTT LABS SGH/lOOHLJl4MVlOOHL; 
300H9/lOOHL NlU76 002 

JAN 17, 1986 

' ---------· 



BEST 
fflC DRUG PRODUCT UST I ctNAATIW SWltLEHl!Nf tuallt 11 I JV4'U - NOY'U 

'Y AVAILABl~ 
21 

PMJ9¥ l P9J1PN1 smaJH \ S9PM QI.WM 

e 

e 

e 

e 

e 

JNJECTAILEJ INJECTION 
ffl'WR!I lfflAIDI IWR m IPffllPH R M WP!I 
"8AM t,tR m nMRI R«AJHR 

MIOTT UIS HfY100Hll2WS(lOOHL.i 
!ut5(100Hl NJ.UH 002 

mmm,e 9M,WH IWR R ,mnu R M WPI! 
"""' t,tl p nMRI RfflMNI MIOTT LAIS M(lOOHL.i2WS(100Hll 

UQHi/lQHN Nl9Hl 007 
MAit Mt HU 

POTASS!Ul1 CHLOUDE !ft~ IN DE>CfflOSI! 51. AND SOOIW 
CHLORIDE 0.2m IN PLASTIC CGNTAINER 

MIOTT UIS laV100HLJ2~100NU 
H!ilC.'lOOHUG NlUQ 003 

JUL u. 1913 
POTASS!W CHLORIDE 3M~ IN DE>CfflOSI! 51. AND SOOIW 

CHLORIDE O.JX IN PLASTIC CGNTAINER 
MIOTT UIS laV100NU2~lOONU 

3~100ML NlU76 003 
JAN u. 1986 

ffl'WRI! lfflAIDI R1D P HJJW\11 R M WPI! 
NMAJ 1,M R nMRI R«MMI 

TRAWNOL LAIS HfYlOOHL;tWS(lOOHl& 
UQHi/l®"l,N N1'308 006 

AN 05, 19U 
ffl'WRI! mw,m1 MUD m HMJWI R M :m:mt 
l!lfl.WII l,tR m rwm RffMMltn(lOOHU 

MIOTT UIS M(lOOMI, ;t Nl83H 003 
450HG/100Hl 

CH..WII MUD R pmg; RM pp;me mMRW grmn 
l!lfl.WIIJ:' P! ~l00Hli2tn(l00Hll 

MIOTT UQHi/lOotl,N Nl969l 009 
HAR 24, 1988 

POTASS!W CHLORIDE 40NE«a IN DE>CfflOSI! 51. ANO SOOIUH 
CHLOUDE 0.2m IN PLASTIC CGNTAINER 

MIOTT UIS laVlOONL;2'8HS/l00HLJ 
225M8.ll00NLN Nl8361 004 

JUL OS, 1913 
POTASS!llt CHLORIDE 40NEQ IN DE>CfflOSI! 51. ANO SODil.lt 

CHLORIDE 0.3X IN PLASTIC CGNTAINER 
MIOTT I.MS 5GH/lOOML,2'8HS/lOOHLJ 

3oot1GJ'lOOl11.N Nl8876 004 
HAR 28, 1988 

21 

HXJJOH I PPIMUW GULQBJPIJ! 1 SQQJW CHLORIDE 

INJECTAIUJ INJECTION 
MMIIII m1.gm1 .fflU P Rwtm\11 R M MUW Rfl.MQI 
P,tR Pl nMRI RffAJHQ 

A! ANCTT LAIS M(lOOMl,;'f't,M/lQQHP 

e 

e 

e 

t:SOfS'lOQMLN 

Nl8362 004 
HAR 28, 1988 

MMIIII PHMNIIIC .fflU R Pwtmlll R M \!PPR!! PILMAIJ 
1,tl B IPJMl'R R«AJHQ 

ANCTT LABS HfYlOQHLlZ!t,M/lQQHLl 
,OQHGllQQHLN N1969l 001 

HAR 24, 1988 
M(lOQHLi14ffl/lOQHLl 
,OQHGllOQHLN N19691 003 

HAR 2ft, 1988 
POTASSIUH CHLORIDE SHE~ IN DEXTROSE 51. AND SOOIUH CHLORIDE 
0.2251. IN PLASTIC CGNTAINER 

ANCTT LABS laVlOONL; 74.SHG/lOOML; 
225HG/100NLN 

laV100HL;149HG/lOONL; 

N18365 005 
HAR 28, 1988 

225MS.1100NLN N18365 007 
HAR 28, 1988 

POTASSIUl1 CHLORIDE SHEQ IN DEXTROSE 51. AND SOOIUH CHLORIDE 
O.JX IN PLASTIC CONTAINER 

ANCTT LABS laVlOOML;74.SM8.llOONL; 
300HG/100NLN 

laV100HL;149HG/lOONL; 
300HG/100NLN 

N18876 005 
HAR 28, 1988 

N18876 009 
HAR 28, 1988 

HXJ:ROSE i SOQJW CHLORIDE 

INJECTABLE; INJECTION 
DEXTROSE 101. ANO SOOIUH CHLORIDE 0.111. IN PLASTIC 

CGNTAINER 
KENDALL NCGAN lOGH/lOONL;llOMG/lOONLN N19631 011 

FEB 24, 1988 
DEXTROSE 101. AND SOOIIJH CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAN 10GH/lOONL;200HG/lOOl11.N N19631 012 
FEB 2ft, 1988 



&: ll'i.11:NUIILL l'll."1NIU'I &NY .IUUJ1h i ZUY"W iUYDUII N& 'ft.>& u.a.a &: ~- U&Ato.:a JU•~ nD,,::l'tl VU& 

FED M, 1938 JUN 01, 1988 
DE><TROSE 2.s;: AND smmm CHLORIDE 0.111. IN PLASTIC 

CONTAINER 
KENDALL l1CGAN 2,SGtVlOONU PJADPN:9 

llOHG/lOONUII N1963l 001 
FIE8 N-, 1988 TADLEn ORAL 

DE><TROSE 2.5?. AND SODlltl CHLORIDE 0.21. IN PLASTIC RMKM 
CONTAINER • PIONEER PHA~ iP N70787 001 

KENDALL l1CGAN 2,SGtVlOONU AUG 02, 1988 
200HG/100NUII Nl963l 002 • BP N70788 001 

FIE8 M, 1938 AUG 02, 1988 
DE><TROSE 2,5?. AND SODiltl CHLORIDE 0.33X IN PLASTIC • 11!1:P N70776 001 

CONrAINER AUG 02, 1988 
KENDALL l1CGAN 2,SGtVlOONU l:.P@M 

330HG/100NUII Nl963l 003 • WAtmJttPHARHCS iP N72431 001 
FEB 24, UH APR 29, 1988 

IRCP.111 1.11 a ilCllmJt CKMDI 1.m m !I.All"r.m • BP N72432 001 
RD'NNI APR 29, 1988 

A! KENDALL l1CGAN 2.,&HllOM,~ • 11!1:P N72433 001 
Uo!:§llOQtUI Nl963l 004 APR 2'h 1988 

FEB M, 1988 
DE><TROSE 2,5?. AND SODIUH CHLORIDE O. 9X IN PLASTIC 

CONTAINER PJAmgQE 
KENDALL l1CGAN 2,SGtVlOOHU 

900HG/100NUII Nl963l 005 CAPSULE; ORAL 
FED M, UH PROGLYCEH 

DE><TROSE Si! AND SODiltl CHLORIDE 0.111. IN PLASTIC CONrAlNER NED HKTG SPEC 50HG Nl742S 001 
KENDALL l1CGAN SGH/lOONUUOHG/lOONUII N19631 006 a lOOHG NlM2S 002 

FH M, 1938 /1/#tltf'J.t\t/ /$"""/ /tlj'J~Ulddil 
IRCP.111 II a !!IIOUll4 CKMDI lall DI ll)LA!IIIT.m mn-mmt 

A! KENDALL l1CGAN ,HtVlOM, ~ i20QHSl100fflJII Nl%3l 007 INJECTABLE; INJECTION 
FED M, 1988 mmm,, 

IIDfflmB II a ilCllmJt !1.NNP&I la HI II ll)LA!IIIT.m mn-mta A! faUAD PHA~ lfflGIHLM N71908 001 
A! KENDALL l1CGAN ,&HllOM,i33QHi/100fflJII N1963l 008 JAN 26, 1988 

FEB M, 1938 
IIDfflmB II a ilCllmJt atUSUII 1.m m ll)LA!IIIT.m mffmmt SUSPENSION; ORAL 

A! KENDALL NCSAN l§IYlOM, ;!tHl:S(lOQHIJI N1963l 009 PR08LYCEH 
FEI 24, 1938 NED HKTG SPEC SOHG/HL Nl7453 001 

/'/,/#tltf'J.t\t/ /$di¥~/ ltlil~~lddil 

z~ 



UCLQRBC PM 

R>C Dfflll NODUCT UST ✓ CIIU.ATlYI SUPPLIHINT NI.NIH 11 ✓ JAN'M - NOV'II 

H&YBWU PAPtlAD 

H 

TAIi.iT, INTIRIC COATIIU ORAL 
WI.TAREN 

ClMPIWIH UNl'al 

PJCYCwml ID'BQCm.RUM 

SVMIPJ ORAL 
umn 

... 
7!HIIII 

M MERRILI.IOI UJS1111, 

RIXIMRiN ... 
M IARRI NATL lM{ftl, 

U!!MLCMM1WNli GJWU 

TMLEn ORAL "''B,uu, ,_,,,_, 
a I.EHRLE I.MS IOHB 

PifU>ltASH DIH;Hffl 

CHAHJ TOPICAL 

ld~ld~tt/..tt.l ,-.. ·d-U 

a UPJOHN o.osx 

QIPffl!NlfYPBWNli UYmwcHWBJM 

CAPSULE; ORAL 

~i 
a LEMRI.E I.MS 
a 

>---> M RICHI.VN LABS 

>..m.I..> ''' 

25MB 
5otC 

,Bl, 

NH201 001 
JUI. 21, HM 

NH20l 002 
JUI. ti, HM 

NH20l OOJ 
JUI. 28, lM 

N07Ml 002 
OCT Uh l!M 

N!Wt7' 001 

ltW~1/jdt/ 
"°"H 001 

,~if:1{1~ 
N19259 001 

AUG 28, HU 

~1,,,~i,i~ 
N86874 001 
N86875 001 
N80807 001 

lt¥#,1/dd'/.I 

M 

M 

CAPSULE, CONTROLLED REU!ASE; ORAL 
RRPJNMIH fflnfflAJI 

KV PHAM !!I lOOHg IME• 

PNlliCI 
SEARLE H 1oom JASE 

PWNI HYPBQCHLQBIU 
lNJECTMLEJ lUCTlON 

N71929 001 
AUG 19, lM 

N186!i!i 001 
JUL 20, 1982 

lltVMffll HQL iR1 Pwmtllll B IN PWD'D R«MIII 
A! 

A! 

A! 

8A)(TER 8M{lOOML Nl9615 001 

IW 
IW 
IW 

llff/..~t./~I 

PQXIPJN HYQROCHLQRIDI! 
CAPSULE ; ORAL 

Yim 
M PEtHIALT 

m1m mu, 
M BARR I.MS 

M 

M 

M 

M CHELSEA LABS 

M 

23 

l§M{lOOM\, 

32M{lOQML 

640HG/100MI. 

ldMmdHi;I ,~ 
/ffltld&ftb:/ 
/(,!t~liddN-1 

H 15M !ll&SE 

Eg &ms IASE• 

H 52m IME• 
H 7SMG IASl!III 

I!!) lOOMG BASl!lil 

H 7SMG IME• 
H lSOMG !ll&SE• 

HAR 27, 1987 
N1961S 002 

HAR 27, 1987 
N19615 003 

HAR 27, 1987 
Nl961S 004 

HAR 27, 1987 

1r•~~~1'-{Ui~ 
,~~~1'-'!i~~ ,~~~1,,~i~ 
,,,~1,~u1~ 

Nl6987 007 
APR 13, 1987 

N71502 001 
FEB 18, 1988 

N716S3 001 
FEB 18, 1988 

N71654 001 
FEB 18, 1988 

N71521 001 
FEB 18, 1988 

N71763 001 
FEB 09, 1988 

N71764 001 
FEB 09, lM 



R>C DRUG PRODUCT UST I C\IIU.ATl\11 D'PLIEHIN'f tU9H U I JAH'U • NOY'II " DtMlt?RI UXDROCltLSlliDI PPHJDQl 

CAPSULEJ ORAL INJECTMLIEJ INJECTION ... - HftPUC& 
Al LEDERLE LADS lllmfiU&I N716U 001 e AUOTT LADS l,lf1IOP N71M1 001 

JAN OI, lM Fll!B H, 1M 
Al II 26 IIWh N71686 001 e ASTRA PHARM PRODS l,lf1IOP N72018 001 

JAN Olh lM OCT 20, 1M 
Al II .msuaa N71673 001 e B,MD11,11 N72019 001 

JAN OI• lM OCT 19, lM 
Al 11 zn uaa N7l6?4 001 e 2,MD11,11 N72020 001 

JAN OS, lM OCT 19, lM 
Al 11 l~ ua.n N7167S 001 e 2,MD11,11 N7202l 001 

JAN O!i, 1M OCT 19, 1M 
Al 11 imic USDa N71676 001 e DUPONT CH CARE 2,N/MUII N71641 001 

JAN 01, 1M APR 07, 1M 
Al PUHPAC PHARM H me BASl!n N7H86 001 e LUITPOLIJ PHARHS &,ftlHU. N7212J 001 

SEP 08, lM OCT 24, 1M 
Al H l~ DASDG N72110 001 e & , !!ff5/MUI N7233!S 001 

SEP 08, 1M OCT 24, 1M 
Al II l.lOtS BASDG N7H87 001 e QD PHARHS 2,ftlHu. N71Ml 001 

SEP 08, lM AUG 17, lM 
e 2,notu. N71M2 001 

CKENTRATEi ORAL AUG 17, 1M 
p1m, - e SOLOPAK LADS z,notu. N71750 001 

M NV K LADS II lM IUSI~ N71918 001 SEP 06, 1M 
JUL 20, 1M e 2,N/HUI N71754 001 

SEP 06, lM 
e 2,N/MUII N717U 001 

Dm<YevtL;a;tt; ma.au SEP 06, lM 

CAPSULEJ ORAL 
ll'Bft!IIDl..:EM H'tm.AU QRiUQOU HNIANYL CIIBffi 

Al INTERPHARM HHMIIIIMIM N62763 001 
SEP 02, lM lNJECTMLES INJECTION 

Al U l~IUSh N62763 002 EMANYL m:ntAifl - Bli'lllnDOL 
SEP 02, 1M e AUOTT LADS Z,notu 

Al YITAHNE H HMlil 11Wb NH780 001 11 g.gn 16:ii~ N71982 001 
APR 12, lM HAY Ott, 1M 

mPtM 
INJECTMLEJ INJECTION e JANSSEN PHARHA 2,n,(HLI 

ii g. an USE4IUI N160't9 001 
e BEN VENUE LADS Ii I~ BASEmALN N6HH 001 

HAR 09, 1M 
e 111 a~ USEmaLN N621H 002 QYQRDBESTERONfi 

HAR 09, ltu 
TABLEn ORAL 

TMLIEn OML GYNOREST 
a KALI OUPHAR St1G N17388 001 

Al INTERPHARM U ;&~IUSEIS N6276't 001 a lOHG Nl7388 002 
SEP 02, lM 

/11i6.tt-JH~Atl ,-~~,~tttl ~~~~, ~~HJ~~ii11 

<z l( 



RX DMII NODUCT LIST I QIU.ATM SUPPLIHINf NLNM!lt 11 I JAN'U - NDV'U 

IIPHQNN1 cm.qn;p1 

INJECTAII.E J INJECTION 

""""' a! OMWl3N 1Q1111Wl,M 

INIP!Jl NLHJI 

TABLET; ORAL 
YASOTIC 

HSU RES LABS 2.511911 

ft\P!JLAJ 

INJECTABLE I INJECTION 
YASOTEC 

HSU RES LABS 1.UHMI..N 

IPDlfflUNll!i UR,UHI lf<MQCHl,OUM 
INJ!CTAll.11!; INJECTION 

"""" - - IINp.Dmlllll-mmw--j! ANOTT LABS p,QQMiM,i~ 

A! P,OOMmLillN 

A! Q,OOMml;~ 

2 9,PQMml;~ 

2 Q,OOMltl,l~ 

2 o.01NM,i~ 

2 9, PlJSlffl. 101 

~•w-m IW ~~tW 
a LEl'HIN o.01~u.x 

ltWHJJIUI 
N089H 002 

Nlt6M 001 
HAY Ht HU 

N189M 005 
JUI. H, 1988 

NH309 001 
IFll!I 09, 1988 

Nlt6U 001 
JUN 21, 1988 

N89"9 001 
JUN 21, 1988 

N8964!S 001 
JUN 21, 1988 

N896!SO 001 
JUN 21, 1988 

N196!Sl 001 
JUN 21, 1988 

N89644 001 
JUN 21, 1988 

N896% 001 
JUN 21, 1988 

I.W~'Jillltl 
NU463 001 

IPIHIMJHll UPQCNHI ID'DIQCHl,OUH 
INJECTABLll INJECTION 

&:LWM W IRNNRN 
2 ASTRA IPKAIII PRODS o,OOM(Mll~ 
2 9,QO!it§,IHUB 

2 9,PPMml&.U 

EM,MQ 11HYLW3 

TMLITa ORAL 
IW Ii -----

,_., 
11 CHELSEA LAIS 

TABLET; SUBU:taML ~t '~.A.AA,1-1.1.t 

I RIKER LAIS 
a 

~1/1 
IRINL 

M Ctlll!LS!A LAIS 
M 

HYD!RQMYCIN 
SOLUTION; TOPICAL 

IElffl1:M1) m:H 

IIIJJI -
~· LM -

AI NASKA PHAIIIA ~ 

m=II 
AI PADDOCK LABS ~ 

>..BL> 
>..BL>M 
>..BL> 

M 
>..AWL> 

27 

TABLET, ENl'ERIC COATED; ORAL 
.hMU 

BARR LABS i!!.m:P 

ERV-TAB 
ABBOTT LABS um1\i 

21 

N06488 OH 
N06488 018 

N0V Uh 1986 
N06488 019 

N0V l!h 1986 

''"~11{U~~ 
N88207 001 

HAR 22, 1984 

.,~~,i~ 
N8'1868 001 
N85809 001 

~IJU~i,i~ 
N86189 001 
N86188 001 

N629S7 001 
JUL 21, 1988 

N62687 001 
FEB OS, 1988 

N62999 001 
NOV 2S, 1988 

N62298 002 



IR>< DIWG NOOUCT LIST I eutU,.ATlYI! S\.IPPLEHEN1' tulRR 11 I JAN'U • NOV'U 

ElfflfflQHVCIN ESJOUD5 MfISQXMQLE ACEJYL 

SUSPENSlOtO ORAL 
ILOSONE SULFA 

LILLY EEi U!JHG BWIM. l 
EQ 60Clt'IQ 8W/!51tl.N 

!llrlJHIPMIJN JEJID'LSUCCJNAD 

TADLEn ORAL 
IIR'ffllllRnRt ~u 

Al HYLAN PHAM$ IEG 40ft BASpl 

TABLET, CHEHABLU ORAL 
mm 

Al AMOTT LADS 0.Jt9" BASpl 

EftYJfflPfflCIN EJID'l,SUCCINAD • suu::p;SOXMQLE &CIJYI, 

NSOi99 001 
SEP 16, 19U 

NHM7 001 
SEP 1 .. , 19U 

NSOH7 003 
JUL Nh UM 

GMNULE, ORAL ~JI ft M'FD!NP:l! Mm\ 
ll'MPDRt 296 USJl!iHl,I • BARR LAIS ff= §9" USJ(itl,JI N62759 001 

HAY 2Ch 19U 

• IIIDIH 
ALRA LAIS 

rnnmu 
Al ftOSS LADS 

!EIMJIIP1YCIH I..ACJ'.OHMU 

INJlCTADLE; INJ!CTION 

H 2oc:n; HHtni 
El ♦9" UHlitl,JI 

H 206 IAHtn~ 
!£9 i9" USJl!iHl,111 

N627A 001 
JUN U, 19U 

NSOIH 001 

■fllWIII at ANOTT LADS El UOl5 USJMAl.111 Ni211i 001 
JAN M, 19U 

at H UM IASl;t'YJALIII Ni211i 002 
JAN M, lMel 

E.RYJfflPfflCJH suum 

TADLEn ORAL ~,/1 
I UISTOL LAIS 
• 

~, -ldA~UI 

IW ~, 
111 PARK! DAVIS 
a 

111 AMOTT LAIS 

I LEDERLE LAIS 
a 

1w ''M~uu, 
111 PFIZER LABS 

IESHQlQl HYPBQCIJLQBJQE 

INJ£CTADLE5 lNJ!CTlON 
8REV18LOC 

DUPONT CRI CARE 

E.STBAPJQL 

EQ HOHG BASE 
EQ 2SOHG BASE 

,~ 
EQ lHHG BASE 

1 . .u.. 
/ _____ _ 

EQ HOHG BASE 
EQ !SOOHG BASE ,~ 
EQ SOOHG DASE 

lOHG/HlJI 

FILH, CONTROLLED RELEASE; PERCUTANEOUS 
ESTRADERH 

CIBA PHARH O,OJHG/24HR 

0,1HG/24HR ,~, 
'"'' 

ib 

H 

IHi,~,i~ 
NiHM 001 
NilU7 001 

~~i,i,~,~~ 
NiZOH 001 
N620H 002 

lt¥d#j/ddU 
NiO!H 002 

lffli~,~~ 
Ni2089 001 
Ni2089 002 

lt¥1:Jjt/ddU 
Nil79l 002 

Nl9386 001 
AUG U, 19U 

Nl908l 002 
SEP 10, 1986 

Nl9081 003 
SEP 10, 1986 
ltJt~ddtldd# 

'''-~{i1~f 1ffl~ 1:1i,,~~.:n.,u1 



RX NIii PRODUCT LIST I NU.AT!YI SUPPi.HNi' NUNHR 11 I JAN'R ~!,£OPY AVAIL.ABU 27 

QJPI 

!NJICTABLEi !NJICT!ON 
UTRN 

1#1 l-'/#1.dlf.l#I 
STH!S LABS 

MELIN 11 IN#J.ldA-IUI 
a PARKE DAVIS 
a 

mm«L IESJMPUl 

Tai.En ORAL 

ml'-&, 
a ORUNON 
a 

l#NN-1 
IIClffl. 

IH 
1HMtL 
IIClffl. 

~:~-~ o.oa 
O.Q.!iHG 

[OJINYL IESJJMIQL! NQHJfflNQRI! 

TMl.l!n ORAL-21 
pmg v,a..u. 

8 SEARLE PffAMS O.Q3Nl:\IP 

PmmlBM Ml mmm, P'11MI& 

ltWUf!IM.I 
NUIH 001 

IHJJ1,i11 
NOJ977 001 
N03917 003 

•=1,tt~ 
N05490 003 
N05490 002 

N71480 001 
APR U!, lW 

M NATSON UIS o.03,95uo,n Nil WilN N71~3 001 
APR 01, 1918 

RmHAIW :&cvu...u 
M ORTIIO PHARM o.oumuo,n Nil Dil/, NlHM 001 

JAN 11, 1912 

TABLEn ORAL-28 
tllmmlVHHI 

8 SEARLE PffAMS O,QUN!U:\IP N71481 001 
APR H, lW 

Pl"MJIEPMNI Ml lfflPOO. P'11MI& 
M NATSON LAIS 9,Q3ffl1UQ.N ff 1P N71°" 001 

APR 01, lW 
~ wu-n 

M ORTIIO PHAM O.QUHIJJ;O.N Nil W Nl8314 002 
JAN 11, 1912 

JD®IIZJP on 
!ffltV 

/Hf.I ,~,.,_~,,,,., 

~7 

!DUPJDP QIL 

O!Ll lNTRALVMPHAnc, !NmAUTHINI! 
HHIODOL 

SAVAGE LAIS t9X N09190 001 

EENONOFEtl Sill&l!II 
CAPSULE i ORAL 

EHIIPN'IU Ml 1111 • AH THERPTCS II £121111 UP N72307 001 
AUG H, lW • El :IDIIII UH• N72308 001 
AUG 22, lW • CORO LAIS El IU'IIIII DASESII N72394 001 
OCT 17, 1988 • El ~!l- U§l;IIII N72395 001 
OCT 17, 1988 • HALSEY DROO El &!!!IS DASEIII N72355 001 

AUG 17, 1918 l JUL OS, 1988 • El :l!lllll U§E• N72356 001 
AUG 17, 1918 I JUL OS, 1918 • PAR PHARH !;I il!l!.l!S BASEIII N72't37 001 

AUG 22, 1918 • El il!l!.l!S BASEIIII N72di38 001 
AUG 22, 1988 

e ~ PHAKS El 296 IMP N72214 001 
AUG 17, 1988 I APR 14, 1988 • El l!l!.l!S B&?E• N71738 001 
AUG 17, 1988 I APR 14, 1988 • NATSON UIS El &n!.l!S nm• N7229di 001 
AUG 17, 1988: JUL 08, 1918 • 111 J!l!.l!S nm• N72293 001 
AUG 17, 1988 l JUL 08, 1918 

mLBII • D!STA PRODS El :1991.S Im N1760di 002 
MLfffl m • DISTA PRODS El &Q!m!i IM!iE N1760di 003 

TMLEn ORAL 
EHPIIOFl:I CAIJmlM • AH THERPTCS Ei i96 IM!iill N72309 001 

AUG 17, 1988 s JUN 16, 1918 

• CHELSEA UBS El i991.S l&P N72'+07 001 
AUG 17, 1988 l JUN 13, 1988 

• CORD UBS Ei 626 IAIP N72396 001 
OCT 17, 1918 

• DANBURY PHARHA III!'i i9!11!i DASEM N72602 001 
OCT 11, 1988 

• HALSEY DROO H §Q!m!ilYP N723S7 001 
AUG 17, 1988 : JUL OS, 1988 



fiPB9BN CAlCII.IJ 

TABLHl ORAL 
~ .... 

• LEDHLIE UBS 

• HYLAN PHARHS 

• PAR PHAM 

• PHAM 1AS1CS 

• PUR£PAC PHAM 

• WANNI PHARHCS 

• MATSON UBS 

• ZENITH UBS --• DISTA PRODS 

IR>C IMtU8 NOOOCT UST / euwt.ATI\I! SUPPLEHENf Nt.lttHllt 11 I JAN'U • NOY'U 

f ug;INQl,M ACl!JlfflH 

OIL i TOPICAL 

I§ 6QM tm• N72326 001 
MIG 17, 1988 l APllt 20, 1918 

II 6QM Wh N12267 001 
A\119 17, 1988 l JUN 08, 1918 

Dl!RHA·SHOOTIIE/FS 
HILL HIit O,OlXIII 

19 6AM Wh N'H~H 001 
A\119 17, 1988 I JUI. 19, 1918 

OINfHl!NfJ TOPICAL 
f~ MllfflDI 

At GIN LMS ~ 
II §QM Wh N72362 001 

A\119 l7t 1988 I JUN 16, 1918 
19 §QM Wh N722~ 001 

MAY Ott 1918 
19 §QM Wh N7U4M- 001 

MIG 17, 1988 t APllt 1~, 1918 
Et §QM Wh N72l65 001 

A\119 17, 1918 l JUI. 08, 1918 
Eft §QM Wh N72557 001 

MIG Ht 1918 

116AM Im Nl77l0 001 

fug;INqNJR 

CREAN, TOPICAL ,~-
• CLAY PARK LMS ~ 

28 

N1N2 001 
FED 03, ltea 

N89524 001 
JUI. 26, ltea 

N7l790 001 
JUI. 13, ltea I APR U, ltea 

f!MSI§ MUD; fOl.IC ACID 

flUQBOOIWSJl 
INJECTOLIEJ INJECnON 
f~L 

a! BEN \l!IU: LMS IM(ML.811 N89508 001 
JAN 26, ltea 

EUCAJNJR &S:ltm 
TMLIETt ORAL 

TA1111SOC011t 
UIC.IER UBS 

flRitQ,M ACETifflR 

At 

At 

/I.Ut¥Jl;-J~/ 
l82HliHO. 33"S 

-llOl9 

AW,1.1111-JI 
N060l2 003 

N18830 OM 
AUG H, 1918 

N18830 003 
JUN 0311 ltea 

N89526 001 
JUI. 26, ltea 

N8'952S 001 
JUL 26, ltea 

2%' 

fl.UPW!WJNI UYBQCULPUR 
INJECTABLE~ INJECTION 

EW'"'1W'ffll HQL 
a! WAD PHARHS 2,.N/HIJI 

TOLIETt ORAL 
fWPl:lftlRI! HQL 

61 HYUN PHARHS ,mP 

• 1.JIP 

61 RP 

• lmP 

NIMOO 001 
JUN 08, ltea 

NIMOl 001 
AUG 12, ltea 

NIM02 001 
A\119 12, ltea 

N89803 001 
A\119 12, ltea 

N8980't 001 
A\119 12, ltea 



RX OMJG PRODUCT LIST I CllU.ATlYI SUPl>LffllNT l'IJtllHR U I JAN'U - NOV'U 

fllJl?IIIINlNI tl'fQll9CIIUNM 

TAaLEn ORAL 
fWfflllN.:Htm. 

M PAR PHAM JtP 

M ~ 

M .. 
M UtliN 

PEIIHlTlL 
BP SCHHING t.!SHG 
BP !$HG 
BP lOIS 

~-~ Ill 
~r 
l'J.~/ 

fLUIIAZE!atl t:rt:mmtHLDMH 

CAPSULE; ORAL 
EU,MlDM Ul.la 

M HALSEY DRUG J.Rllt 

M UtP 

M SUPERPHAIIH U!:1,11 

M UtP 

flYMlfflOFEN 

TABLET; ORAL 
ANSAID 

UP.QIN Sota8 

loota 

FQUC ACID 
TABLEn ORAL 

IW 'ffiM!L1 /IIJj/ 
a BARR LABS 1MB 

"89740 001 
AU8 21, 19U 

"89741 001 
AU8 21. 19U 

"89742 001 
AUG 21, l9U 

"89743 001 
AU8 21, l9U 

N71808 001 
JAN 07, 19U 

N71809 001 
JAN 07, 19U 

N71659 001 
AUG~, 19U 

N7l660 001 
AU8 ~. 19U 

Nl8766 002 
OCT 31, 19U 

N18766 003 
OCT 31, l9U 

oltl!Jiffl1 
"89177 001 

JAN 08, 1986 

rvmmmH 
INJECTABLlJ INJECTION 

IW ~oJt~I It~ 
e HARNER CHILCOTT 

TABUn ORAL 
BMRAI 

M BARR LABS 

M DHURY PHARHA 

§APOPENJJDD Pltl§UJ:P.NI 

INJECTABLE; INJECTION 
MAGNEYIST 

lQNi/Ml 

19.tP 

I\IIP 

BIRLEX LABS 469.0lMSIHIJII 

§ALUUH <tUJWJ • §A-61 

INJECTABLE; INJECTION 
GALLlll-9 CITRATE GA 67 
lffl.dt/Mt,t~j/ ltr't'/./t4f.l 

a NEDI PHYSICS lHCI/HL 

i§NJWClN MfAJ1 
SOLUTION/DROPS; OPHTHALMIC 

IRD'ptppl MfAJI 
>.APL> II PACO RES H 3ffi BASE/Ml.Ill 
>.APL> 

2 o/ 

§INTAHJCJN MfAJEi PBEQNISQLQNE ACEWE 
SUSPENSION/DROPS; OPHTHALMIC 

PRED-G 
ALLERGAN PHARHS EQ 0.3i BASE;li!M 

H 

,,~1,~,~~i~ 
N1M20 001 

FIEB 26, 1982 

N70100 001 
JAN 26, 1988 

N71S94 001 
FH 09, 1988 

Nl9S% 001 
JUN 02, 1988 

lt't"J1ddlddt/ 
Nl7700 001 

N62932 001 
NOV 07, 1988 

NSOS86 001 
JUN 10, 1988 



gym,yuouu 
R>C MUI NOOUCT LUT I WtU.ATl\11! SW.LMNT NINIH 11 I JAN'M • NIW'M 

IWJ>NBIR 

INJECTMLE; INJECTION 
11,nomMVt'Q 

Al? AMOTT UIS Q. fflMIJ8 

IM:WiiPfflit tt;mxc;JN MfAD a PQI.YtMSIN I MfAD 

AI 

SOI.UTIONIDROPSJ OPHTHALHIC 
I!!)."-! M PILfflXl1N ! 

!ilYMIJNl ACEJAD 

TMLH~ ORAL 

Mltlf.4Jitm:t/UMI lt~/'l.,r¥/dA#.I 
8 NYIETH AYHST LMS ECI 161G NSE 

MYBPR 

TMLEn ORAL 
MALOOL SOI.U1'8 

1,1ft.t¥tt./t/,#I If.id/ 
a HCNIEIL PHAM us 
HlUIPWL 

M l9Afflt UIS .. 
M lmP 

M mP 

M IIOLAlt PHAM LltP 

M )Ip 

M m,a 

M .. 
M lmP 

M mP 

N19393 001 
JUN 11, HM 

,,,~1,m~ 
Nl8587 003 

SEP 07, 1912 

lt31.ldtj/dd'J.I 
Nl7079 001 

N71212 001 
JAN 07, HM 

N71113 001 
JAN 07, HM 

N71U'7 001 
JAN 07• HM 

N7111l 00:0 
JUN O!S, lW 

Ni'lS72 001 
JUN 03, 1991 

N71173 001 
JUN 03, 1918 

N713~ 001 
JUN 03. 1918 

Ni'lJ?S 001 
JUN 03, UM 

N71!76 001 
JUN 03, 19M 

.7o 

TMLHI ORAL 
NLIPRQOL 

M COUUIS 

M 

MlftBIR tACTm 

CONCENTRATIJ ORAL 

IW 
M 

M 

:t./UM/ 
HCN!lL PHAM 

ftWIIPiQPL RD'IML 
IDCHLMS 

INJECTABLEI INJECTION 
NWNllm9L 

utP 

DIP 

El M UHIMIM 

Al? LEtlMON It M UHIHIM 

Al? Et M UHIMIM 

Al? l!I M UHIMIM 

BPMJN SQMW 

!NJECTAILIEI INJECTION 
OP fWII m pt PLMTD RftgG 

Al? LYPHIH!D 10 WIJ'.SOP 

Al? :I.DP UNIJ'.SOP 

IW 
8 ANOTT I.MS 
QNR'IU LR fW!II pt nM1D RftgG 

Al? ANOTT LMS :l,Q OOJS(HL 

Al? 100 WIJSIHL 

/W lfvPHIH!D 
ldtfH'~I 
5,000 UNITS/ML 

!SO 

N71210 001 
HARU, UM 

N712U 001 
HAR 11, HM 

ittu,,,,_,,., 
N119H 001 

N72MI 001 
APR 12, UM 

N10713 001 
MAY 17, 1988 

N10114 001 
MAY 17, 1988 

N10744 001 
MAY 17, 1988 

Nl7029 017 
DEC OS, 1985 

Nl7029 018 
DEC OS, 1985 

ltll~i,r."'J.dl 
N05264 010 

NOS264 011 
MAY 21, 1985 

N05264 016 
MAY 21, 1985 

ltl'J.1§t§ldd$I 
Nl7979 003 



tlrMPIDM! 

R>C DM.18 PRODUCT UST I eutU.ATlYI! SUPPLtHENT NUHNR 11 I JAN'U • NDY'U 

tlPMJN AJW 

DUECTMl.1:5 lNJlCTlON 
PPMffl WN9 iPI nM1JI RO'MNI 

a! LYPHOl1H lpOOO WJJS111,118 

a! l•P WJJ'S41.118 

a! 10.000 WJJ'S41.118 

a! 20 ·• WJJ'S41.118 

Nl10H OH 
HC OI, 1981 

Nli'OH Oleit 
HC OI, 1981 

Nl70H 011 
HC O!!h 1981 

Nl70H 016 
HC OI, 1981 

1u;w·sMffllt•M:1 ~IJ~~{ffl~ 
I AMOTT LABS UhOOO UNI'YS.'l00111. Nl'9339 003 

HAR 21, 19U 
UVM'.m WM UN WUI M WPII __,, P,5 iPI 
PLMlDR«MIP 

6e BAXTER 200 WJTSflOM 

/W l~A~t./~I 

,~111111~ 
I AMOTT LABS 1,000 UNI'YS.'l00111. Nl9339 001 

HAR 27, 1981 
WMQI WM UN WUI M WM n&PI P,5 iPI 
PLMlDR«RP 

6e l!WCfER 200 WJJSllOM, 

IW 
IIJ.I 

6e 

llafff'sMtUJtftMl,:I l~1~Jj~/~d~l 

/1f~ff4'dttCUl'dM:/ ~i~ii~~~m~ 
8 AMOTT LABS .!S.000 UNI'YS.'100!1I. Nl9339 004 

HAR 21, 1985 
I 10,000 UNI'YS.'100!1I. Nl9339 002 

HAR 21, 1981 
UVM'.m WM 1W WDI M WPII fflMIIPI 9,5 iPI 
PLMlD R«MIP 

BAXTER 500 WJJSllOM Nl8609 003 
APR 28, 1982 

31 

lNJlCTADLE& INJECTION 

IW 

IW /ilddd'dttCtdld(I 
IW IUaldd'~I 

IORGANON l, 000 UNITS/ML 

a 5,000 UNITS/ML 

a 10,000 UNITS/ML 

im lt..~tdl iii-a LVPHOHED !i,000 UNITS/ML 
a 10,000 UNITS/ML 
a 20,000 UNITS/ML 

HEXQCYCLJUM NEIHYLSULFATE 

11~1ttt'l~~tl 
~~,~~,dffltA~~I 1i,~¢I 

TABLET; ORAL 
TRAL 

ABBOTT LABS 25HG 

UYPRALAZJNE HYDROCHLORIDE 
TABLET; ORAL 

'"' "»mmm, 
a PUREPAC PHARH 

/ddt!d/ 
50HG 

n 

l~d.d~~'-/,l,l,l 

'1.~ii~,~m~ 
'"'-H'~i~,~ffl~ 
l~l~t.:tJ.Hl-1 

N00552 011 
APR 11, 1986 

N0055Z 012 
APR 11, 1986 

NOO!iS2 013 
APR 11, 1986 

~~HiH~f1~~ 
l~f'J~llldd~I 

Nl7033 002 
Nl7033 003 
Nl7033 004 

l~td,.4~/d.dt/ 

Nl0599 001 

'"~1~11i1:l~ 
N88178 001 

AUG 15, 1983 



RX DROO PRODUCT UST I C\H.lt.ATlY! SllffLENENf Nl.lt1HR 11 / JAN'N • NOY'U 

HYWLt2¥ UYQl9CHl9UH i HYQl9CHLQB9fflitziPl 
CAPSULIE5 ORAL 

tmMI. • HlD RC!tELL umium 

• um;um 
IM #~JUN,/ 
I/JI 1-liN.tld#I 

N87608 001 
FEB Ht 1982 

N87H3 001 
FED 08, 1982 ,,1,,,,,~ 
lfid~f~~ 

HYffltmNE UYQl9CHl,ORIHP HYQl9CHLORQJHIAZIDEl MHBPJNE 
TABLEn ORAL 

RESERPINE, HYDRALAZlNE HCl AND tlVDROCHLOROTHIAZIOE 
/'#I 1-ttdhff,#.tt./ /11,N,.tt~.t.d.:t,¥/ l~.1t1.'"·dtl 
IP HID RC!tELl 25HG.1!5HG;0,1HG N88376 001 

OCT 2th 1983 
I ZSHG;l!SHG;O.lHG N87210 001 

"'' • • /UN,J~Jj,.'jr¥/ • l~m.~~{U~~ ,...,,.,,-,,~~e~-,·t.~~, .,1JJ~~~~~ft!i.~, ~i~HilMd4ldd"l 
IPrl f.WH'H- HIPi' Hi•. Hi•. , . ,i'""" /(A'li~)::n~a, 

I LEOERlE LABS Z!SHG;l!SHG;O.lHG N87709 001 

ll'IQl9CHLORQJHIWH 
SOl.UTiotU ORAL 

M 

M 

1lt".:..: ... l.\.1,; ►~l .'n-.!Jh' ;;;_ ,. ~ 

HV K LABS 

RfflCANE LABS 

TABLET; ORAL 

11 
>-Alm..>. 
>-Alm..> 
>-Alm..>. 
>-Alm..> 

I llWIWC PHAIMS 
a 

HARNER Ctlll.COTT 

utWffllJI 

sntn 

1: 
2!5HG 
iOHG 
um 
UfS 

HAY 13, 1982 

N89661 001 
JUN 20, 1988 

N88587 001 
JUL 02, 1984 

1fjf1ffJ1 
N86369 001 
N83551t 001 
N87586 001 

MAV 03, 1982 
N87587 001 

HAY 03, 1982 

HYQRQCHL OftOIUHZJH 

> .Jll.L > T/MH,1;'1'.l ORAL 

>.JU.L>/W . 
>.JU.L> 
>.JU.L>/W 

lt'IIIAI 
/jt/Jj/ 

>.JU.L> 

HYDRQCHLORQJHJAZJHI LWJALQL HYQRQCULOBIRI 
TABLH; ORAL 

NORMOZIDE 
l#.ttt~tt'$/ 

I SCHERING 

DMMH HU 
M GLAXO 

• 
• 

1i,w¥.tt.,d#I 
HHCW•OOHG 

>..!WJ...> a 

m:S;llllt:S 

ms;.ums 

ms;l!l!lt:& 

Z!SHG;ltOOHG 
>..!WJ...> 

,w'11fflm-.!dd.tl 
IW 
IW 

>.JU.L>IW 
>.JU.L> 

/jtJJIJffldd/ 
/.d,MIJttMI/ 
ltMl.t.wttil 
#~J!t,~/ 

HYQRQCHLOBQJHJAZJQl:5 HETHVLQOPA 
TABLET; ORAL 

Mnffl'LDOM MP lfl'PMlwn:mrmRI 
g NOYOPHARH llfS;llJ!!:P 

• ms;um:P 

• ,am;9mP 

a um;HmP 

32 

52 

l.,-1.f#,lllt.l 

'"-~J.h~~I~~ IAAtJ~j.:tt'Hl-1 

,~~,i:111u11 
Nl9M6 OO't 

APR 06, 1987 

Nl9174 001 
APR 10, 1987 

Nl9174 002 
APR 10, 1987 

Nl9174 003 
APR 10, 1987 

Nl9174 OO't 
APR 10, 1987 

l~t.jt.1,!tlddt.l 

IA;{ll1,~~,1~ 
,~;{}l,.~}~11~ ,~;nb~~H~~ 
I Htt7i,.:l;t'f6)1 

N71819 001 
APR 08, 1988 

N71820 001 
APR oa, 1988 

N7182l 001 
APR 08, 1988 

N71822 001 
APR 08, 1988 



l·1\•1 
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RIC Dft\11 NODUCT UST I C\IU.ATIW SUPPLEMENT NIMHR 11 I JAN'M • NOY'M n 

HYPBQC11lQBPJVWH 5 Pf&JJIYUlQN 

T8LEn ORAL 

IW 
I PUMPAC PHMH 

M M1'SON L8S 

• 
• 
• 
• 
• • 
• 

ZENITN L8S 

IOICJIOOHa 

lnllHl:P 

.um;IHl:P 

um,~ 
am;~ 
lnllHl:P 

UIS•IHl:P 

um;~ 
In•~ 

IMMIQCm.oRQJHJWPI i PJNPOI.Ql 

l~.tfiNI 
8SANOOZPHARHS 21MGUIH9 

l~Jt/111,/ 
a 21MG;l0'19 

HYUCCm.oRQJHIW:PI it IPplWQ,Ol HYUCCUWBJPI 

TatlEn ORAL 
~ RM, M HPmMMMHDI 

M SIDHAK L8S .uts;!mP 

• .ut5;H1:Dt 

• • 
MRNER CHILCOTT .ut5;!mP 

,um;.1ma 

,&Jft11{1~ 
N70689 001 

APR N-, 1986 
N7l920 001 

AUG H, lMI 
N7192l 001 

AUG H, lMI 
N1l922 001 

AUG H, lMI 
N71923 001 

AUG H, lMI 
N7ll\58 001 

HAR Ofh lMI 
N71,.!S9 001 

HAR 08, lMI 
N7lft60 001 

HAR tMh lMI 
N71461 001 

HAR 08, lMI 

,-'~ff1,iUJ~ 
NlM72 001 

JUL 2ih 1987 

'°'~~111~u,~ 
NlM72 002 

JUL 22, 1987 

N72M2 001 
HAR 14, 1988 

N72M3 001 
HAR 14, 1988 

N7l77l 001 
JAN 26, lMI 

N7l772 001 
JAN 26, lMI 

HYQRQCHLQRQJHIW:RI I BEHBPJNE 

TAILEn ORAL 
HVl>ROCHLOROTHIAZIIH! NI RIESIERPINE 

"Nddtll~I #fiNJd.:ti~/ 
I PHARHAFAIR 2StG,0.12!itG 
RIESIERPINE AND HVDROCHLOROTHIAZIDIE 

~~~ l~lt.M~I ~flJi:~1-~ 
I BARR LAIS 2stG;0.12!itG 
I !SOH9JO.l2!itG 

HYUQCHLQRQTIH;AZ!Q! I SflBQNDLACJM 

raun ORAL 

IW 
I LEDERLIE LAIS • 2SHS;2K 

HYQRQCHLQRQTHJWP§2 IBIWEBEtf! 

CAPSULE; ORAL 
DPMIRPJI MP H'dMP'\WMWP! 

M VlTAIUNE ll.t5;~ 

T8LET; ORAL 
HAXZIDIE-2!itG 

HYLAN PHARHS 21MG}37.5HGIII 

D'Pffl'QPJI MP H'dMP'\WMWP!I 

ltW!tl.tlddtl 
Na542l 001 

~~m,~i,1~ 
tw.580 001 
tw.579 001 

/N,i-ttlddtl 
N875ll 001 

N71737 001 
FIEB 12, lMI 

Nl9129 003 
HAV 13, lMI 

• 
• 
• 
• 

CORD LABS im:t!UlltP N720ll 001 
JUN 17, lMI 

DANBURY PHARMA Dt:!i•lltP N7l969 001 
APR 17, lMI I JAN 15, 1988 

PAR PHARH Dt:!i•lltP N72337 001 
HAV 11, lMI 

CNANTUH PHARHCS 9m •lltP N7l 980 001 
APR 17, lMI I FEB 01, lMI 

>..BL>. 
>.AmL> 

MATSON LAIS 9t:!i;l21!,iN N7185l 001 
NOY 30, lMI 

33 

HVDRQCQRJISQNE 
CREAH; TOPICAL 

lffilROCORJl!lllONI 
ll NASKA PHARMA 

ll 

ma 
.LSN 

N89706 001 
HAR 10, 1988 

N89682 001 
HAR 10, IMO 



RX DRUG PRODUCT UST/ CutlULATIVE SUl-lPLEHENT NUMBER 11 / JAN'88 • NOV'88 31t 

HVQROCQRTISU 
CREAH; TOPICAL 

UXD!lOCORJl!!IOM 
il NHC LABS 

lD'PUJP: 
il SYOSSET LABS 

/Ml l~~t.<UI 

LOTION; TOPICAL 
IUA-tte 

il BETA DERH 

il 

OlNMHn TOPICAL 
Wi ~~DROCORTUOHU 

~if>iVM#M/ 
AI CIH PHARMA 

IUDROCORt:tSONI 
AI ~A PHARMA 

TMlUl ORAL 
IIVOROCORTISONE 

JUI ld1'.~lt~~~I 
I BARR LABS 

ll 

~ 

IW 

~ 

~ 

~!~tu 
ll 

~ 

#I~/ 
lOHQ 

N87795 001 
HAY 03, 1983 

N87427 001 
APR 04, 1988 

,J~n1,iU!~ 
N89495 001 

JAN 25, 1988 

N89705 001 
APR 25. 1988 

~:1~1~1~,,1~ 
NltO'tll 002 

11189104 001 
HAil 10, U8t\ 

/tll,J~j~fldtl 
N839H 001 

twQROCORJISMi tl!fflCJN §ULFAJE: pm;MtXJN I §UlfAU 
SUSPENSION/DROPS; OPHTHALMIC 

ffllllMYGJH Ml NL:n,nmt I Mf'AIR Ml m ............. 1:gm1 
AI STERIS LABS ~•El 3.H BASE/MU 19 •AA9 WXJSmUI& 11162874 001 

HAY 11, 1988 

\D'QROCORUSU NSHilE 
CREAM; TOPICAL 

HYPftOCOBUSU ACETATE • PBAMOXJW: tlYQftOCHLQRIQE 
AEROSOU TOPICAL 

IPJl:'.OM 
il REED a CARNRICK u.~ N86457 001 
~I ACIJ'AH 1" M P9WIMRfl HQ&. 1" 

Al COPLEY PHARM ll•~ N89"0 001 
HAY 17, 1988 

HVDRQCQRT!SQNE ACETATE; UREA 
CREAM; TOPICAL 

MBH9t. HR 
il SYNTEX LABS ll;~ 

UXQROCOBJflOH\E MUAJI 
il THAMES PHARHA ll;~ 

HYPftOCORJISff BUJ'YRAJE 

il 

1'fflff~~~t~I 
~ 

il CHEN UBS 

HY.D.BQ.Ft,UMETHIAZIDE 

TABLET; ORAL 

,~.:J'/.1 

!L,.L:'.M 

IW "J&~11 
/d~iltJ/ 

a BOLAR PHARM SOMG 

>...BIL> HYPRQXVPRQPVL CELLULOSE 

>..ARJL> 
>..ARJL> 
>..ARJL> 

INSERT; OPHTHALMIC 
lACRISERT 

HS&D RES LABS SMG 

N80505 001 

N89472 001 
JUN 13, 1988 

Nl9116 001 
FEB 25, 1987 

u,~~1~1%Ul~ 
Nl9819 001 

OCT 15, 1988 

,~~:1%1:1~ 
N8803l 001 

APR 06, 1983 

N18771 001 

1'11 lW ,~~11~ffl~ 

3 <j 



RX DM.18 NODUCT LIST I C\NM.ATIVI UPLIHENT NUHIN!R U I JAN 1N - NIW'N 31 ~-~- mJNAMIUI lUDROClll,,QIID.1 

INJECTAII.EJ INJICTION TMLEn ORAL ,w,,_,.., 
fl~ IUIAJil.J ,~Jl}iipl~ ia ~ll!1ii:H IW lft'tlll'J ,A,,t,f&~ 1-,w,i~~l~lJ.I 

8 U!IM!RI.E UBS lOHG N86269 001 
I Al.TANA 2NIHL N87U3 001 a HHS N86267 001 

AN Ht 1982 a SOHG N86268 001 a IONGIHl N87U3 002 ,,.,AWilll/ AN 20, 1982 jJI ~i1=~i~~11~ SYUJ ORAi. 11 li@UiH,~ll ~- I~ PHARHS lOHG N83827 001 
M MASKAMUIIM lf,ltfi(.ft,N N887U 001 a 2!iHG N83827 002 

HD 03, 1988 a 50HG N83827 003 

TAIi.En ORAL -- ltl!IW m-iu mcYCM:mJ,I!I; • HALSEY DM.18 Ul9I N89366 001 
HAY 02, 1988 ,, •• ,itl{tld~~~ • .w.. N89ll7 001 
HAY 02, 1988 ld,~~:f~{ffl~ a Htl!N N89396 001 
HAY 02, 1988 

INJECTMLIEi INTRATHECAL 
INDIUM IN•lll OXYWINOUNIE 

JMWD AHERSHAH lHCI/111. N19044 001 

TMLIET; ORAL 
DEC 23, 1985 ---a Al.RA LABS !.UlP N1l051 001 INDOCYAl::IUI SBHN 

AUG 11, 1988 
a ~ N1lOS'9 001 INJECTABLE; INJECTION 

llUG 11, 1988 CARDIO-GREEN • ~ N1l%S 001 I 8-D MICROBIOL SYS lOHG/YIAl NllS25 003 
AUG 11, 1988 2!iHG/VIAL NllS25 001 

:m.ntfllH a 40HG/VIAL Nll52S 004 • HALSEY DM.18 ~ N7U37 001 SOHG/VIAL NllS25 002 
FEB 05, 1988 ,~~~t~/j/dl'JtV ~~I~~~ ~~n:~:~:1:1 • INYAHED !.UlP N72064 001 
JAN 14, 1988 • i!!!!P N72065 001 
JAN 14, 1988 INl)()NEJJIACIN a ~ N71938 001 
JAN 14, 1988 CAPSULE; ORAL • NEDICOPHARHA ~ N71644 001 IHDGMmtAml 
FEB 01, 1988 • NOVOPHARH .w.. N71342 001 a NIVATE ffll.nB ~ N72300 001 APR 18, 1988 
JUL 01, 1988 • a:.p N71343 001 a NU:PAC PHAM U9!P N71964 001 APR 18, 1988 
FEB 01, 1988 

J_;-



RX DRUG PRODUCT LIST/ CUNULATIVE SUPPLEHENT NUMBER 11 / JAN'88 - NOV'88 36 

INQOHETNACIN IRON PEXJRAN 
CAPSULE; ORAL INJECTABLE; INJECTION 

DtOOMrmwmt 

IIJJ "1'HIY M VITARINE ll!SN N717ll 001 lff~dj~ l~'J..16.d'J I ddtl 
JUL 05, 1988 a FISONS EQ .!iOHG IRON/ML Nl7807 001 

M st§N N71712 001 
JUL OS, 1988 

• ISQETHARINE HVQBQCHLQRIQE 

INSULIN PORK SOLUTION; INHALATION 
U9ffllAUHI t:mb 

INJECTABLE; INJECTION >...!!!IL>~ DEV LABS ~ N87390 001 

u~~1~~, ll9mtAUHI t:mli 11!1: 
lf.ddl~tt6Mt.l /~t.1~-jtf d!,J.I >...!!!IL>~ DEV LABS ~ N89817 001 

IlETIN I >...!!!IL> NOV 22, 1988 
LILLY 500 UNITS/ML Nl7931 001 >...!!!IL>~ ~ N39818 001 

>..AruL> NOV 22, 1988 
>..!!!!L>~ 0.17~ N89819 001 

IOHEXQL >..AruL> NOV 22, 1988 
>...!!!IL>~ ~ N89820 001 

INJECTABLE; INJECTION >...!!!IL> NOV 22, 1988 
>..!PL,> OHNIPAU 140 
>..!ll!L> STERLING DRUG 30.2~ Nl8956 005 
>..!PL,> NOV 30, 1988 ISONIAZIQ 

OHNIPAU 180 
/~l~tt~ttr$/~I 1"'6.:dt.l 

ld,~~,:11,~iM 
INJECTABLE; INJECTION 
~p 

STERLING DRUG 38.V. Nl8956 001 A! QUAD PHARHS lQQMG/MLII N89816 001 
DEC 26, 1985 OCT 28, 1988 

HYPRARP 
A! SQUIBB lOOHG/HLII NCl8662 001 

IQIHAL~TE !:l§LY!:!INE 
TABLET; ORAL 

SOLUTION; INTRAVESICAL 7J~ CVSTO-CONRAY II IW /Jjddd/ l~.d~~.d/ddU 
MALLINCKRODT 17.21. Nl7057 002 a DOH PHARHS 300HG N80330 002 

LAHPPQ 
SOLUTION; INTRAVESICAL, URETERAL M LANNETT 300HGII N89776 001 

CYSTO-CONRAY JUN 13, 1988 
MALLINCKRODT 431. Nl7057 001 ,~,:~,~~,#/ ISOSOR~IDE QINITRATE 

1~Z~t~~fl /{+j'/./ /~·J:J.df,'Jldd'J./ CAPSULE, CONTROLLED RELEASE; ORAL ,~:~~-}~' DILATRATE-SR 
l'J.'J.:if./ /~'J.'J.df,'JlddU BC REED & CARNRICK 40HGII Nl9790 001 

SEP 02, 1988 
ISORDIL 

BC HYETH AVERST LABS 40HGII Nl2882 002 
JUL 29, 1988 

36 ... 



RX DRUG PRODUCT UST/ C\IU.ATIYE SUPPLEtENr NUl18ER 11 / JAN'88 - NDV'88 37 

IS"MlllJPi PJNIJBATE ISQSDDIPi QINIJRATE 

TABLETJ ORAL 
TABLET, CONTROLLED RELEASE; ORAL 

IWRL ISORDIL 

• NYETH AYERST UIS .. N12093 007 NYETH AYERST LABS 40IQ m.zeez 001 
JUL 29, 1988 JUL 29, 1988 

a 111.1P N12093 002 
JUL 29, 1988 

• DIP N12093 006 ISl;TAMil'jE IJlDROC!:IIJmlf2i 
JUL 29, 1988 

• UtP N12093 005 INJECTABLE; INJECTION 
JUL 29, 1988 KIQ'ALM ,... N12093 001 e PARKE DAVIS ii J.!m!e Wll& Nl6812 001 
JUL 29, 1988 e i!Soteft!Sl& N16812 002 

aPl'r-1 Ill.RIND e ii 3.R!m!e IUialL Nl6812 003 

• 8Amt LABS UlP N87564 001 ~ 
SEP 18, 1986 e WAD PHARHS ii J,!m!e 8ASEml,M N71M9 001 

• CORD LABS .. N86221 OM APR 11, nee 
JAN 07, 1988 e Ill SotC IUil&N N71950 001 

• DIP N86223 001 APR 11, 1988 
JAN 07, 1988 e ~ N71'51 001 

Al 1!ltP N89367 001 APR 11, 1988 
APR 07, 1988 

• DMIMIY PIIARHA .. N86034 001 
JAN 06, 1988 LACTUU>SE 

• in, N86032 001 
JAN 07, 1988 SYRUP; ORAL 

• PAR PHARtl SP N87946 001 '"' ,~,-,if,~, JAN 12, 19" IIJ.WJ.WJ lttJ.:1,~1/d,tt 
CHROHULAC 

TABLEn SUBLINGUAL y HERRELL DOH 10Gt1115t:JL• Nl78M 001 

m eotfml.AC 

• NYETH AYERST UIS LIP Nl294C 004 y ALRA UBS lOGH/lSM!,.114 N7105't 001 

JUL 29, 1988 
JUL 26, 1988 

Al .. Nl2MO 003 cmm\lLOSIE 
JUL 29, 1988 y BARRE NATt 10Gt1tlSMUI N70288 001 

Al Jj!p N12MO 005 
AUG 15, 1988 

JUL 29, 1988 I.ACffl!WII 
y t1Y K LABS lOGH/lSMl.114 Ni'l641 001 

Al 1!HS N87545 001 SEP 22, 1988 

SEP 18, 1986 '"' l~~'/.1.tit/t.~dj/ l'IJ'Wdl:J.dd'1 ,~,.,~u,~~,., 
Al CORD LABS Li!9I N86225 001 

FEU 19, 1988 SYRUP; ORAL, RECTAL 

Al im- 1-486222 001 CIEPl'IJLAC 
FEB 19, 1988 y MERRELL DOH 10Gt1tl5t:1L N176.57 001 

g D~Y PHARMA Li!9I N86033 001 CHOLAC 
FEB 26, 1988 y ALRA LABS 10G11115t:1L1111 N71331 001 

g a N86031 001 JUL 26, 1988 

SEP 29, 1987 IEHULOSIE 

M BARRE NATL lOGWlSMUI N71.548 001 
AUG 15, 1988 
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RX DRUG PRODUCT LIST / CIHJI.ATIVE SUPPLEl'IENI" tueER 11 / JAN'U - NOV'U 31!1 

1,ACWl,OSE LEVONORHEBl~i 1:me1ma1tK mnm&HIJmHI 

SYRUP; ORAL, RECTAL INJECTABLE; INJECTION 

flHIRLAD !.QLNADI Ill l,IIMIHORDIFDN 

M HY K LABS lO§WlfflUI N71842 001 Al! ASTRA PHARH PRODS Q,Q!if:IGll1Limia N89.H7 001 
SEP 27, 1988 APR 14, 1988 

wm,a.ou 
M KALI DUPHAR 10ffl/1M Nl7906 001 

LJm:lt&ltK UXDROCUIJmlRE 

l,IUCDWAIIt:I li&L&IW INJECTABLE; INJECTION 
a.noeA'ffl!I ,SL 

lNJECTA8LE; INJECTION 6! ABBOTT LABS ~ N89362 001 

~ MI..C!Dlt 
MAY 25, 1988 

6! BEN YEMIE LAIS ii HB BASEC!IAUI N89717 001 ~I ltt.~/ ~I lj~}~1ti~ MAR 28, 1988 

a JNY'L PHARH E!i1 ~ BASEmtJII N89352 001 a LE1111CN 11. N83627 001 
JUN 01, 1988 a 21. N83627 002 

II. Ii 56 IW~JAUI N89353 001 
JUN 01, 1988 

6! LEDERLE LABS E!! It§ 118ml. N08107 001 LJNCOMYlilU UXRB~UIJmlUI 
ae H HBIWalAUI N08107 004 

MAY 23, 1988 INJECTABLE; INJECTION 

6! &UAD PHARHS El HB 1ma1a1. N89636 001 mpgf 
DEC 24, 1987 6! UPJOHN Ii JRB l&Hm!. N50317 001 

u:tmfla! ,SL 
AP. WAD PHARHS II Hmi ll§lml.N N6278't 001 

Ll!al!GARNlIIUI 
HAR 14, 1988 

SOLUTION; ORAL 
MIJDI USXNQPBIL 

M SIGMA TAU lWlOHUI Nl8941!1 002 
APR 27, 1988 TABLET; ORAL 

YRAffll f!'.INYIL 
M KENDALL l'ICCWI lWlOHL Nl9257 001 g HS&D RES LAIS - N19558 001 

APR 10, 1986 DEC 29, 1987 
g U!R N19558 002 

DEC 29, 1987 

l,l!VQDDPA g um N19558 003 
DEC 29, 1987 

CAPSULE; ORAL zm:111, 

1.l'mft~-, 
g IHPIERIAL CHEl'I ms- N19777 001 

a1~ ~1~:~~,1~ 
MAY 19, 1988 ,~ g UIP Nl977? 002 

I~ Bl lt'-,.~~'(.d ~,it MAY 19, 1988 

a ICN PHARHS !OOHS Nl6941!1 003 g .utP Nl9777 003 

a 250HS Nl6941!1 l'IOl MAY 19, 1988 

I &Oot'S Nl6941!1 002 

?Y 
{lifU~AV Ad0j lS39 



RX DRUG PRODUCT LIST/ CUHULATIYE SUPPLEMENT NUHBER 11 / JAN'88 - NOl/'88 39 

IJ2!1RAMIH lr!ll-!H.QBIRI HAPROTXLXNE l:f!'.DROCH!JmXllE 

,,11r~' TABLET; ORAL 
HAPIROTJ:!,;IHIE HCI, 

)Rf#~/fztll,JW./ /Jff(;/~t/ ,~~H11:i~:~~ M AM THERPTCS ll!P N72129 001 
JAN lct, 1988 

a JANSSEN PHARMA lHG/SML N19037 001 M SOMGR N72130 001 
JUL 31, 1984 JAN lct, 1988 

M Z5!:P N72131 001 
JAN lct, 1988 

LORAZEPAM ~.I HYLAN PHARMS ll!P N72284 001 
OCT 03, 1988 

TABLET; ORAL M SOMGR N7228S 001 

LOftAZIPAtf OCT 03, 1988 

M CORD LABS .!L.2§11 N71193 001 M H.1:§n N72286 001 
APR 15, 1988 OCT 03, 1988 

M 1!:!§11 N7119ct 001 M l'IATSON LABS ~ N72162 001 
APR 15, 1988 JUN 01, 1988 

M .2!:§81 N7119S 001 M SOMGR N72163 001 
APR 15, 1988 JUN 01, 1988 

61 HARNER CHILCOTT 1!:!§11 N71038 001 M H.1:§n N72164 001 
JAN 12, 1988 JUN 01, 1988 

61 .2!:§81 N71039 001 
JAN 12, 1988 

rffiCLXZXNE HYDROCHLORIDE 

Lmgextm scxum TABLET; ORAL 
.lHT1VERT 

CAPSULE; ORAL M ROERIG ~ Nl0721 001 
LOKAm:tl !!IUCCDIAII JAN 20, 1982 

61 l'IATSON LABS E! 2§ IA§En N72204 001 t!Et:1 XD-H!ii ~ ,- ;. 
JUN 15, 1988 M PAR PHARM 50MGR N89674 001 

61 E! 16 !!&§EN N7220S 001 MAR 31, 1988 
JUN 15, 1988 

M H ~2!z lA!iE• N72206 001 
JUN 15, 1988 r,ECLQFENAMAIE ~IIM 

M H 5!2!S l!§E• N72062 001 
JUN 15, 1988 CP,PSULE; ORAL 

MMUAHI MIECI.OFIEHAMATI !!IODR,! 

M LEDERLE LABS H 2!z l&§E• Nl7525 001 > ADO > M CORD LABS i! 5!2!S i!Agas N7:z262 001 

M EQ l!l!S H!ii• Nl7525 002 >...!QD..> NOV 29, 1988 

M H ~6 H§Eas Nl7525 003 > AOD > g i! J.OO!j§ !!ASEn N72263 001 

M H li2f!i lila§En Nl7525 OOct >...!QD..> NOV 29, 1988 
M PAR PHARM EQ SOMG BASEIII N72077 001 

MAR 10, 1988 
M EQ J.OOMG ftAS~• N72078 001 

MAR 10, 1988 
M PHARM BASICS H SO!j§ ftASEIII N7l007 001 

MAR 25, 1988 
M EQ l!20!S IA§EIIC N71008 001 

MAR 25, 1988 

39 



R>C DRUG PRODUCT LIST/ ClHJLATIVE SUPPLEMENT tUBER 11 / JAN'88 - NOV'88 40 

lCCLRfENAHATE §2RJ!.!tt HEPROBAHATE 

CAPSULE; ORAL TABLET; ORAL 
tl1!2WE11MHAII !IIODDl4 >Jll.L>/W "j•J,Al#rV M YlTARINE E!i im:& HH• N71710 001 ,~ /~'J.V..1!t1'd/tl 

JUN 15, 1988 >-621L> a STANLABS PHARH 't00!1G Nl't474 004 

M Eg l!Zm:& IW• N71684 001 
JUN 15, 1988 

HESTRANOL i NQRETHINDRONE 

tlEEENAHIC ~IIZ TABLET; ORAL-21 
gmmt l!B~H 

CAPSULE; ORAL M SEARLE PHARHS JL.!l6 ;Jtlill N71539 001 
l!IEIDWIIO AID APR 12, 1988 

M YITARINE llmP N72179 001 m!mmtDROHI am! tll!ll'l"IAHOI. 
APR Zl, 1988 M HATSON LABS .!L.tirS ;Jtlill N70758 001 

fOHITII. JUL 01, 1988 

M PARKE DAVIS PR llm:li Nl5034 003 
TABLET; ORAL-28 

m!mmt lll~&I 
tlEiHDmL ~IDB M SEARLE PHARHS .!L.tirS; l!P N71540 001 

APR 12, 1988 
TABLET; ORAL HOHfflDIHOHI am! ftl!ll'l"IAHOI. 

l!l&DIIIIOI, MII&I!I M HATSON LABS .!L.tirS;lfP N70759 001 

M PAR PHARH lltP N7Z42Z 001 JUL 01, 1988 
AUG 08, 1988 

M !!m!iN N7Z4Z3 001 
AUG 08, 1988 lCSIRANQLi NQRED:!VNOQBEL 

TABLET; ORAL-20 
t!EPENZQI.AJE BRmQ;DE 1w Wtu ,~,,w /~'J.dj1f>1'd!tl 
11;~,rdf'N'.I 

a SEARLE 0,075HG;SHG Nl0'976 004 

"4~~-,.ttfd(J,3/ #~l~tl /~'J.~11/dlJ/+/ ,w"M Jt:JIIA.(l,;J/JA/ /~'J.djif>l"f>I 
a MERRELL D0N 25HG/5ML Nl0679 004 a SEARLE 0. lHG;2. 511G Nl0976 006 

t!EPRQM1ATE HETAPB2JERENOL 11.!LEAIE 

SOLUflotU INHALATION 
AWPW 

IW /rQJ.'j'J.jl~/ lflffiW /~'J.-d1#"U Ali BOEHR INGEL ~ Nl876l 002 

a HALLARD 400!1G Nl.5072 002 OCT 10, 1986 

IW ,~,-~1~~, IIJIMI ,~Ji''-'!i~~ 
HX-ml 

Ali DEV LABS s N70805 001 

IW /WM/ ,~~,1,~~~~ 
AUG 17, 1987 

iii PHARH BASICS ZOOHG N87825 001 
HAR 18, 1982 

a 400HG N87826 001 
HAR 18, 1982 

yv 



RX DRUG PROl>UCT LIST/ CUfJLATIVE .,uppLEMENT NUMBER 11 / JAN'88 - N0V'88 41 

t!iI61!B2IEBEt!ZL IYbEAIE METHADONE HYDROCHbORIDE 

SOLUTION; INHALATION CONCENTRATE; ORAL 
PU•WJI ME'IHADOHE 

AH DEY LABS ~ N71786 001 M MALLINCKRODT lOMGIMI.JI Nl7116 002 
AUG 05, 1988 ME'IHADONE HCL Dff!EH!IOL 

AH 0.6?. N70804 001 M ROXANE LABS lOMG/MI.JI N89897 001 
AUG 17, 1987 SEP 06, 1988 

0.33%n N71806 001 
AUG 05, 1988 

0,5%n N71805 001 METHIXENE HYDROCHbORIQE 
AUG 05, 1988 

tlUAPROTDl!l!l. IYI.EAII /11.dt.tfJI~#/ 
AH ARHOUR PHARH ~ N71275 001 1

1'~~~t,t/t.A~:J/ JUL 27, 1988 /Jr',¢/ lt-lJ~/+#,/MJ./ 
Alf 0,6%n N71018 001 a DORSEY LABS !MG Nl3420 001 

JUL 27, 1988 
IW ldt'//fJ.dj/ /~ti 

IA~ii1:1i:!}~ HETHOCARBAMOb 
IW /tu IA~/;tjji~~}~ TABLET; ORAL 
Alf HV K LA&S ~ N72190 001 MIE'THOCARBAMOL 

JUN 07, 1988 /'1~/ MA~~/J.'JjY Ii~! /t-1/,/+/+M,/.6,J/ 
Alf PACO RES 0.4%n N71855 001 a BARR LABS 500MG N84488 001 

JUL 14, 1988 
AH ~ N71726 001 

/t1eft'i6r~exi.#./ JUL 14, 1988 

SYRUP; ORAL ,.,,~l~Ji~~~tl ~ SH ~,w /tJ~~MRfrV l'IJM~JJ /;J,,11:1,1j~~ lt.t~t~ttlt.A~:JI 11..:~f',¢/ lt1.d~.6~~/ ~.6# 
>.Jll.L.> 
>..!mL> PROMEIA 
>..!mL> M t«JRO PHARH 1QMG/5Mb N7Z023 001 METHOTREXATE SODIUM 
>..!mL> SEP 15, 1988 

INJECTABLE; INJECTION 
TABLET; ORAL HETHOTREXATE 

AWPINT LEDERLE LABS EQ lGM BASE/VIALN Nll719 009 
M BOEHR INGEL lOMGIS N15874 002 APR 07, 1988 
M 20MGIS Nl5874 001 HEfflOTREMATE SOD~ 

t!EI&Pmnni. IYI.EAII A!! PHARHACHEHIE E~ 2:!!MG BA§E/MbN N89158 001 
M AH THERPTCS J.!LHGN N72054 001 JUL 08, 1988 

JUN 23, 1988 
M 20HGN N72055 001 TABLET; ORAL 

JUN 23, 1988 METHOTREXATE 
M PAR PHARM lQMGN N72024 001 LEOERLE LABS EQ 2.SHG BASEIII N08085 002 

JUN 28, 1988 
M 20HGN N72025 001 

JUN 28, 1988 11ETHOXSALEN 
M PHARH BASICS lQMGN N71013 001 

JAN 25, 1988 CAPSULE; ORAL 
M ~ N71014 001 

,~~,
1~11~~~,~Mf~;J/ JAN 25, 1988 IJ.dl'i¢/ 1t1,~,(+6/~~J/ 

L/ I 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 42 

HETHOXSALEN METHYLPREDNISOLONE 

CAPSULE; ORAL TABLET; ORAL 
8-HOP MEDROL 

ELDER PHARHS lOHG N09048 001 AB UPJOHN 2411GJ1 Nlll53 005 
AB ~ Nlll53 006 

METHYLPREDNESOLOHI 
HETt!Y!;;LOTHIA?;ID!i AB HEATHER DRUG 4MG N85650 001 

]if,! /~/ /~f,~~$.6/ ~.6U 
TABLET; ORAL AB PAR PHARM lit:12'1 N89207 001 

METKYCI.OfflrAZEDI APR 25, 1988 
.Y CORD LABS 2.SMGN N89835 001 AB ~ N89208 001 

AUG 18, 1988 APR 25, 1988 
a ~ N89837 001 AB ~ N89209 001 

AUG 18, 1988 APR 25, 1988 

ttl;Tt!YLDOPA METOCLOPRAMIDE HYDROCHLORIDE 

TABLET; ORAL INJECTABLE; INJECTION 
ME'l'tn"LDOPA METOCLOPRAHIDE HCL 

a CORD LABS 1?51'16111 N71700 001 > ADO > AP DUPONT CRI CARE EQ }OMG ~ASE/2ML81 N70847 001 
MAR 02, 1988 >_AfllL> NOV 07, 1988 

.Y HALSEY DRUG }25MGII N71751 001 AP MAURRY BIOL EQ lOMG BASE/2MLN N70892 001 
MAR 28, 1988 AUG 26, 1988 

a 25011Gal N71752 001 
MAR 28, 1988 SYRUP; ORAL 

.Y ~ N71753 001 METOCLOPRAMIDIE HCI, 
MAR 28, 1988 !! BARRE NATL Ei it§ ~A~E/~L• N71340 001 

!!l SIDHAK LABS }25MGII N72126 001 AUG 18, 1988 
JUL 07, 1988 

g 250MGII N72127 001 TABLET; ORAL 
JUL 07, 1988 ~ 

g SOOMGn N72128 001 g QUANTUM PHARMCS EQ 5HG BASEn N72384 001 
JUL 07, 1988 JUN 02, 1988 

METOCLOPRAHIDE HC!:, 
g SIDMAK LABS EQ 10!:!§ BA~E• N71250 001 

HETt!YLPH!;NIDATE HYDR~HLORIDE FEB 03, 1988 
REGLAH 

TABLET, CONTROLLED RELEASE; ORAL g ROBINS EQ SHG BASEN Nl7854 002 
t!EThYltFtlffllDaiii t!ilt HAY 05, 1987 

M MD PHARH .?.,OMGn N89601 001 
JUN 01, 1988 

f!:lmL'ltMIR HETOCURINE IODIDI; 
y CIBA PHARM 20MGn Nl8029 001 

MAR 30, 1982 INJECTABLE; INJECTION 
METOCU!mfE :EODlli 

AP QUAD PHARMS 2MG/MLII N89443 001 
JUN 01, 1988 

Mmnmtl XODXDE 
!f LILLY ?MGIMLII N06632 003 

L/2 TTBYIIV~V AdO~ 1.S~r 



11UQLAZM 

TABLET; ORAL 

RX DRUG PRODUCT LIST/ CUHUt.ATIVE SUPPLEHENT NUMBER 11 / JAN'88 • NOY't8 

HQBPHJNE SVbEAI~ 

>..!RL> 
>..Alm,_> 
>-6lm,_> 
>..Alm,_> 

'~•ti 
H\'KROX 

FISONS 

HETROOQAZQLE 

GEL; TOPICAL 
HETROGEL 

CURATEK PHARHS 

Id.:~/ 

0.5119 

0.75i!lil 

HEZLQCILLIN SODIUM JfflOHYPBm 

INJECTABLEI INJECTION 
HEZLIN 

MILES PrtARH 

HJNQXIDIL 
SOLUTION; TOPICAL 

ROGAINE 
UP.JOHN 

TABLET; ORAL 
tm@UL 

M WANTUH PHARHCS 

HIHOICffl:L 
>..!RL> M PAR PHARH 
>..Alm,_> 
>..Alm,.> M 
>..Alm,_> 

tl!IlMfCIN 
INJECTABLE; INJECTION 

HUTAHVCIN 
IBRISTOl HYERS 

EQ 20Gl18ASE/Y!ALN 

EQ 20Gl1 IBASE/YIALN 

2:1.M 

.LiP 

.LiP 

~ 

40MG/VIALN 

,J9~1,1,~Ul~ 
Nl9532 001 

OCT 30, 1987 

NU737 001 
NOY 22, 1988 

NS0549 005 
MAR 02, 1988 

N62372 004 
MAR 02, 1988 

Nl950l 001 
AUG 17, 1988 

N721S3 001 
JUL 13, 1988 

N7l826 001 
NOV 14, 1988 

N7l839 001 
NOY 14, 1988 

N62336 003 
MAR 10, 1988 

l/ 3 

INJECTABLE; INJECTION 
MOBPKINJ IYbfAII 

!e ABBOTT LABS O,SMG/MUI 

e ~ 

TABLET, CONTROLLED RELEASE; ORAL 
MS CONTIN 

PURDUE FRDRK 60MGN 

NAFCILLIN SODIUM 
INJECTABLE; INJECTION 

HAFC:JLLXH SODM 
!e MARSAM PHARMS 

e 
e 
e 
e 

NAFTIFINE HYDROCHLORIDE 
CREAM; TOPICAL 

NAFTIN 
HERBERT LABS 

NALIDIXIC ACID 
TABLET; ORAL 

HAL:EDWC ACED 
M DANBURY PHARMA 

M 

M 

EQ SOOMG BASE/YIALN 

EQ lGM 8ASE/YIALN 
EQ 2GM BASE/VIAL• 
EQ 4GM 8ASE/YIALa 

EQ lOGM 8ASE/VIALa 

EQ l.SGM BASE/YIALN 

li!M 

250MGN 
JUN 29, 1988 

SOOMGN 
JUN 29, 1988 

~ 
JUN 29, 1988 

43 

N7l849 001 
MAY 11, 1988 

N71850 001 
MAY 11, 1988 

Nl9Sl6 002 
APR 08, 1988 

N62844 001 
OCT 26, 1988 

N62844 002 
OCT 26, 1988 

N62844 004 
OCl' 26, l98S 

N62844 005 
OCT 26, 1988 

N63008 001 
SEP 29, 1988 

N62844 003 
OCT 26, 1988 

Nl9S99 001 
FEB 29, 1988 

N71936 001 
JUN 28, 1988 

N72061 001 
JUN 28, 1988 

N71919 001 
JUN 28, 1988 



R>C DRUG PRODUCT UST I cuttULATIYE SUPPllEH!NT tUDl:R 11 I JMl'A • NO\l'A " 
HAI.OXONE HXDROCHI.DBJH W:IlmEl,!HHD>lH a t.W.BmcmIAI.UtB 

INJECTABLIE; INJECTION CAPSULEJ ORAL 
IMUINONI mu. ~ 

Ae DUPONT CRI CARE o.,matua N71083 001 M NORHlCH EATON utS N16620 001 
JUL 28, UA M l!Wm N16620 002 

Ae J!:Slm.N N710M 001 Nml0f\NNJ'91H ~IIIAI.Lal 
JUL 28, HM M BOLAR PHARH imP N70248 001 

Ae J!:Slm,N N71311 001 JUN 24, 1988 
JUL 28, 1988 M l!WmN N70249 001 

Ae ELKINS SI~ o, OfflG/HLN N712'12 001 JUN 24, 1988 
HAY 24, 1988 

Ae J!:Slm.N N71273 001 
HAY 24, 1988 NIUQGl.'ltHJH 

Ae 1tS4tUI N71274 001 
HAY 2'+, 1988 INJECTABLE; INJECTION 

Ae J!:Slm,N N71287 001 Nn'lllOQl,DDDI 
HAY 24, 1988 6! LUITPOLD PHARHS ~ N71492 001 

.e INTL H!DTN SYS ltl§lW.N N72076 001 HAY 24, 1988 
HAR 24, 1988 6! ~ N72034 001 

Af 1tS4tUI N7211S 001 HAY 24, 1988 
APR 27, 1988 

.e HARSAN PHARHS Q,M!li(Ml,N N71811 001 OINTH!NT; TOPICAL 
JUL 19, 1988 NITROGLYCERIN 

ALTMIA 2~ N87355 001 
JUL 08, 1988 

UJTROFURANrolN 

1~tift~w NJZAJIDitB 
,~~,~ 1,#fi1 /N/.t!,l~lddtl CAPSULE; ORAL 

a BDl AR PHARH !SOHG N84326 001 Al<ID 
ltd#fil lt$1.!t'Ji~ldd# LILLY lSOHGN Nl9508 001 

a lOOHG N84326 002 APR 12, 1988 
300HGN Nl9508 002 

TABLET; ORAL APR 12, 1988 

IW ~ IIM1/sl lt$1.d/t!tj/ddil 
a BOLAR PHARH lOOHG N80447 002 NQBIBJPD'l.itB ID'PBm:HLORJQE 

CAPSULE; ORAL 
NITROFURANTOIH &iUtl AYENTVL HCL 

ID LILLY EQ lOHG BASE Nl4684 001 

IWf/MiUJlf.tUt~ftfN 8D EQ 25HG BASE N14684 002 

It.JIU.~/ ltMtd#f;/~tl'JtlJ.I ltl#!td#"tl ~=~~ ~,z~1~1~,~ ~~}~i~~,,~~ 
a NORHICH EATON EQ 180HG USE/VIAL Nl2402 001 PAH!LOR 

ID SANDOZ PHARHS EQ lOHG BASE Nl8013 001 
ID EQ 25HG BASE Nl8013 002 

~,~~ ~,z~1~,~,~ ~~}~'}'~,~~~ 

L/ l/ 



RM DRUB PRODUCT LIST ✓ CUIU.ATI\I! SUPPLEMENT Nt.NN:R :U ✓ JAN'U • NtW'U 45 

N'fSIAUN mcmpm 

CREAtO TOPICAL CAPSULE i ORAL 
mmm NIINa 

At NASKA PHARMA lQlhOQO lfflrstGtJII NHM9 001 M AH THl!RPTCS 1D.tiP N7195!5 001 
J\N 13, UM HAR 03, 1988 

M 12P N71956 001 
SUSPl!NISiotU ORAL HAR 03, 1988 

ffi'HAJIH M U!9I N719!i7 001 
M THAHES PHAfflA 2Sllh9M lffllSIHW N62876 00:\ HAR 03, 1988 

Fll:8 H, 1988 >..,OL> M IARR LADS 10.li N70957 001 
>..,OL> AUG 10, 1987 

M 1ltli N71025 001 
ocTHm:111 ACEim AUG 10, 1987 

M llm N71026 001 
INJICTMI.U INJICTIQN AUG 10, 1987 

SANOOSTATIN >.JU.L> Id,/ 1t,t't#1 ,~~i1j11i!iJ~ SANDOZ PHARHS H O .OSHG BASE/ffl.88 Nl96'7 001 
>.JU.L> Id,/ OCT 21, 1988 It~/ ,~~A~1'-~~~i~ Efa O. J.HS BASE/ffl.88 N19667 002 

OCT 21, 1988 ,_,, ,,~, ,~1i~,,~~,}~ EQ O.SHG BASEIHUC Nl9667 003 
OCT U, 1988 M CHELSEA LADS llt:P N71661 001 

HAR 02, 1988 
M 12P N71662 001 

OXACILLll!I H.H!.I HAR 02, 1988 
M ~ N71663 001 

INJICTMLEi It.JECTION HAR 02, 1988 
IMP'mR" M CORD I.ADS 1D.tiP N71813 001 

A! 8EECHA.'1 LADS 11;§1 lD.lm BASEaJ:AL N61334 010 APR 19, 1988 
mw:ELI.IU 9IIDml4 M 12P N71756 001 

A! HARSAH PHARHS 11;1 un 18Hma..- N62856 001 APR 19, 1988 
OCT 26, 1988 M mP N71814 001 

A! H 9111& DASi:aJ:A!.N N628S6 002 APR 19, 1988 
OCT 26, 1988 Id,/ l~!~lfrl/Jrldl /ti~/ ,~~1~~1,~,ii~ A! Ill! 1.1m BASEaJ;Al,.N N628S6 003 
OCT 26, 1988 Id,/ 1t,t't#1 Z~#t'#"l+l.~d~Z 

A! El ml lmll!Ha.- N62856 004 ,~1n~:zn~11. 
OCT 26, 1988 Id,/ /'J,~t't#I l~1f1~~1.~d~l 

A! H • UHO!Ha.- N628S6 005 /Jf,,!j#~.:n.~~-11 
OCT 26, 1988 a NVLAN PHARHS lOMG N71713 001 

A! El 1~ uumaa.- N62984 001 OCT 20, 1987 
SEP 29, 1988 a l!itC N71714 001 

IMIIMNH OCT 20, 1987 
A! BRISTOL LADS H i511& BASEaJ;AL N.50195 001 a 3011G N71715 001 
62 El 2SOHG HHO!l&L N61490 001 OCT 20, 1987 

g PUREPAC PHARH um= N72251 001 
APR 14, 1988 

M ~ N72252 001 
APR 14, 1988 

M mP N72253 001 
APR 14, 1988 

l/:; 



RX DRUG PRODUCT LIST I CUHULAUVI: SUPPLEH!NT NUMaER 11 I JAN'88 • NOV'88 46 

QXAZEPAH QXVTEJRACVCLJNE HYPBOClU.!2!!11ll 
CAPSULE; ORAL CAPSULE; ORAL 

OMJIPffl ,w~r" M ZENITH LABS 19.m N70943 001 /ff..:j~ltJd~d,,t/ /JV>d~jft/,dtl 
AUG 03, 1987 a PUREPAC PHARH EQ 2SOMG BASE N60634 001 

M mt!i N7094't 001 
AUG 03, 1987 

Al ~ N70945 001 f!~URONI!ll ~Bm!l!Ui. 

/if,J+)/ 
AUG 03, 1987 

/f>II ,~1if:1.iUl~ INJECTABLE; INJECTION 
~ 

/di/ If!>~/ lti1~"«W.l~dil e ELKINS SINN ~ N720.58 001 

Id,/ /"J;j~/ 
,~~i~::zi.1:11 MAR 23, 1988 ,&,~mi~~~ e ,2.t!§,ltfl,N N720S9 001 

MAR 23, 1988 
U!M e ~ N72060 001 

Al HYETH 1m:!!,i N15539 002 MAR 23, 1988 
M mt!i N15539 004 ~ WDI 

ff,1 ~1~ 
N15539 006 e ASTRA PHARM PRODS 1.t!!iL!:ll.N N72210 001 

1n1,Hi~iiii HAR 31, 1988 

~,~~ e nan.• N722ll 001 
lJ~I llV.~"$l~l,~I MAR 31, 1988 

l,A)COIW1 e .miLW,N N72212 001 
M QUANTUl1 PHARMCS ~ N70650 001 MAR 31, 1988 

MAR 01, 1988 e nan.• N72213 001 
M mP N70640 001 HAR 31, 1988 

MAR Ol, 1988 e QUAD PHARMS 1.t!!iL!:ll.lil N72209 001 
M E!.91 N70641 001 JUN 03, 1988 

MAR 01, 1988 e ~ N72208 001 
JUN 03, 1988 

PAWL.OH 
QXV8UIY.t:iitt !;iHLQBIRE e ORGANON 1.t!!iL!:ll.N N1701S 002 

e 
TABLET; ORAL 

.miLW,N N1701S 001 

u:mmwt 
M MARION LABS 2P. N17577 001 PARAHETHADIQNE 
~ ~H 

M PHARM BASICS ~ N70746 001 ,~.v~u, MAR 10, 1988 
>..me..> M SIOHAK LABS ~ N71655 001 IW .. f.l.d~I '~" /~j~6ddlddU 
>..me..> NOV 14, 1988 

SOLUTION; ORAL 
~DDHI 

Q>O'.PHENCVCLIHINE HYPRQCHLQBIPE M ABBOTT LABS 3DQMG/HL N06800 002 

TABLET; ORAL 
DARICON 
ldtt¢,j~/tMi~I Uf,J+)/ lttttf#"dtl 

PFIZER LABS lOMG Nll612 001 

~ (o 



COPY AllAU.ASt~ 
RX DU PRODUCT LIST I ClH.ILATIVE SUPPLEMENT Nl!Hffl:R 11 / JAN'SS • NO\f'SS 

PENICJLLWNE 
CAPSULEi ORAL 

CUPRIHINE 
HS&D 

TABLET; ORAL 
DEPEN 250 

HALLACE LABS 

125116 n~, 
250HS 

#$~/ 

2SOHG 
#$.dN,/ 

PENICILLIN s POTASSIUM 
INJECTABLE; INJECTION 

pmc:ru.p I P9JAUP,1M 

Nl9853 002 
l~dj1,ldd# 
Nl9853 001 

l~djJ,ldfJil 

Nl~ 001 
l~.df.~ilddtl 

e MARSA11 PHARMS 1,000,000 UNITS/VIALN N6299l 001 

e 
e 
e 
e 

SEP 13, 1988 
s.000.000 UNITStyIALN N6299l 002 

SEP 13, 1988 
.19.d99•QQQ UNIT§IYIALN N6299l 003 

SEP 13, 1988 
20,000.000 UNIT§IYIALN N6299l 004 

SEP 13, 1988 
SQUIBB 10,000,000 lfflTS/VIALN N60362 004 

POHDER FOR RECONSTITUTION; ORAL 

IW '»fflJ)»jMAUP,IH,~ti;~ /tV,J:J/t.dldd# 
N61740 002 a PUREPAC PHARH 400,000 UNITSISHL 

TABLET; ORAL 

~t '»fflJ)»jAfAWAUP,IM ~Hii!!IID 
a PUREPAC PHARH 250,000 UNITS 
a 400,000 UNITS 

PENICILLIN G SOOIUH 
!NJECTABLE; INJECTION 

PENICILLIN G SOOllt'I 
MARSAH PHARMS 5,000,000 UNITS/VIAL 

!~~tdd/~~1./ /$.:d.d.d.:dddll'?rlt'J~l~t~J'.J 
• SQUIBB SPA 5,000,000 UNITS/VIAL 

~~1,~~~~~~ 
N61588 002 
N61588 003 

N63014 001 
SEP 13, 1988 
lt¥H'f.$/!J~U 

N61935 001 

PENICILLIN Y PQIASSIUM 
POHOER FOR RECONSTITUTION; ORAL 

IW 'ffl~M~1«:i,1t1i~"~dlM;/ 
a PUREPAC PHARH EQ 2SOMG BASE/SHL 

TABLET; ORAL 
pmm;LL;m Y P9JMRII 

>.Amt,.> M 
>.Amt,.> 
>.Amt.> M 
>.Amt,.> 

CLONHEL CHEMS ~• 

~I l~tfl#l'MIJN 
a PUREPAC PHARH 
a 

l'EBPHENAZINE '~m~~,,, 
· 1~~~t~t~I 
a SCHERING 

PHENQIMl;JRAZINE TARTRATE 

TABLEn ORAL 

a BARR LABS 
a 
a 
a 
a 
a 
a 

EQ SOOMG BASE111 

~lfHiliifH~ 
EQ 2SOMG BASE 
EQ SOOMG BASE 

#~/$~ti 
2t1G/SHL 

i/ 
;/ 
l 

ZJji~ 
~1;3;~ 

35tlG 
35MG 
35MG 
3511G 
35tlG 
35MG 
35116 

PHENMETRAZINE HYDROCHLORIDE 

,,~,~f~~,J'./ 
lt5~t~~n~u, #~I',¢/ 

a BOEHR INGEL 25116 

l/7 

47 

lt¥Jl,~lddU 
N61758 002 

N62936 001 
NOV 25, 1988 

N6293S 001 
NOV 23, 1988 

~~~~j~~~~i~ 
N6157l 002 
N6157l 003 

/~'J.#~M.d.dU 
Nll294 002 

i~:l~~~i::ii 
1~:i~:,1~~H IH~~~f::u 
~~~~1~~~~1~ 

N83644 001 
N83684 001 
N83686 001 
N83687 001 
N8483l 001 
N84834 001 
N84835 001 

l~'J.~(t(,d/~.d~/ 
Nl0460 005 



RX DRllG PRODUCT LIST/ Clll'iOlATIVE SUPPLEMENT NlltBER 11 / JAN'M - NOV'M 48 

PHENTERNINE RESIN CQHPLEX 
CAPSULE, CONTROLLED RELEASE; ORAL 
~ 

Al PENNHALT EQ 30HG 8ASEII Nll613 002 

N89UO 001 
FEB 04, 1988 

fflPffPMP!I Bmt! 19 
Al QUANTUM PHARHCS EQ 30HG 8ASER 

PHENYLEPHRINE HYDROCHLORIDE; PRQHETHAZXNE HYDROCHLORIDE 
SYRUP; ORAL 

IW l~~,:t/tAl5:V l~mK:',~M:f ,~m:111ui1 
PIPERACETAZINE 

1:tf ~~i,~sfflM'./ -,~,~, "~~, /t1J:J,t$l,~tl 
a DOH PHARHS lOMG Nl3615 001 

#$~/ lt1tUt$"~it .. 2SMG Nl3615 002 

pot.YETHVLENE GLYCOL 33SQi PQTASSIUH CHLORIDE; SQQIW 
8ICAR8QNATEi SQQIUH CHLORIDE! SODIUM SULFATE 

POHOER FOR RECONSTITUTION; ORAL 
>.AWL> 
>.AWL> M 
>.AWL> 
>.AWL> 

H•I" ffllEP LUI 
E Z EM 

IOLUIELX 
>.Amt.> M BRAINTREE LABS 

SOLUTION; ORAL 
OCL 

l1'1/.fl6dtfl~I 

ASBOTT LABS 

236GMIBOT;g.97GH/80T;6.74GM(BOT; 
S,86GM1BOT;22,7't§HIBO]ll Nl90ll 001 

JUL 13, 1984 

~ifJ~~~~f/Jj~Jtl~/J.d.~J/ 
n::i~~~~u ,~~~1~11ii~ 

6GM/lOOML;7SMG/lOOML;l68MG/lOOML; 
l46MG/lOOML; 
l.29GM/100ML Nl9284 001 

APR 30, 1986 

~~ 

PQLYETifYLENE GL)'.CQL H5Qi PQIASSil/11 CHLQRIQEl SQDIUH 
HCARBQNATEi SQQIUM tHLQBIQE.1 SODIUM SULFATE. At:IHXQBOUS 

POHDER FOR RECONSTITUTION; ORAL 

IW 
1,aiij~~I ~--~Ir~~ 

G9WYMI 
M OYNAPHARM 227.1GMIPACKET;2.82GMIPACKET; 

6.36Gt:JIPACKET;§,53Gt:JIPACKET; 
11,,!,iGH/PACKEDI N71320 001 

APR 20, 1988 
CO.ml 

M REED I CARNRICK 227,1GM/PACKET;2.82GMIPACKET; 
6,36GMIPACKET~S.53Gt:JIPACKET~ 
21,SGMIPACKET Nl8983 004 

PQLYMVXIN B SULFATE; TRIMETHQPRIM SULFATE 
SOLUTION/DROPS; OPHTHALMIC 

POLYTRIM 
BURROUGHS HELLC 10,000 UNITS/ML; 

EQ lMG BASE/MLR 

POTASSIUM AMINQSALJCVLATE 

l~i,;r~~~~~,,~Utt!~j,~t.l 
a HEXCEL CHEM lOOY. 

PQTASSIUH CHLORIDE 
CAPSULE, CONTROLLED RELEASE; ORAL 

Al ,~, 
MJCRO::K 10 

ROBINS 

P9JAS51'UM cttLORZOI 

10.ME9 

/t.d~tM 

Al KV PHARM ~ 

/~/ /t,~tM 

OCT 26, 1984 

NSOS67 001 
OCT 20, 1988 

/~1Md~6/~dtl 
N80098 001 

Nl8238 002 
MAY 14, 1984 

/r~~}i~,f,~~~ 
N70980 001 

FEB 17, 1987 

,,,~1111,,~:,~ 



RX DRUG PRODUCT UST / ClHJt.ATIVE SUPPLIEHE!IT t,UT&ER 11 ✓ JAN'88 - N.W 188 49 

PQJA§SJW CHLORIDE 
GRANUt.E FOR RECONSTITUTION, CR; ORAL 

HICRO-K LS 
ROBINS 20HEQ✓PACKETII 

INJECTABLE; INJECTION 
IPWMBW CHLORDIE 

A! STERIS LASS 2.MEG/ffl,N 

TABLET, CONTROi.LED RELEASE; ORAL 
POTASSIUM CHLORIDE 

BC ABBOTT LASS 8NEQI& 

POTA§SJW CHLORIDE> SQQIW CHLORIDE 

Nl9561 003 
AUG 26, 1988 

N89163 001 
HAR 10, 1988 

Nl8279 002 
AUG 01, 1988 

INJECTABLE. INJECTION D :m PM CHLgm)E o,n :m IPWMBW P!WUIE P 
PLAST:EC COffl'AJHIB 

Ae ABBOTT LASS l4H(lOOHL; Nl 9686 001 
tQOMG/lOOHUt OCT 17, 1988 

IPWMBW ctfLOgH \CIMD :m PM ctfLgm)E o,n p 
Pl.AST.EC COffl'AJHQ 

29§HGi:i.QOHt; 
Ae ABBOTT LASS ,OQMGtlOOHLN Nl9686 002 

PQJASSIUH CITRATE 

POHl>ER FOR RECONSTITUTION; ORAL 
POTASSIUM CITRATE 

UNIV TEXAS lOHEQ/PACKETN 

20HEQ/PACKETII 

TABLET, CONTROLLED RELEASE; ORAL 
POTASSIUM CITRATE 

UNIV TEXAS SMeQ 

'~}~,~~/ l~tM 

OCT 17, 1988 

Nl9647 002 
OCT 13, 1988 

Nl9647 001 
OCT 13, 1988 

Nl9071 001 
AUG 30, 1985 

I .(~lt!~~~t~4tll 
/.w ;,.d.,1 ... ~~t, 

PBALIPQXIME CHLORIDE 
INJECTABLE;. INJECTION 

fflAI.JDOmli P!WUH 
>..APL> !J! QUAD PHARMS 1!:~• N72224 001 

NOV 23, 1988 >....AQ.IL> 
m:IOPM CHI.Ol!IH 

>....AQ.IL> !f HYETH AYERST LABS 

PRAZQSJN HYQBQCHLORIUE 
CAPSULE; ORAL 

tqtqP:RQI 
a PFIZER LASS 
a 
a 

PRAZOB.H !Sit 
a ZENITH LABS 

a 
a 

PREQNISOLQNE 

TABLET; ORAL 
PREDNISOLONE 

Id~/ ld~~lt.116~/ 
a BARR LABS 

ld~ll~~,,,~~~~t~~I 
a PFIZER LABS 

lGMIVIALIIC Nl4134 001 

1t§N Nl7442 002 
~ Nl7442 003 
~ Nl7442 001 

1t§N N71994 001 
HAY 16, 1989: SEP 12, 1988 

~ N7199S 001 
HAY 16, 1989: SEP 12, 1988 

~ N71745 001 
HAY 16, 1989: SEP 12, 1988 

/t,14¢/ /~4~t~,~~# 
SHG N84426 002 

/t,14¢/ Nd~.4~U~~'J.I 
511G N09996 001 

PBEQNISOLONE SODIUH PHOSPHATEi SULFACETAMIDE SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
VASOCIDIN 

IOLAB PHARMS EQ 0.23% PHOSPHATE;lOil.)I Nl8988 001 

PREDNISONE 

SOLUTION; ORAL 
PREDHISOHE 

AA MY I<. LABS 

!A ROXANE LABS 

l/ <t 

SMG/SHL• 
SMG/SMLa 

AUG 26, 1988 

N89726 001 
AUG 02, 1988 

N88703 001 
NOV 08, 1984 



RX DRUG PRODUCT LIST I C\JtM.ATIVE SUPPUHENT NlHM:R ll I JAN 188 • NOY'88 10 

fflEQNI§ONE Pffi'.JCULQRPERAZINI; EDISYLW 

TABLET; ORAL INJECTABLE; INJECTION 
ffflHAOHI IIIIIOClH!.91!&mtl nDl'WI 

Al SUPERPHARN - N88865 001 e ~D PHARHS Ii! M IYl411JC ~9637 001 
OCT 2!h 19M FEB 01, 1988 

Al 1Dtli N88866 001 e E!i M l!li?E411JC N89638 001 
OCT 25, 19M FEB 01, 1988 

Al llt!§ N88867 001 e STERLING DRUG El M IYI/HIJC N89703 001 
OCT 2!h 19M APR 07, 1988 

ld'I.I ,~, ,~fflr.'-{Ui~ 
/#I fidt'I)/ l~~l~dil !ROMEIUAiltii UYDB.ZULQRI,W;. 

Id'/./ #dt'I)/ ,,~,ll~~ INJECTABLE; INJECTION 
/~1lU.:l'J.'16'!tl IIIIGM!EfflMl!:II mu, 

e HARSAH PHARHS 2.lifS411JC N89463 001 
HAY 02, 1988 

Pft9IUCOl e .SQMG/HIJC N89477 001 
HAY 02, 1988 

TABLET; ORAL 
LORELCO TABLET; ORAL 

HERRELL DOH IOOHGN Nl7535 002 PROMETHAZINE HCL 
JUI. 06, 1988 ~1,~ ld#fflt/.!6,t ~l~i1' ~~~~~~~111~ ,~n 1,dftdl l~~~~n~~tl 

PROCUtw!IH UYDROCHLQRJH a BARR LABS 12,SHG N84555 001 
a 25HG N84554 001 

CAPSULE; ORAL a SOHG N84557 001 ,~ i■ ~=m~~,~~ PftOPIQLACIM 
l"tW>"M+Jl.dfJ.1 

a LEDERLE LABS 2SOHG N86942 001 SOLUTION; IRRIGATION 
a 375HG N86952 001 BETAPRONE 
a SOONG N86943 001 FOREST LABS NIAN Nll657 001 

INJECTABLE; INJECTION 
~111; l!H.11 !ROPO)(VPUitli UXDB!lit.11.QRIDE 

e HARNER CHILCOTT 10Qt!G/l:IIJ8 N89528 001 
HAY 03, 1988 CAPSULE; ORAL 

e UQt!G/l:IIJ8 N89529 001 ,w~) HAY 03, 1988 /41r'JM /f¥jtd/t/jdt/ 
a DANNA)( PH/\RHS 65HG N83184 001 

IW ld#~lt/.!6" 14""'1 /f¥jtdf,/ddtl 
PROCHLORPEUDl!I; Hl~nm a BARR LABS 65HG N83186 001 

INJECTABLE; INJECTION 
IIIIIOClHLGDll!Mmtl ml'l'LAII 

e ELKINS SINN Iii - US!.INOI N89523 001 
HAY 03, U88 

!JO 



lt>C DRU8 PRODUCT UST / CUHUL.ATIYE SUPPLEHENr NUHHR 11 ✓ JAN'U • NOY'U 11 

NOPUND!..Ol. NYMDCtH.OUH !Bm!B»«>tOL Rr!RIUJfitU,DllH 

TAIi.HJ ORAL TABLET! ORAL 
l!IIIIMIDLOL ISL 

M INVANED um- N7HA 001 M UNITHLMS um- N72063 001 
JUL OS, HU JUL 29, 1988 

M 111.P N7H87 001 M 111.P N72066 001 
JUL OJh 1988 JUL 29, 1988 

M YIP N7l6U 001 M YIP N72067 001 
JUL os. 1988 JUL 29, 1988 

M !!IP N72H7 001 M !!IP N72068 001 
JUL os. 1988 JUL 29, 1988 

M Ina N7l689 001 M l.!lt1iN N72069 001 
JUL os. 1988 JUL 29, 1988 

M .tJIP N7U98 001 
JUL O!ih nu 

M LEHRLE LMS um- N7U17 001 eBDTAMltll MEm 
JUN H, 1988 

M 111.P N7Ul8 001 INJECTABLE; INJECl'ION 
JUN 2lh 1988 ~i ~WLFAJI M YIP N72119 001 ~flffli, ~~~liU~iii~ JUN H, 1988 

M Ina N7Ut0 001 l~~~~.:tffd~I 
JUN u. 1988 a UPJOHN SOMG/\IIAL N07413 001 

IW ,~ /WM ,,i,,,,~fl}~ a 250MG/\IIAL N07413 002 
AUG 02, 1984 

a LEMl«IN ltlt'IG N70H2 001 
OCT 07, 1987 

IW 111#.f.ld/..ml /WM ,,,~1u,~1~ StJit«SJ19L 

M SlDHAK LMS um- N7l972 001 ltMfJ;f.t,(61,IJ.I 
APR 06, 1988 '''ld"~"i,, M 111.P N7l973 001 ld.:'J.~/ lti'J.fd~dldd# 
APR 06, 1988 a PARKE DAVIS 0,lHG Nl6768 002 

M YIP N7l974 001 ld.:t~I /ti'J.~l~dldd'J/ 
APR 06, 1988 a 0,2HG Nl6768 003 

M !!IP N7l975 001 
APR 06, 1988 

M WltP N7H76 001 Sl!IHILllt!E MEW 
APR 06, 1988 

M .tJIP N7l977 001 TADLEn ORAL 
APR 06, 1988 CrlUIHUDII WI.FAIi 

M SUPERPHARN um- N7l51S 001 M CORD LMS ~ N89839 001 
JUN 08, 1988 SEP 29, 1988 

M Ul:.P N7l516 001 
JUN 08, 1988 

M !!tP N71517 001 
JUN 08, 1988 

M WltP N71518 001 
JUN 08, 1988 

M NARR CHILCOTT la N70438 001 
SEP 15, 1986 

~I 



RAllQ.flA HRPENUM 

TMLEn ORAL 
IRAUVAL 

RM DRUG PRODUCT LIST I CUMULATIVE SUPPLlNENT IUIHR 11 I JAN'U • NOY'U 

RXW ClfLQBIQE 
INJl!CTABLEl INJECTION 

BP VALE CNEH 
BP 

111 
BHRPJNE 

TMLEn ORAL 
HSERPINE 

/#I /~It.I#/ 
I BARR UBS 

SOHQ 
lOOMG 

111U, 

ld.:Ur¥/ 
0,25118 

BHBPIHEi DJCttl.QRHEntimQE 

l1Mt.t.1Jl~MJ. 
N,l1'1n1rs".a11~,r~r.j, 

I IISOLAR PHARtt 0,1HIU4'1C 

HCQMBBIJAL PM 

CAPSULU ORAi. 

IW IIMW 
I BARR I.MS lOOMG 

AM UCAfllWJJ § rw:mc ACID 

GRAtU.E, EFFERVESCENT~ ORAL 
BAROS 

I.AFAYETTI: 460MGIGl1i420MGIGl1 ~,, /!/,~{(ti.~ 

QMCffl.MIQ! 

INJl!CTABLU INJl!CTION 
NM mwmtl P,B B pa.gm RffA.1'MB 

M! KENDAi.i. HCGAH ?QOHG/lOOHI.DI 

N09l08 002 
N09l08 ~ 

1Jfff1##~ 

ll¥d1itlddtl 
N801U 002 

/tWl.~I/Jdtl 
NalMI'\ 001 

/tWJ.U/j/Jt/ 
NMH.1001 

NlUot 001 
Aue 07, HU 

,a11!1~ 

Nl9635 002 
HAR 09, 1988 

!j '}_ 

NM §lHl.ftUI ,,m a PI..M'fa R«M,'ND 
e AHOTT LAIS !'tfiQHG/lOOHI.DI 

KENDALL HCGAN YM(lQ9J:1.1.81 A! 

A! 
NM §lHl.ftUI P•B B IPYIDP a«mq 

AIBOTT I.MS ~ 

Ill /~114tl 
NM §lHl.ftUI R W PYfflO P«AJH■ 

A! 

e 
KENDALi. HCGAH 3GM/100MI.DI 

TRAVENOI. I.ABS 3GM(lQOML 

NM §lHl.ftUI R W PLAfflO RD'AIH■ • 
e 

KENDAi.i. HCGAH ffH/lOOMl,III 

TIRAVENOL LAIS 

PJW J®JU• ;t-1n 

CAPSULU ORAi. 
SODIUH IODIDE l 131 

ffH/lQOHL 

IIWJ:/.~11 /fJ.:d;Jddt'ttl 
I 11AI.I.INCKRODT 0.B-l0OHCI 

RJW NI1JOPRUSSJQE 
INJl!CTMLEJ INJl!CTION 

NITROPRESS 
ABBOTT I.MS 2SHG/111J1 

PJW SUCCJNAJJ 

'o/Ai1M~~~ij1sSt1' 
lt~t~1,i~1 /$df.l 

I El.KINS SiliN 301. 

• 

12 

N197!!59 001 
JUN OB, 1988 

N1963S 001 
HAR 09, 1988 

N19211 001 
JUL 13, 1984 

,.16~~1~1,iu~~ 
Nl963S 003 

HAR 09, 1988 
Nl9022 001 

NOY 01, 1983 

Nl9635 004 
HAR 09, 1988 

N19022 002 
NOY 01, 1983 

/tti,_,_""' 
N1651S 002 

N71961 001 
AUG 01, 1988 

ltlddlJl/ddtl 
N80516 001 



it.i'i ~U~l ~~t\lU'OU' 
RX DRUG PRODUCT LIST ✓ eutU.AnW SUPPLIHENT NUHHR 1l ✓ JAN'al • NOV'al SJ 

RJ!QtMCI9tl 

TML!Ti, ORAL 

IW 
I LEHRLE I.MS 

IU!M/ 
Ul1G 

MFAIWPE SOQJW 

SOLUTICNIDROPS; OPHTNAOOC 
NaPIJ'#DI IPRW 

~ SffUSLMS ~ 

MfffDQCAZQU; 

TMLET; ORAL 

/W 
I BAM UBS 

IMJMJ 
SOOIS 

MfANDQCAZOLI i UJtETIIQPUb 

SUSPENSION; ORAL 
~FA 

jl NASl<A IPHARHA 

lt¥N$Mdltl 
N87634 001 

N89HO 001 
OCT lEh 1981 

,~B1'~Ul~ 
N87l89 001 

JUL a, 1983 

N7H89 001 
HAY 23, 1988 

• 
• 

&qOHQIK;d\Qlfi/,!UJI N72398 001 

sut,FISQXAZOLE 

TMLETi, ORAL 

IW 
I BAM UBS 

IW lf.f.dtt1f.t/f./.#,/ 
I llEHRU: I.MS 

HAY 23, 1988 
&OQH!Vffll;~ N72399 001 

HAY 23, 1988 

/,W,U lt¥!tdlitdd'J.I 
SOOIS N84031 001 

IMJMJ lt¥N!t,lddU 
SOOl1G N87649 001 

!:;-3 

SULINQAC 
TABLET; ORAL 

SJI..JNOUL 
Al MS&D ~ 
Al ~ 

IY~AR 
Al AM THERPTCS ~ 

0 ~ 

0 DANBURY PHARMA ~ 

Al ~ 

IitlJNEIIW JC•22H ETIQRQNATE KIT 
lN,JECTAOl.l:; INJECTION 

IW ldj~i~t1i~1~1ii1~a!tld1jli~ 
a ME~I xM11cs WA 

l'1.! 1°!M~~dl\ tAddt/ /Hi.al 
OSTIEOSCAN 

HALLlNCKRODT NIA 

TEHAZl;PAM 

CAPSULE l ORAL 
IIMYll!Atl 

0 CORD LASS 

Al 

0 DURAMED PHARMS 

D 

IERAZOSIN HYDROCHLORIDE 

TABLET; ORAL 

~ 

~ 

~ 

~ 

HYTRlN 
l~ll:6~~11/f.l:6~! ltd~/ 

ABBOTT LABS lOMG 

Nl79ll 001 
Nl7911 002 

N7217l 001 
APR 03, 1990 I MAY ~3, 1988 

N72172 001 
APR 03, 1990: MAY 23, 1988 

N7l891 001 
APR 03, 1990: MAR 03, 1988 

N7l795 001 
APR 03, 1990: MAR 03, 1988 

/~JJ~MlddU 
Nl7667 001 

/~l.f"'!odl./ 
Nl7454 001 

N7l427 001 
JAN 12, 1988 

N71428 001 
JAN 12, 1988 

N7l708 001 
SE;! 29, 1988 

N7l709 001 
SEP 29, 1988 

u~~~l11%~1j~ 
N19057 004 

AUG 07, 1987 



RX DRUG PRODUCT LIST/ CUIU.ATIVE SUPPLEMENT NUHIER 11 / JAN'M • N0\1 188 

JHtONAZQlE 
SUPPOSITI>Rn VAGINAL 

TERAZOL 3 
ORTHO PHARH 80KGN 

JESJ9SJJRQNE CXPJONAJE 
INJECTABLE; INJECTION 

JfflOIJ'poNE CJl/"J.9HAD 
AR QUAD PHARtG lQOJ:18ttB,N 

AR £!)0HG/HlN 

JJIMCXCLINE HYDROCHLORIDE 
CAPSULE> ORAL 

Il'J'Mml.JM 5 
Al 1.Al!mOS ATRAL 

• 
al YITARINE 

DffiQPID'LLINE 
ll!UXIR; ORAL 

THIOfflXLI.JM 
M NASKA PHARMA 

M THANES PHARMA 

INJECTABLE; INJECTION 

~ 

~ 

~ 

§O!S(lfflUI 

m,t:5/lfflUI 

Nl'61tl DDl 

MAY "' 1988 

N89326 001 
OCT 28, 1988 

N89327 001 
OCT 28, 1988 

N62752 001 
AUG 12, 1988 

N6U'S2 002 
AUG 12, 1988 

N6147l 001 

N89223 001 
HAY 27, 1988 

N8'626 001 
OCT 28, 1988 

THIOfflXLLIHl/i M PPrnMHi P P fLMl'P RIIMIV 
a! TRAVENOL LABS ~20tfi/100MLN Nl8"9 006 

NOV US, HU 
'l'tMfflrYPI D lmt'IWB P P PIM'J'D M«MIV 

Al? ABBOTT LABS UO!S(lOOMLN Nl92ll 006 

TMLET, CONTIWLLH HUiASE; ORAL 
THEOLAIR-SR 

BC RIKER LABS 250l1G 

JAN 20, 1988 

11186363 002 
JUL 16, 1'87 #-~, ,~m~1iu,~ 

5'1 

DflQRIQAZJNE HYQRQCHLQRIQE 
TABLET; ORAL 

'JHl)OUDADNl/i Hm. • MUTUAL PHARH 

Al PAR PHARH 

Al 

Al ROXANE I.ABS 

JIOCQNAZQLE 

,~,~~~~!if~1.l.l,'J.ttl,.f./ 
•mi~t~I 
a ROERIG 

JIQPRONJN 
TABLET; ORAL 

TlOPRONIN 
UNIV TEXAS 

JOlWMIQE 

TABLET; ORAL 
JO! RW!'I 

Al PHARH BASICS 

JOllYifflIQE 

TABLET; ORAL 

IW~I a 8ANtW< PHARHS 

~ 

~ 

~ 

~ 

,~.:,,., 
6.51. 

lOOIGI 

~ 

lffliidl 
SOOMG 

M 

N899S3 00.1. 
OCT 07, 1988 

11189764 001 
FEB 09, 1988 

11189765 001 
FEB 09, 1988 

N88664 001 
MAR 15, 1984 

,d,~n~1,iu~~ 
Nl9355 001 

iJEC 30, 1986 

Nl9569 001 
AUG 11, 1988 

N7135S 001 
JAN 11, 1988 

/t'Ut(t'J.I d.dt/ 
11186141 001 



RX DRUG PROOUCT LIST ✓ C\Ktl.ATIYE SUPPLEMENT Nl.ftBER ll ✓ JAN'88 • NOV'88 55 

TllAZODClNE HXRB2'll!.!l!Jlll WAt!.!clNQLONe M.~!Wllll 

TABLET; ORAL CREAM; TOPICAL 
Dm,tlL twI.m 

M HEAD JOHNSON li9l:P Nl8207 003 lI SVOSSET LABS ~ N874:.0 001 
MAR 2!h 1985 >..!ll!L> NOV 01, 1988 

'l'M20IIOHI ISL >..!ll!L> lI .!L.L~ N87429 001 
M PUREPAC PHARH ut:P N7l636 001 >..!ll!L> NOV 01, 1988 

APR 18, 1988 >..!ll!L> lI ~ N87428 001 
SI 1!ll2tP N71Sl4 001 >..!ll!L> NOV 01, 1988 

APR 18, 1988 ,w SutMS:11 M Sil>HAK LABS i!l!S N7l5t3 001 ll~tdl ,,,,~,ijj}~ DEC ll, 1987 
M D6 N7lS21\ 001 a SAVAGE LABS o.sx N88198 001 

DEC U, 1987 MAR 25, 1983 

1w
111~, lill!W ,~,~1~11,~u~~ OINTI1ENT; TOPICAL 

t 
>..!ll!L> twI.m 

INJ.OH-W >..!ll!L> AI SVOSSET LABS ~ N87375 001 
M Sil>HAK LABS li9l:P N71S2S 001 >..!ll!L> NOV 01, 1988 

MAR 09, 1988 >..!ll!L> AI ~ N87377 001 

IW /-~/ 
>..!ll!L> NOV 01, 1988 

/WU ,~,~1~11,~u~~ >..!ll!L> AI ~ N87376 001 
>..!ll!L> NOV 01, 1988 

JRETit:IIIN TRIAZQLAH 
CREAM; TOPICAL TABLET; ORAL 

RETIN-A HALCION 
ORTHO PHARH o.02~ Nl9049 001 /JJJSJ~/ l.d . .'~/ ,~~H11~ij:~~ SEP 16, 1988 

a UPJOHN D.SMG Nl7892 002 
NOV 15, 1982 

IBJN!CJNQIJM 
TABLET; ORAL TRl~LQF~ §QRJ!.!H 

TRIAMCINOLON! 

~=~~ /~/~/ ~~fl~ ~m~ii~~n~ l'!!Jt~fJat1Jl~IJ.I 
,,~~~~,~ti~~, /t . .'~¢1Vt~~tl ltlt~~'Jdlddt/ ~=~~ ~I~ ~iffl~il~~~H a HERRELL DOH l,SGM/lSML Nl6830 001 

~=~~ ~=~ l.tfll+4~~1.'d'dU ,~~ii,,~~u lf,~~l-{~~IJ.I a SARR LABS 2MG N84286 001 
a 2MG N84318 001 · 1~t~~Utl~~I lJ~dr'-$I ltlt~M4/d.dU 
a 4MG N84267 001 a MERRELL DOH 7SOMG Nl6809 002 
a 4MG N84319 001 
a 8MG N84268 001 
a 8MG N84320 001 

t SEE SECTION 1,4 OF INTRODUCTION 5 !;;-



TRIQIMRJHYb CHLORIDE 

R>C DROO PRODUCT UST/ C\IIULATI\IE SUPPUHIENT N\N\ER 11 / JAN'M • NOV'M 

DIHEJHOPBJtl 

''611%lfjymts!:t'® 
ltt.~t~tt/(.J..d1/ /'J.14¥~ 

a LEDERLE LABS lOHGIMI. 

TRJELUQPERAZIN§ HYQROCHLQRIDE 
INJECTABLIEi, INJECTION 

Ifill.Amil 
6! SK&F co H M tASEM 

DlfUIOPIMDM HCJ, 
6! QUAD PHARHS Et 2MG NS§IMUI 

TABlEH ORAL 
JRFWOPIMDM HCJ, 

M BOLAR PHARN IEQ lHG USEN 

M HMUSEN 

M HMUP 

M H lOlfi BASEIIII 

DIHEPWIN§ IARJRAIE 
CAPSULE, CONTROLLED RELEASE» ORAL 

TIEKARU 
HIEBERT LABS El !iHG DASE 

/'NJ.fl~/ /t'!J/f,N,J~t/ 
SYRUP; ORAL 

IRMIL 
!A. HIEBERT LABS 

IW /#J.f/~I 
TABLET; ORAL 

TIEKARil 
HIEBERT LABS 

/#J.fl~I 
EQ 2.SHG DASE 

lf.Nl. . .'~/~t/ 

/tl,djj#.jll,U 
N097H 001 

Nll552 005 

N89893 001 
OCT 17. 1988 

N85975 001 
JUN 23, 1988 

N85976 001 
JUN 23. 1988 

N85973 001 
JUN 23, 1988 

NM710 001 
JUN 23, 1988 

Nll316 004 
lttttJ'J.l,/dd!tl 

Nll316 003 
ltt/.t""f.ldl'JI 

Nll316 001 
ltttt'J'J.f./ddJI 

!fb 

TABt.En ORAL 
JBRffl'HOPUM 

M DARR UBS 

IW 

''' a 

l!!9!S 

/IJjd,J/ 
ltd!4¥I 

200HG 

DIPElEtfMNIN§ HVDRQCHLQRIDE 
TABLEn ORAL 
--IHCL IW /Ml a BARR LABS SOMG 

DIPROt,IDIN§ HYDRQCHl,ORJQE 
SYRUP» ORAL 

IW l~~~(.J..d~/ 
I HY I( LABS 

J\IOCURABJN§ CHLORIDE 
INJECTABLE> INJECTION 
~IE 9:11.0RDI 

,~ 
l.2SMG/SHL 

Al? QUAD PHARHS ~ 

URSOQIQL 

CAPSULE J ORAL 
ACTIGALl 
a CIBA PHARN 

ldfflM~t# 

lSOHG 

300HG 

It~~, ,,,~, 

56 

N704M 001 
JAN 22, 1986 

l.ittl-,1 ~~1~,t~~~'1. 
f'ffl!l.·'1~4'"441.,.~I 

, J~n~::1i~a1 
N70495 001 

KAR 14, 1986 

lttdd"J(t(+lddU 
N80744 001 

ol1l~ij:l~ 
N87963 001 

JAN 18, 1983 

N89442 001 
AUG 12, 1988 

Nl95M 001 
DEC 31, 1987 

Nl95M 002 
DEC 31, 1987 

ld,~~i~~i~f~ 
tdf~htA~,~ 



R>C DRU8 PRODUCT UST I CUIU.ATIYI SUPPLEHl!Nf NUNll!R 11 I JAN'N - NOV'N 17 

VANl:ONVCDj IM>ROCMLOUB ~WWI. laRmlil!!JmXlili 

INJICTMLIEI INJICTION TMLH; ORAL 
LJl!ffllPI .,,, u,~, 6! LYPHOHl!D H H!I BASIEi!DAL NH663002 

,,,~1ff11fffi~ JUL 31, 1987 
6! El .&ti BASIE/VIA._. NH663 003 a SEARLE PHARHS !.ll!P Nl8817 003 

JUN 03, 1988 FEB 23, 1988 -~- I HOHG Nl8817 00,,. 
6! LILLY El 1!11 BASE/VIAL N60180 002 FEB 23, 1988 

HAR 21, 1986 mrmt 
6! H 1!11 BAS!Ei!DA!,, N62,.76 002 a KNOLL PHARH !a Nl8593 003 

HAR 21, 1986 NOV 23, 1987 
6! H 1!11 BASEi!DAL N62716 002 !IMMMII. !Sia 

HAR 13, 1987 a CORD I.MS 111P N71423 001 
6! i!i 1!11 BASEi!DAL N62812 002 HAY 24, 1988 

NOV 17, 1987 a ~ N71,,.2,,. 001 
6! H lDi!I BASE/VIAL N62812 003 HAY 25, 1988 

NOV 17, 1987 a LEDERI.E LAIS 111P N711!180 001 
YNP>LP APR 05, 1988 

6! 1.EDEIII.I!! I.MS ii 1!11 BAS!E/YH._. N6U82 002 a ~ N711!181 001 
HAR 30, 1988 APR 05, 1988 

6! ii .&ti BASIE/VIAL N6U82 004 a turuAI. PHARH 111P N71488 001 
HAY 11, 1988 JAN 13, 1988 

6! ii 1gm nmma..- N62682 005 a ~ N71489 001 
HAY 11, 1988 JAN 13, 1988 

EQ 2GH BASIEIVIAIJS N6H82 003 
HAY 11, 1988 ~-- ~t:!!:Bl~IIt:li ~I.Em 

6! AMOTT LAIS 1;11gn nmma..- N62911 001 
AUG 04, 1988 INJECTABLE; INJECTION 

6! Iii 1!11 BASE(YIA&,.all N6Hl2 001 ypgq 
AUG 04, 1988 6! BRISTOL I.ABS !WIG/VU._. N70867 001 

6! ELKINS Sit-111 ii SOOHG IWIYH&.aa N62879 001 JUL 12, 1988 
AUG 02, 1988 ~11'.'ffll IYI.EAII 

Al: H l§U IW/YIA._. N62879 002 6! BUI.I. LABS J.HG/VIA._. N71559 001 
AUG 02, 1988 APR 11, 1988 

6! UD PHARHS ii 1!,!!IS IA~/YH._. N62MS 001 6! 2MGNIA._. N71560 001 
JUL l!h 1988 APR 11, 1988 

6! El 1§!:211mma..- N62M5 002 6! SMG/YIALN N71561 001 
JUL 15, 1988 APR 11, 1988 ... 6! QUAD PHARHS lMG/YIAL N71222 001 

6! ADRIA I.MS ii l!i!!IS BASEi!UALN N62956 001 HAR 07, 1988 
AUG 01, 1988 6! 2MG/YIAL N71223 001 

6! H 1!11 IWIYH._. N62956 002 HAR 07, 1988 
AUG 01, 1988 6! SHG/YIAL N71937 001 

HAR 07, 1988 
YDDD!Rtl IYI.EAH !El 

6! BULL LABS .l!:!!zLMI.• N714M 001 
APR 19, 1988 

f1 



>...RI.I..> 
>...RI.I..> 
>...RI.I..> 
>..!lllL> 

RX DRUG PROOUCT LIST/ CutlULATlW: SUPPLEHENT NlaER U / JAN'H • NOV'H 

WfABIN POTASSIUM 

/j/td,.,~J~~t, 
"!~ti~~/ 
a PllftDUE FRDRK 

,~, 
5HG 

WEB FOR IN,JECJIQN• SJERILE 
LIQUID; NIA 

lt1tt1.1'1dd!tl 
Nll711 00ft 

IImLE MIR 9 IHJWQ.'ON P PI.Alf'IP CONIAJHm 
~ BAXTER ~ Nl8632 002 

APR 19, 1988 
~ KENOALL HCGAH li!Li!N Nl 9633 001 

FEB H, 1988 

~ 

PONDER; ORAL 

IW 
1
1ffl~Ud~I 11.tw.Htl ,,~~'i"j~ a LYNE LABS 25GM/80T NlHS6 001 

HAR 26, 1987 

5 !/ 

58 



OTC DRUG PRODUCT LIST I CltM.ATIVE SUPPLEMENT NllteER 11 / JAN'88 • NOV'H 19 

ACETAHINQPHEN 
SUPPOSITORYJ RECTAL 

N£0PAP 
IN~c(i;lf,~#~I 

ALCON LASS 
TYLENOL 

MCNEIL COHSUHER ,~,u~, 
/#~/ 

l20HG 

l20MG 
6SOMG 

~~~I~ 
BRQHPHENIRAHJNE HALEATEi PHEWLPRQPANQLAHJNE 

l:tf ~~mrutdl~ttt~t.flf4'.IJ.I 
/~-,S#!l~I tti~J.1ftN,/ 

/~J,r+,-J.I ,.dJI 
Nl6'\0l 001 

Nl77S6 002 
Nl7756 001 

~~HJ~i~J:1~ 

,~tJJl:1,i~~~ 
BRQHPHENIRAHIHE HALEATE; PHEWLPBQPANOLAHJNE HVDROCHLQBJPE 

TABLET, CONTROLLED RELEASE; ORAL 
8ROHATAPP 

COPLEY PHARH 12HG,75HG 

8UJVL HETHQXVQIHNZQVLHETHANE;, PAQJHAJE O 
LOTION; TOPICAL 

PHOTOPLEX 
HERSERT LABS 

CHl,ORPHENIRAHIHE HALEATE 

3?.;7.1.M 

CAPSUlE, CONTROLLED RELEASE; ORAL 
CHLORPHENIRAHINE HALEATE 

CORD LASS l2HGIC 

N71099 001 
JUL 02, 1987 

Nl~S9 001 
SEP 30, 1988 

N70797 001 
AUG 12, 1988 

CHLQRPHENIRAHJNE HALEATE i psEUl>QEPHEQIUNE HVQROCHLQRIQE 
CAPSUlE, CONTROLLED RELEASE; ORAL 

PSEUOO£PHEDRINE HCL ANO CHLORPHENIRAHINE HALEATE 
CENTRAL ?HARMS SHG;120HGIC N1~28 001 

AUG 02, 1988 

!;?9 

QEXQRQHPHENJBAMINE HALEATE; PSEWQEPHEDRINE SULFATE 
TABLET, CONTROLLED RELEASE; ORAL 

RESPORAL 
PIONEER PHARMS 6HG;120MGal N89139 001 

JUN 16, 19&3 

QEXIROM!;JHQBPHAN HVQRQBROMIQE> PROM!;THAZINE HVDROCHLQBIQE 
SYRUP; ORAL 

PHEN£RGAN DH 
HYETH AVERST LASS 

HYQBOCQRJISONE 
OINTMENT; TOPICAL 

HC ( HYDROCORTISONE ) 
C&M PHARMA 

IBUPROfEN 

TABLET; ORAL 
IBU-TAB 200 

ALRA LABS 

IBUPROFEN 
DANBURY PHARMA 

lNTERPHARH 

INVAHED 

HEOICOPHARHA 

HYLAN PHARHS 

PRIVATE FHLTNS 

ZENITH LABS 

NUPRIN 
BRISTOL HYERS 

15HG/SHL;6,25HG/SMLN Nll265 003 

O.Si! 

200HGIC 

200HGIC 

200HGIC 

200HGIC 

200HGIC 

200HGIC 

200HGIC 

200HGIC 

200MGal 

200MGal 

AUG 11, 1988 

N80481 001 

N710S7 001 
AUG 11, 1988 

N71905 001 
MAR 08, 1988 

N72199 001 
MAY 23, 1988 

N71807 001 
FEB 25, 1988 

N71639 001 
FEB 02, 1988 

N71870 001 
MAY OS, 1988 

N72299 001 
JUL 01, 1988 

N72040 001 
APR 29, 1988 

N72035 00., 
FEB 16, 1988 

N72036 001 
FEB 16, 1988 



OTC DRUG PRODUCT UST/ eutU.ATlvt SUPPUHENT tUIRR ll / JAN'M • NOV'N 60 

JNIQfEN 
TABLET; ORAL 

NUPRIN 
/~»Ml 

a UPJOt!N 

a 

"'"'' '""'' 201)118 

20Cl18 

,~~!11{fl1~ 
/~)~~,~~~~ 

Nl,012 001 
HAY Uh UM 

Nl90U 003 
JUI. Ht 1'81 

lNSUl,IN stHIS'IN'Ql!TJC MUJEP tMWU XNSJ&JN MP JSOfflH 
stHIS)lffllTJC MJFJEP IUWf 

ltUECTABI.IE; INJECTION 
HIXl'ARD tulAN 10/30 

NOftDISK USA 30 tmTSML; 
10 \MTS/HI.Ill 

JNSl&JN ZINC MP EXJIQP UQSYNDIDC IUWf 

INJ£CTA9llE; INJECTION 
HUHULIN U 
lfJ.U..f/ l~AW.fM't.l 

a I.Ill Y 40 \MTS.IM. 

LftMHIR IO'PBQCHLQBJU 

SOI.Ul'IONJ ORAL 
INODI\JH A-D 

HCNIEII. C<lNStH:R 

IQQMQ.-9 

~; VAGINAL 
TODAY 
l!lfJ.I 

MIITIEIIALL LABS 

lts/!HIJ8 

ltflN 
lGH 

NlUU 001 
HAR ll, 1988 

,~1~1,u,~ 
Nl9171 001 

JUN 10, 1981 

N19487 001 
HAR 01, 1988 

#~~ffl1{Uf~ 
Nl8683 001 

APR 01, 1983 

60 

l!ltitflll!PttUNE HYQBQCHLQBJU \ PIMJHAQNE HYQBQCHLORIQI 

SYRUP; ORAL 
Ptt!NERGAN YC 

NVETH AVE~ST LABS lom/lHU6,21HG/!HIJ8 N086M OM 
AUG ll, 1988 

TJOCQMAlQU 

CRUt,U TOPICAL ~m,n~,Udj/ ,,.,,, ,,j1u,,ui~ 
TZ-3 
a PFIZER LABS 11. Nl8682 001 

FED 18, 1983 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

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 SUFFI
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S). 

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR 
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTEO PURSUANT TO SECTION 526 OF THE ACT. 

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YEARS OF 
EXCLUSIVE APPROVAL FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NOA, ANTIBIOTIC APPLICATION, OR 
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NOA, BIOLOGICAL 
LICENSE, PAPER NOA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN YEAR 
PERIOD FOR THE DRUG AND INDICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL HAS 
BEEN REVOKED AS DESCRIBED ABOVE OR Tl-IE SUBSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR WHO 
HAS RECEIVED EXCLUSIVE APPROVAL. 

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR 
UNDER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE 
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM. DRUG 
PRODUCTS THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO 
BE APPROVED UNDER SECTION 527(b)(2) OF THE ACT ARE ALSO NOTED BY THE Al3BREVIATION ODE IN THE PATENT AND 
EXCLUSIVITY INFORMATION ADDENDUM. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OWN, 
BUT CAN BE MARKETED BECAUSE OF THE CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESt PRODUCTS 
ARE MARKED BY AN(*) NEXT TO THE APPLICANT'S NAME. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF ORPHAN DRUG PRODU~ITH ElClUS"IVt"APPROVAl DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

(Ji 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

ACTIVE INGREDIENT{S) 
STRENGTH(S) 

LEUCOVORIN CALCIUM 
EQ 3MG BASE/ML 

LEUCOVORIN CALCIUM 
EQ SOMG BASE/VIAL 

LEUCOVORIN CALCIUM 
EQ lOOMG BASE/VIAL 

LEUCOVORIN CALCIUM 
EQ 60MG BASE/VIAL 

METHOTREXATE SODIUM 
EQ 20MG RASE/VIAL 

DRUG PRODUCTS 

TRADE NAME 
DOSAGE FORM; ROUTE APPLICANT 

LEUCOVORIN CALCIUM LEDERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEDERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEDERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEDERLE LABS 
POWDER FOR 
RECONSTITUTION; ORAL 

METHOTREXATE LEDERLE LABS 
INJECTABLE; INJECTION 

looE PERTAINS ONLY TO INDICATION 1-79 (SEE EXCLUSIVITY TERMS) 
2ooE PERTAINS ONLY TO INDICATION I-78 (SEE EXCLUSIVITY TERMS) 
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APPL. PROD. 
APPROVAL DATE 

08107 001 
AUG 31, 1988 

08107 002 
AUG 31, 19R8 

08107 004 
AUG 31, 1988 

08107 003 
AUG 31, 1988 

11719 001 
APR 07, 1988 

EXCLUSIVITY 
EXP. DATE 

ODE1 
AIIG 31 , 1995 

ODE1 
AUG 31, 1995 

ODE1 
AllG 31 , l q95 

ODE1 
AUG 31 , 1995 

ODE2 
APR 07, 1995 
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ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METHOTREXATE SODIUM 
EQ 50MG BASE/VIAL 

METHOTREXATE SODIUM 
EQ lOOMG BASE/VIAL 

METHOTREXATE SODIUM 
EQ lGM BASE/VIAL 

METHOTREXATE SODIUM 
EQ 25MG BASE/ML 

METRONIDAZOLE 
0.75% 

POTASSIUM CHLORIDE 
l OMEQ/PACKET 

POTASSIUM CHLORIDE 
20MEQ/ PACKET 

TIO PRON IN 
lOOMG 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

TRADE NAME 
DOSAGE FORM; ROUTE 

METHOTREXATE 
INJECTABLE; INJECTION 

MEIHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE LPF 
INJECTABLE; INJECTION 

METROGEL 
GEL; TOPICAL 

POTASSIUM CHLORIDE 
POWDER, FOR 
RECONSTITUTION 

POTASSIUM CHLORIDE 
POWDER, FOR 
RECONSTITUTION 

TIOPRONIN 
TABLET; ORAL 

DRUG PRODUCTS 

APPLICANT 

LEOERLE LABS 

LEDERLE LABS 

LEDERLE LABS 

LEDERLE LABS 

CURATEK PHARMS 

UNIV TEXAS 

UNIV TEXAS 

UNIV TEXAS 

APPL. PROD. 
APPROVAL DATE 

11719 003 
APR 07, 1988 

11719 006 
APR 07, 1988 

11719 009 
APR 07, 1988 

11719 007 
APR 07, 1988 

19737 001 
NOV 22, 1988 

19647 002 
OCT 13, 1988 

19647 001 
OCT 13, 1988 

19569 001 
AUG 11, 1988 

2ooE PERTAINS ONLY TO I~DICATION I-78 (SEE EXCLUSIVITY TERMS} 
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EXCLUSIVITY 
EXP. DATE 

ODE2 
APR 07, 1995 

OOE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE 
NOV 22, 1995 

ODE 
AUG 30, 1992 

ODE 
AUG 30, 1992 

ODE 
AUG 11, 1995 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO NOVEMBER 1988 ADDITIONS 
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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-, HFN-250, ROOM 178-06, 5600 FISHERSLA"N'r,ROCKVILLE, MD 
20857. COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED ANO SHOULD BE SENT TO THE DIVISION 
OF BIOEQUIVALENCE. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC E~UIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILAffitITY DATA. ONlY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

DRUG NAME (DOSAGE FORM) 

ACETOHEXAMIDE {TABLET) 
ALBllTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER} 
AMOXAPINE {TABLET) 
ATENOLOL (TABLET) 
CARBAMAZEPINE (TABLET) 
CLINDAMYCIN (CAPSULE) 
et"8~1~1!J lJ1~81!" l1~Jl!1)* 
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) 
DOXYCYCLINE HYCLATE (CAPSULE AND TABLET) 
ERYTHROMYCIN (CAPSULE, ENTERIC COATED PELLETS) 
FENOPROFEN (CAPSULE AND TABLET) 
INDOMETHACIN (CAPSULE) 
LEUCOVORIN CALCIUM (TABLET) 
MESTRANOL; NORETHYNODREL (TABLET) 
METAPROTERENOL SULFATE (TABLET) 
NORETHINDRONE; ETHINYL ESTRADIOL (TABLET) 
PRAZEPAM (CAPSULE AND TABLET) 
RIFAMPIN (CAPSULE) 
TIMOLOL MALEATE (TABLET) 

DATE 

NOV 15, 1985 
AUG 25, 1988 
SEP l 0, 1987 
OCT 06, 1988 
JAN 01, 1988 
MAY 31, 1988 
JJH 17J 1SJJ 
JAN 25, 1988 
APR 11, 1988 
SEP 21, 1988 
AUG 27, 1987 
JAN 27, 1988 
APR 28, 1987 
MAY 13, 1988 
MAR 18, 1988 
MAR 18, 1988 
JUL 26, 1988 
SEP 08, 1988 
AUG 09, 1988 

REVISED DATE 

AUG 01, 1988 

AUG 05, 1988 

FEB 03, 1988 

AUG 04, 1988 

*THE METHODOLOGY IN THE BIOPHARMACEUTICAL AVAILABILITY GUIDANCE IS NO LONGER ACCEPTED BY THE AGENCY. 
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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 S~BMITTEO 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 EQUIVALENCE EVALUATIONS, 8TH 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 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

ACETYLCYSTEI NE 20% 88 P-0237/CP DEY LABS 
SOLUTION; INHALATION 

ASPIRIN; 325MG 87 P-0376/ ANABOLIC 
HYDROCODONE BITARTRATE 5MG CP0002 
TABLET; ORAL 

ASPIRIN; 650MG 87 P-0376/CP ANABOLIC 
HYDROCODONE BITARTRATE 5MG 
TABLET; ORAL 

CHLORHEXIDINE GLUCONATE 150MG 88 P-0295/CP BRIAN PHARMS 
SPONGE; TOPICAL 

CHLORHEXIDINE GLUCONATE 0.5% 88 P-0036/CP ARENT, FOX, KINTNER, 
SPRAY; TOPICAL PLOTKIN & KAHN 

CHLORZOXAZONE 500MG 82 N-0032/ MIKART 
CAPSULE; ORAL CP0006 
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REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

NEl~ DOSAGE 
FORM 

NEW DOSAGE 
FORM 

STATUS 

APPROVED 
NOV 29, 1988 

APPROVED 
FEB 12, 1988 

APPROVED 
FEB 12, l 9A8 

APPROVED 
NOV 03, 1988 

APPROVED 
AUG 19, 1988 

APPROVED 
JAN 13, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

CISPLATIN lMG/ML 87 P-0421 /CP BULL LABS 
INJECTABLE; INJECTION (lOMl/VIAl) 

{50Ml/VIAL) 
(lOOML/VIAL) 

CISPLATIN lMG/ML 88 P-001 0/CP l YPHOMED 
INJECTABLE; INJECTION (20Ml/VIAL) 

CYCLOPHOSPHAMIDE 20MG/Ml 88 P-0011 /CP BAXTER HLTHCARE 
INJECTABLE; INJECTION (500Ml/CONTAINER) 

FLUOROURACIL 50MG/Ml 88 P-0052/CP BEN VENUE LABS 
INJECTABLE; INJECTION (5Ml/VIAL) 

HOMATROPINE METHVLBROMIDE; 1.5MG 88 P-0061/CP KLEINFELD, KAPLAN 
HYDROCODONE BITARTRATE 5MG AND BECKER 
SOFT GELATIN 
CAPSULE; ORAL 

HYDROCHLOROTHIAZIOE; 25MG/5ML 87 P-0399/CP BURD ITT, BOWLES, 
PROPRANOLOL HYDROCHLORIDE 40MG/5ML RADZIUS AND RUBERRY 
SOLUTION; ORAL 

bls 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
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STATUS 

APPROVED 
FEB 29, 1988 

APPROVED 
APR 01, 1988 

APPROVED 
JUN 10, 1988 

APPROVED 
MAR 21, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 16, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME 
DOSAGE FORM; ROUTE 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

HYDROCHLOROTHIAZIDE; 25MG/5ML 87 P-0399/CP BURDITT, BOU LES, 
PROPRANOLOL HYDROCHLORIDE 80HG/5ML RADZIUS AND RUBERRY 
SOLUTION; ORAL 

HYDROCHlOROTHIAZIDE; 25MG 87 P-0335/CP PAR PHARM 
TRIAMTERENE 50MG 
TABLET; ORAL 

lEUCOVORIN CALCIUM EQ lMG BASE/ML 88 P-0149/CP ROXANE LABS 
SOLUTION; ORAL 

MEPERIDINE HYDROCHLORIDE l OMG/ML 88 P-0008/CP LYPHOMED 
INJECTABLE; INJECTION (SOML/CONTAINER) 

METOCLOPRAMIDE lOMG/ML 88 P-0164/CP ROXANE LARS 
HYDROCHLORIDE INTENSOL 
CONCENTRATE; ORAL 

NIFEDIPINE lOMG 88 P-0072/ MARTEC PHARHS 
CAPSULE; ORAL CP0002 

NIFEDIPINE 20MG 88 P-0072/CP MARTEC PHARMS 
CAPSULE; ORAL 
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REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NE\~ STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
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STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
FEB 26, 1988 

APPROVED 
JUL 25, 1988 

APPROVED 
APR 01 , 1988 

APPROVED 
JUN 28, 1988 

APPROVED 
MAY 11, 1988 

APPROVED 
MAY 11 , 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

PHENYLPROPANOLAMINE 
HYDROCHLORIDE 
FILM, CONTROLLED 
RELEASE; PERCUTANEOUS 

PHENYTOIN SODIUM 
INJECTABLE; INJECTION 

PREONISOLONE SODIUM PHOSPHATE 
SOLUTION; ORAL 

QUINIDINE GLUCONATE 
TABLET, CONTROLLED 
RELEASE; ORAL 

SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 
INJECTABLE; INJECTION 

STERILE WATER 
IN PLASTIC CONTAINER 
INJECTABLE; INJECTION 

THEOPHYLLINE 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

STRENGTH 
(CONTAINER SIZE) 

150MG 

100MG/VIAL 
250MG/VIAL 

EQ 5MG BASE/Ml 

648MG 

900MG/100ML 
(lOOML/CONTAINER) 

100% 
(lOOML/CONTAINER) 

450MG 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

88 P-0265/CP BIO AMERICAN 

87 P-0367 /CP LYPHOMEO 

88 P-0235/CP PAN AM PHARMS 

87 P-0276/CP FOREST LABS 

87 P-0391 /CP LYPHOMED 

87 P-0392/CP LYPHOMED 

88 P-011 9/CP RIKER LABS 

7V 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 
NEW INDICATION 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW STREN'1TH 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 
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STATUS 

APPROVED 
OCT 07, 1988 

APPROVED 
FEB 16, 1988 

APPROVED 
AUG 24, 1988 

APPROVED 
NOV 22, 1988 

APPROVED 
AUG 11, 1988 

APPROVED 
AUG 11, 1988 

APPROVED 
MAY 11, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

THEOPHYLLINE 500MG 88 P-0226/CP SAVAGE LABS 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

THEOPHYLLINE 160MG/l 5ML 88 P-0301 /CP FLEMING 
SOLUTION; ORAL 

THIOTEPA (WITH DILUENT) 15MG/VIAL 87 P-0382/CP LYPHOMED 
INJECTABLE; INJECTION 

VERAPAMIL HYDROCHLORIDE 120MG 87 P-0233/CP SEARLE 
CAPSULE, CONTROLLED 240MG 
RELEASE; ORAL 
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REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
NEW STRENGTH 

71 

STATUS 

APPROVED 
AUG 25, 1988 

APPROVED 
NOV 04, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 26, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

BENZOYL METRONIDAZOLE 
SUSPENSION; ORAL 

BROMPHENIRAMINE 
MALEATE; 
HYDROCODONE BITARTRATE; 
PHENYLPROPANOLAMINE 
HYDROCHLORIDE 
SYRUP; ORAL 

BROMDIPHENHYDRAMINE 
HYDROCHLORIDE; 
HYDROCODONE BITARTRATE 
SOLUTION; ORAL 

BROMDIPHENHYDRAMINE 
HYDROCHLORIDE; 
HYDROCODONE BITARTRATE 
SYRUP; ORAL 

CYCLOBENZAPRINE 
HYDROCHLORIDE 
TABLET; ORAL 

CYCLOPHOSPHAMIDF. 
INJECTABLE; INJECTION 

STRENGTH 
(CONTAINER SIZE) 

200MG/5ML 

2MG/5ML 

2.5MG/5ML 
l 2.5MG/5ML 

12.5MG/5ML 

2.5MG/5ML 

12.5MG/5ML 

2.5MG/5ML 

15MG 

lOOMG/ML 
(HR/VIAL) 
(2ML/VIAL) 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER PETITIONER 

85 P-0258/CP APKON LABS 

85 P-0237 /CP MIKART 

85 P-0255/CP MIKART 

85 P-0255/CP MIKART 

86 P-0386/CP CENTRAL PHARMS 

87 P-0283/CP LYPHOMED 
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REASON FOR 
PETITION 

NEW INGREDIENT 
(NEW ESTER) 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 
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STATUS 

DENIED 
MAR 19, 1986 

DENIED 
MAY 11 , 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
AUG 15, 1988 

DENIED 
JAN 21, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

CYCLOPHOSPHAMIDE 500MG/Ml 87 P-0283/CP LVPHOMED 
INJECTABLE; INJECTION (lML/VIAL) 

(2ML/VIAL) 
(4ML/VIAL) 

DIPHENHYDRAMINE 75MG 87 P-0355/CP PARKE DAVIS 
HYDROCHLORIDE 
CAPSULE, SUSTAINED 
RELEASE; ORAL 

HYDROCODONE BITARTRATE; 1. 66MG/5ML 85 P-0389/CP UAD LABS 
PHENYLEPHRINE 5MG/5ML 
HYDROCHLORIDE; 
PROMETHAZINE HYDROCHLORIDE 6.25MG/5Ml 
SYRUP; ORAL 

HYDROCODONE BITARTRATE; 2.5MG/5ML 85 P-0256/CP MIKART 
PROMETHAZINE HYDROCHLORIDE 6.25MG/5Ml 
SYRUP; ORAL 

MAGNESIUM ASCORBATE 10% 88 P-0200/CP RIM CONSUL TING 
INJECTABLE; INJECTION 20% 
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REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW INGREDIENT 

73 

STATUS 

DENIED 
JAN 21, 1988 

DENIED 
MAY 11, 1988 I 

OENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
JUN 10, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

METOCLOPRAMIDE 
HYDROCHLORIDE 
INJECTABLE; INJECTION 

STRENGTH 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

lMG/ML 87 P-0090/CP INTL MEDTN SYS 
(50ML/VIAL) 
(75ML/VIAL) 
(1 OOML/VIAL) 

7'1 

REASON FOR 
PETITION 

NEW STRENGTH 

74 

STATUS 

DENIED 
FEB 08, 1988 
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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 E UIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING 
OF EXCLUSIVITY TERMS '{llffiREVIATIONS • NEW DOSING SCHE ULE, N W INDICATIONS AND PATENT USE CODES). ONLY NEW 
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. · 

REFERENCES 

NEW DOSING SCHEDULE 

Jl1l ~i,1J"J NJJM• t1 a,JMJ 19~ 1,i~ntJM1 
D-12 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE DUODENAL ULCER 
D-13 INCREASED MAXIMUM DAILY DOSAGE RECOMMENDATION 
D-14 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER 
D-15 SINGLE DAILY DOSE OF 25MG/37.5MG 

NEW INDICATION 

111, ~M1lH1l/19J!Jir1M111Me,~i"1ev,,~,,,,, 
I-19 CHOLANGIOPANCREATOGRAPHY 
I-72 PHOTOPHERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANIFESTATIONS OF CUTANEOUS T-CELL LYMPHOMA 

IN PERSONS NOT RESPONSIVE TO OTHER TREATMENT 
I-73 FOLLICULAR STIMULATION IN IN VITRO FERTILIZATION 
I-74 MANAGEMENT OF CONGESTIVE HEART FAILURE 
I-75 ENDOSCOPIC RETROGRADE PANCREATOGRAPHY 
I-76 HERNIOGRAPHY 
I-77 KNEE ARTHROGRAPHY 
I-78 HIGH DOSE METHOTREXATE WITH LEUCOVORIN RESCUE IN COMBINATION WITH OTHER CHEMOTHERAPEUTIC AGENTS 

TO DELAY RECURRENCE IN PATIENTS WITH NONMETASTATIC OSTEOSARCOMA WHO HAVE UNDERGONE SURGICAL 
RESECTION OR AMPUTATION FOR THE PRIMARY TUMOR 

I-79 RESCUE AFTER HIGH-DOSE METHOTREXATE THERAPY IN OSTEOSARCOMA 
I-80 SHORT TERM TREATMENT OF ACTIVE BENIGN GASTRIC ULCER 
I-81 TREATMENT OF RHEUMATOID ARTHRITIS 
I-82 ADULT INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY OF THE HEAD, NECK, ABDOMINAL, RENAL AND 

PERIPHERAL VESSELS 
I-83 TREATMENT OF LIVER FLUKES 

75 
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EXCLUSIVITY TERMS 

REFERENCES 

PATENT USE CODE 

U-26 METHOD OF TREATING ANIMALS SUFFERING FROM AN APPETITE DISORDER 
U-27 METHOD OF BLOCKING THE UPTAKE OF MONOAMINES BY BRAIN NEURONS IN ANIMALS 
U-28 METHOD FOR IMPROVING MEMORY IN MAMMALS 
U-29 METHOD FOR TREATING AMNESIA 
U-30 METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS 
U-31 USE IN LUNG SCANNING PROCEDURES 
U-32 TREATMENT OF VENTRICULAR ANO SUPRAVENTRICULAR ARRHYTHMIAS 
U-33 METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS 
U-34 TREATMENT OF INFLAMMATION 

76 
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>~> 
>~> 

>~> 
>~> 

PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 
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APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES COOE CODE EXPIRES 

19489 001 ALBUTEROL SULFATE: VENTOLIN ROTACAPS 3705233 DEC OS, 1989 
3644353 FEB 22, 1989 NDF MAY 04, 1991 

18116 002 AHCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34 
18498 001 AHCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34 
19716 001 BETAMETHASONE DIPROPIONATE; DIPROLENE NP AUG 01, 1991 18644 001 BUPROPION HYDROCHLORIDE; WELLBUl'RIN 4507323 MAR 26, 2002 
18644 002 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002 
18644 003 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002 
19459 001 BUTYL METHOXYDIBENZOYLMETHANE; PHOTOPLEX 4387089 JUN 07, 2000 NP SEP 30, 1991 
71621 001 CHOLESTYRAHINE; CHOLYBAR 4778676 OCT 18, 203~ 
71739 001 CHOLESTYRAHINE; CHOLYBAR 4'?78676 OCT 18, 2005 
17920 002 CIMETIDINE; TAGAMET 4024271 MAY 17, 1994 0-14 HAR 31, 1991 

3950333 APR 13, 1993 D-12 APR 30, 1989 
17920 003 CIMETIDINE; TAGAMET 4024271 MAY 17, 1994 D-14 HAR 31, 1991 

39S0333 APR 13, 1993 D-12 APR 30, 1989 
17920 004 CIMETIDINE; TAGAMET 4024271 MAY 17, 1994 D-14 HAR 31, 1991 

3950333 APR 13, 1993 0-12 APR 30, 1989 
17920 005 CIMETIDINE; TAGAHET 4024271 HAY 17, 1994 D-14 MAR 31, 1991 

3950333 APR 13, 1993 D-12 APR 30, 1989 
17924 001 CIHETIDINE HYDROCHLORIDE; TAGAHFT 4024271 HAY 17, 1994 D-14 MAR 31, 1991 

3950333 APR 13, 1993 D-12 APR 30, 1989 
18057 004 CISPLATIN; PLATINOL-AQ 4310515 JAN 12, 1999 

4177263 DEC 04, 1996 
18891 001 CLONIDINE; CATAPRES-TTS-1 4201211 HAY 06, 1997 

4060084 JUN 28, 1994 
3996934 JUL 29, 1992 

18891 002 CLONIDINE; CATAPRES-TTS-2 4201211 HAY 06, 1997 
4060084 JUN 28, 1994 
3996934 JUL 29, 1992 

18891 003 CLONIOINE; CATAPRES-TTS-3 4201211 HAY 06, 1997 
4060084 JUN 28, 1994 
3996934 JUL 29, 1992 

19201 001 OICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 NCE JUL 28, 1993 
19201 002 OICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 NCE JUL 28, 1993 
19201 003 OICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 NCE JUL 28, 1993 
18998 001 ENALAPRIL MALEATE; VASOTEC I-74 JUN 24, 1991 
18998 002 ENALAPRIL MALEATE; VASOTEC I-74 JUN 24, 1991 
18998 003 ENALAPRIL HALEATE; VASOTEC I-74 JUN 24, 1991 
18998 005 ENALAPRil MALEATE; VASOTEC 4374829 FEB 22, 2000 NCE DEC 24, 1990 

I-74 JUN 24, 1991 
19309 001 ENALAPRILAT; VASOTEC 4374829 FEB 22, 2000 NDF FEB 09, 1991 
18981 002 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
18981 003 ENCAINIDE HYDROCHLORIC~; ENKAID RE30811 DEC 20, 1996 U-32 
18981 004 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
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>a.> 
>a.> 
>a.> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 
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APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES COOE CODE EXPIRES 

19386 001 ESHOLOL HYOROCHLORIDE; BREVIBLOC 4593119 JUN 03, 2003 NCE DEC 31, 1991 
4387103 JUN 07, 2000 U-16 19462 001 FAMOTIDINE; PEPCID I-80 OCT 17, 1991 19462 002 FAMOTIDINE; PEPCID I-80 OCT 17, 1991 19510 001 FAMOTIDINE; PEPCID I-80 OCT 17, 1991 19527 001 FAMOTIDINE; PEPCID I-80 OCT 17, 1991 18830 003 FLECAINIDE ACETATE; TAHBOCOR 4005209 JAN 25, 1996 NS JUN 03, 1991 
3900481 AUG 19, 1992 NCE OCT 31, 1990 18830 004 FLECAINIDE ACETATE; TAHBOCOR 4005209 JAN 25, 1996 
3900481 AUG 19, 1992 NCE OCT 31, 1990 19452 001 FLUOCINOLONE ACETONIDE; DERHA-SMOOTHE/FS NDF FEB 03, 1991 18936 001 FLUOXETINE HYDROCHLORIDE; PROZAC 4683235 JUL 28, 2004 U-30 
4647591 HAR 03, 2004 U-28 
4647591 HAR 03, 2004 U-29 
4626549 DEC 02, 2003 U-26 
4626549 DEC 02, 2003 U-27 
4194009 APR 19, 1994 

18766 002 FLURBIPROFEN; ANSAID 3793457 FEB 19, 1993 NCE DEC 31, 1991 
3755427 AUG 28, 1990 NDF OCT 31, 1991 18766 003 FLURBIPROFEN; ANSAID 3793457 FEB 19, 1993 NCE DEC 31, 1991 
3755427 AUG 28, 1990 NDF OCT 31, 1991 19404 001 FLURBIPROFEN SODIUM; OCUFEN 3793457 FEB 19, 1993 

19596 001 GADOPENTETATE DIMEGLUHINE; HAGNEVIST 4647447 HAR 03, 2004 NCE JUN 02, 1993 18422 001 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 
18422 002 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 
18061 001 HYDROCHLOROTHIAZIDE; TIMOLIDE 10-25 3655663 APR 11, 1989 D-2 FEB 03, 1991 19129 003 HYDROCHLOROTHIAZIDE; MAXZIDE-25 D-15 HAY 13, 1491 18956 002 IOHEXOL; OMNIPAQUE 240 I-19 JUL 29, 1991 

I-60 JUL 29, 1991 
I-75 JUL 29, 1991 
I-76 JUL 29, 1991 
I-77 JUL 29, 1991 

18956 003 IOHEXOL; OMNIPAQUE 300 4021481 HAY 03, 1994 I-55 FEB 01, 1988 
I-58 FEB 01, 1988 
I-60 JUL 29, 1991 
I-77 JUL 29, 1991 

18956 004 IOHEXOL; OMNIPAQUE 350 I-56 MAY 24, 1991 
I-77 JUL 29, 1991 

18956 005 IOHEXOL; OMNIPAQUE 140 4396597 JUL 14, 1998 I-82 NOV 30, 1991 
4250113 DEC 26, 1999 NCE DEC 26, 1990 
4021481 HAY 03, 1994 NS NOV 30, 1991 
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APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

19085 001 IPRATROPIUM BROMIDE; ATROVENT 3681500 AUG 01, 1991 NCE DEC 29, 1991 
08107 001 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 

I-79 AUG 31, 1995 
08107 002 LEUCOVORIN CALCIUM: LEUCOVORIN CALCIUM ODE AUG 31, 1995 

I-79 AUG 31, 1995 
08107 003 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 

I-79 AUG 31, 1995 
08107 004 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 

I-79 AUG 31, 1995 
19777 001 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19777 002 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19777 003 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19487 001 LOPERAHIDE HYDROCHLORIDE; IHODIUM A-0 3714159 JAN 30, 1990 
19643 003 LOVASTATIN; HEVACOR 4231938 NOV 04, 1999 NCE AUG 31, 1992 
18006 001 MECLOFENAHATE SODIUM; MECLOHEN I-68 AUG 30, 1991 
18006 002 MECLOFENAHATE SODIUM; MECLOHEN I-68 AUG 30, 1991 
08085 002 METHOTREXATE SODIUM; METHOTREXATE I-81 OCT 31, 1991 
11719 001 METHOTREXATE SODIUM; METHOTREXATE ODE APR 07, 1995 

I-78 APR 07, 1995 
11719 003 METHOTREXATE SODIUM; METHOTREXATE ODE APR 07, 1995 

I-78 APR 07, 1995 
11719 006 METHOTREXATE SODIUM; HETHOTREXATE ODE APR 07, 1995 

I-78 APR 07, 1995 
11719 007 METHOTREXATE SODIUM; METHOTREXATE LPF ODE APR 07, 1995 

I-78 APR 07, 1995 
11719 009 METHOTREXATE SODIUM; METHOTREXATE ODE APR 07, 1995 

I-78 APR 07, 1995 
09048 001 METHOXSALEN; 8-HOP I-72 HAR 23, 1991 
19737 001 METRONIDAZOLE; METROGEL NDF NOV 22, 1991 

ODE NOV 22, 1995 
18654 001 HIDAZOLAH HYDROCHLORIDE; VERSED 4280957 DEC 20, 1999 NCE DEC 20, 1990 
18654 002 MIDAZOLAH HYDROCHLORIDE; VERSED 4280957 DEC 20, 1999 NCE DEC 20, 1990 
19501 001 MINOXIDIL; ROGAINE 4596812 FEB 13, 1996 

4139619 FEB 13, 1996 NDF AUG 17, 1991 
19516 002 MORPHINE SULFATE; HS CONTIN NDF HAY 29, 1990 
18677 001 NABILONE; CESAMET 4087545 HAY 02, 1997 U-7 
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 1998 NCE HAR 01, 1993 
19508 001 NIZATIDINE; AXID 4760075 HAY 03, 2000 U-33 

4382090 HAY 03, 2000 U-33 
4375547 HAR 01, 2000 NCE APR 12, 1993 

19508 002 NIZATIDINE; AXID 4760075 HAY 03, 2000 U-33 
4382090 HAY 03, 2000 U-33 
4375547 HAR 01, 2000 NCE APR 12, 1993 
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APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

19667 001 OCTREOTIDE ACETATE; SANOOSTATIN 4395403 JUL 26, 2000 NCE OCT 21, 1993 19667 002 OCTREOTIDE ACETATE; SANOOSTATIN 4395403 JUL 26, 2000 NCE OCT 21, 1993 19667 003 OCTREOTIDE ACETATE; SANOOSTATIN 4395403 JUL 26, 2000 NCE OCT 21, 1993 19009 001 PIRBUTEROL ACETATE; MAXAIR 4175128 NOV 20, 1996 
3786160 JAN 15, 1993 
3700681 OCT 24, 1989 NCE DEC 30, 1991 19561 003 POTASSIUM CHLORIDE; MICRo-K LS 4259315 MAR 31, 1998 19647 001 POTASSIUM CITRATE; POTASSIUM CITRATE ODE AUG 30, 1992 19647 002 POTASSIUM CITRATE; POTASSIUM CITRATE ODE AUG 30, 1992 18714 001 PRAZIQUANTEL; BILTRICIDE 1-83 NOV 09, 1991 17535 002 PROBUCOL; LORELCO 3862332 JAN 21, 1992 

17881 001 TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M 3872226 MAR 18, 1992 
3863004 JAN 28, 1992 U-31 19057 001 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 
4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

19057 002 TERAZOSIN HYDROCHLORIDE; HYTIUN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 
4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

19057 003 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

19057 004 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 
4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

19641 001 TERCONAZOLE; TERAZOL 3 4358449 NOV 09, 1999 NCE DEC 31, 1992 
NDF MAY 24, 1991 19569 001 TIOPRONIN; TIOPRONIN NCE AUG 11, 1993 
ODE AUG 11, 1995 

18207 003 TRAZOOONE HYDROCHLORIDE; DESYREL 4258027 MAR 24, 1998 
4215104 JUL 29, 1997 19049 001 TRETINOIN; RETIN-A 3906108 SEP 16, 1992 
3729568 APR 24, 1990 

19415 002 UROfOLLITROPIN; METRODIN 1-73 MAR 01, 1991 18817 003 VERAPAHIL HYDROCHLORIDE; CALAN I-50 DEC 16, 1989 
1-51 DEC 16, 1989 

18817 004 VERAPAHll HYDROCHLORIDE; CALAN I-so DEC 16, 1989 
I-51 DEC 16, 1989 
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Superintendent of Documents Subscriptions Order Form 

Order Processing Code 
* 6381 

D YES, please send me the following indicated subscriptions: 

Charge your order. 
It's easy! 

__ subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIV AI.ENCE EV AlUATIONS. 
APDP, and monthly Cumulative Supplements, for $87.00 per year. 

1. The total cost of my order is$ ---· All prices include regular domestic postage and handling and are subject to change. 
International customers please add 25 % . 

Pie2SC Type or Print 

2. -------------------(Company or pcaonal name) 

(Additional addrm/aucntion line) 

(S= adchcss) 

(Ciry. Swe. ZIP Code) 

(Daytime phone including area code) 

3. Please choose method of payment: 

D Check payable to the Superintendent of Documents 

D GPO Deposit Account i I I i I I 1-0 
□ VISA, CHOICE or MasterCard 

1 1 1 1 I 1 1 1 1 I I I I I I I I I I I 
(Credit wd expiration date) 

Thank you for your order! 

(Sigmmn:) 11/88 

4. Mail To: Superintendent of Documents, Government Printing Office, Washington, D.C. 20402-9371. 
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