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I. PREFACE 

This cumulative supplement is one of a series of monthly updates to the 
Ap~roved Prescription Drug Products with Theraeeutic Eguivalence Evaluations, 
5t Edition (the List):-tQ cover interTm revislons to the annual publication 
of the List in its entirety. The List is comprised of several parts and some 
by their nature, are identified by the term "list." The cumulative 
supplements routinely provide updates to two of these lists: The Drug Product 
List and the DESI Addendum. 

The List cannot be used effectively without the current cumulative 
supplement. Users may wish to place an asterisk (*) in the List to the left 
of the ingredient(s) in the Drug Product List and the product na~e in the 
Addendum to indicate that changes to that entry appear in the cumulative 
supplement. It is also suggested that earlier cumulative supplements be 
discarded to avoid possible confusion. In this way, only the List and current 
cumulative supplement need be referenced. 

A. DRUG PRODUCT LIST 

The Drug Product List cumulative supplements include the changes made 
since August 1, 1984. Each subsequent cumulative supplement replaces the 
previous month's cumulative supplement. 

Information in this cumulative supplement follows the format of the Drug 
Product List. The presence of any therapeutic equivalence code indicates 
that the drug product is multisource; the deletion of a therapeutic 
equivalence code indicates that the drug product has become single source. 
(An infrequent exception exists when a therapeutic equivalence code is 
revised. In that case the deletion of the therapeutic equivalence code is 
followed immediately by the addition of the revised one.) 

Context information on drug products is provided in each cumulative 
supplement for completeness to assist in locating the proper place in the 
Drug Product List for the revision. (Strength(s) which already exist in 
the publication will not be repeated for context.) A page number in 
parentheses referring to the Drug Product List is located to the right of 
the ingredient(s). 

Additions to the Drug Product List are indicated by new information in the 
cumulative supplement. Additions new to the current cumulative supplement 
are indicated by the symbol >~> to the left of the line on which new 
information exists. The >~>symbol is dropped in subsequent cumulative 
supplements for that item. 
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Products Federal Register Reference 

(continued) 

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888) 
dexamethasone sodium phosphate, 
fluocinolone acetonide, 
flurandrenolide, 
hydrocortisone~ or 
methylprednisolone acetate. 

[topical anti-infectives for 
dermato logic use] 

neomycinsulfate,p.olymyxin B sulfate, 
bacitracin zinc,and hydrocortisone 

[topi~al ointment] 
n itrog l'ycer in( capsul e~controll ed re 1 ease ;ora 1) 
nitrbglycerin (table,t, cOntrolled release;ora1) 
parenteralmult ivifamin p.roducts 
phenazopyr i dine hydroch 1 or ide and 

sulfamethoxazole 
sulfanilamide and aminacrine 
tranylcypromine sulfate 

C. APPLICANT (NAME) CHANGES 

MAY 4, J984 (49 FR191 47) 

SEP 7, 1984 (49 FR 35428) 
SEP 7, 1984(49 FR 35428) 
SEP 17, 1984 {49 FR 36446) 
JUL 29, 1983 (48 FR 34516) 

AUG 22, 1983 (48 fR 38097) 
MAR 22, 1984 (49 fR 10708) 

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 Special Notes section only. Where only partial 
approved product lines are transferred between applicants, each approved 
product involved will appear as an applicant name change in the cumulative 
supplement. The current list of applicant holder changes follows. 

Former Applicant (Name) 

OHIO MEDICAL ANESTHETICS 

APPLICANT (NAME) CHANGES 

New Applicant (Name) 

ANAQUEST 

New Abbreviated Name 

ANAQUEST 

D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION 

The addendum of this supplement provides information required of the 
Agency by the "Drug Price Competition and Patent Term Restoration Act of 
1984.11 
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Eo DISCONTINUED APPROVED ,PRODUCT IDENTIFIER (II ~II) 
, , , ~, 

'" 

The Drug Price Competition andPat~nt Term RestoratiOh Act of 1984, 
reqyjr~S the FDA to make publicly available an alphabetical list of 
ap,proved drug products, with the app 1 icat ion number and approva Id,ate, 
for each pro(;i,uct approv~d January 1, 1982 and thereafter, and an 
indication wheth~r in vitr,oan(;i/or in vivobioequiva lence stu(;iies are 
required for ,ANDA approval-This publication, Approved Prescription Drug 
Prodw;tswjtl1)nerapeutic, Equivalence EValuati"ns,5th Edition,,"atld ,its ' 

" month lysu~pleroeYlts; lsbe i ngused t~ sa. ti sty this newrequi rement. The 
Agency,wOl )'10 longer delete pro(;iucts from this publication when an ' 
a~pplical1td'i~cQntJnues marketing for economic reasons, as it had done,in 
the ·pa~t~jf:'he,dnJ.y~auseforproductrernoval ·from the publication willtre. 
forsiff~ti'"Ctt~effi;cac.yi'reasons·.Produ,ctsdjsContjnued from marketing~i 11 
b~fT~g'sea,cl,;hthlftfumulative SIJPplement andruture editions of this" '. 
pub'llcat:lon'withth¢ ,iall symbol to designate their nonmarketed status. 

F. $UBS~R'lpiI,ON FORM 

A subscription form for the publication has been provided at the end of 
this suppJementfor ordering next year's edition. 
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I I I. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

The following report provides summary counts derived from product information in the Drug Product List and the 
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the 
List and Section B. to products in the current cumulative supplement. A new column of data will appear in 
Section A. each three-month period following July 184. Section A. therefore will provide baseline and quarterly 
data while Section B. provides monthly activity. 

USE OF REPORT 

From the data presented under Section B., users should be able to observe such things as (1) newly approved, 
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed 
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and 
discontinued marketing of products; and, (3) trends in approval of products as either mu1tisource or single 
source during each month within the quarter. The report does not reflect category changes from multisource to 
single source and vice versa. However, the net gain that results from all additions, deletions and category 
changes is reflected in the quarterly counts for multisource and single source products. 

Drug Product Definition 

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

New Molecular Entity 

The active moiety 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 part of a combination. 

Drug Product Count 

This report provides counts in several categories from the list composed of domestically marketed drug 
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug, 
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are 
those approved drug products marketed by distributors; those marketed solely abroad; and products now 
regarded as medical devices, biologics or foods. 
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APPROVED PRESCRIPTION DRUG PRODUCTS 
DRUG PRODUCT LIST 

CUMULATIVE SUPPLEMENT NUMBER 12 I AUGUST '84 - AUGUST '85 

ACEBUTOLOl HYDROCHLORIDE (PAGE 3-1) 

CAPSULE; ORAL 
SECTRAL 

IVES LABS/AMHO EQ 200MG BASEIS 
EQ 400NG BASE~ 

ACETAMINOPHEN; BUTALBITAL (PAGE 3-1) 

CAPSULE; ORAL 
BUTAlBITAL AND ACETAMINOPHEN 

AB ON GRAHAM LABS 650MG;50MG~ 

PHREHl:lnf FORTE 
A§ CARNRICK/GW CARNRICK 650MG;~~ 

TABLET; ORAL 
BUTALBITAL AND ACETAMIHOPHEN 

AB DANBURY PHARNACAL 325MG;50MG~ 

PHREHrLIH 
AB CARNRICK/GW CARNRICK 325MG;50MG~ 

ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-11 

CAPSULE; ORAL 
BUTALBITAL, ACETAMINOPHEN, CAFFErHE 

AB OM GRAHAM LABS 325MG;50MG;40MG~ 
AB 325MG;50MG;40MG~ 

AB 325MG;50MG;40MG~ 

AB 325MG;50MG;40MG~ 

AB 325MG;50MG;40MG~ 

AB 325MG;50MG;~~ 

ESSIC 
AB GILBERT LABORATORIES 325MG;50MG;40MG~ 

TABLET; ORAL 
lli!Q 

AB GILBERT LABORATORIES 325MG;50MG;~~ 
Fl:OrUCET 

AB SANDOZ PHARMS/SANDOZ 325MG;50MG;40MG~ 
REPAH 

AB OM GRAHAM LABS 325MG;50MG;40MG~ 

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1) 

TABLET; ORAL 
ACETAMn.OPHEN AND COD ErNE PHOSPHATE 

AA ZENITH LABORATORIES }QQtl§;60NG 
ACETAMINOPHEN WI CODEIHE #Z 

AA LEMMON 300NG;~~ 

N 18917 
N 18917 

N 88991 

N 88831 

N 87550 

N 87811 

N 88743 
N 88758 
N 88765 
N 89023 
N 89067 
N 89102 

N 88825 

N 87629 

N 88616 

N 87804 

ACETAMINOPHEN; COOEINE PHOSPHATE (PAGE 3-1) 

TABLET; ORAL 
ACETAMINOPHEN W/ CODEINE #3 

AA LEMNON 300NG;30MG~ 

ACETAMJ:NOPHEN WI CODErflE#4 
AA LEMNON 300MG;60MG~ 

- IACEtAM:tHdpHEH'W;'cdrlEtHE'PtiOS:PHATE'~41 
I AA! I.tiM.f~.'fJ.MR).jjfrfjtMI 366~\G iM!ID 

ACETAMINOPHEN; HYDROCODONE BITARTRATE (pAGE 3-2) 

CAPSULE; ORAL 
ACETAMINOPHEN AND HYDROCODOHE BITARTRATE 

AA CENTRAL PHARMS 500MG;5MG~ 

500MG;SMG~ 

5 OO~IG; 5MG~ 
AA OM GRAHAM LABS 

> ADD > AA 

TABLET; ORU 
ACETAMINOPHEN AND KYDR.OCODOHE BITARTRATE 

lAA! IUM#fi( 'jl~fiRf1$l . js6di'lG fID:lli! 
CO.,SESl:C 

AA CENTlML PtiARMS 500MG;5MG 
HYDROCODOHE BnARTRATEW/AC·ETA~I:moPHEN 

AA BARR LABORATORIES 500tlG;5MG~ 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2) 

CAPSULE; ORAL 
TYLOX 

MCNEIL PHARI1 
TYLOX-325 

MCNEIL PHARM 

TABLET; ORAL 
IcdrlACt:tl 

OXYCET 
AA HALSEY DRUG 

500t1G;5MG~ 

325MG;5MG~ 

325MG;2!:!§~ 

ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE (PAGE 3-2) 

TABLET; ORAL 
DARVOCET-H 100 

AB ELI LILLY 650t1G;100MG 
DARVOCET-H 50 

AB ELI LILLY 325MG;~ 
N 87083 PROPOXYPHEHE HAPSYLATE AND ACETAMINOPHEN 

AB BARR LABORATORIES 325NG;50NG~ 
N 88627 AB 650NG;100MG~ 

AB MYLAN PHARMS 650MG:I00NG~ 

> ADD > AB ZENITH LABORATORIES 22.Q.!:!§;!QQ!1§~ 
PROVOCET 100 

AS LENMON 650MG;100MG~ 

1 

N 88628 

N 88629 

1~.·~j.d~~1 

N 88898 
N 88·956 
N 89006 

1~:~.1j~jl 

N 87757 

N 88577 

H 88790 

N 88246 

N 87463 

N 17122 

H 17122 

N 70115 
N 70116 
N 70145 
N 70146 

N 70107 



DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER 12 I AUGUST. '84 - AUGUST '.85 2 

ACETIC ACID, GLACIAL (PAGE 3-3) 

SOLUTION/DROPSj· OTIC 
ACrnCACIO· 

AT THAMES·pflARMACAL 
> ADD > 8.0ROFArR 
> ADD >£ PHARHAFAIR 

2x1r 

2x1r 

ACETIC ACID, GLACIAL; HYDROCORTIsONE (PAGE 3-3) 

SOLUTIOH/DROPS; .. OTIC 
HYOROCOR:r:tsOHEAHD ACmC AciD 

d THAMES PHARMACAL 2?;l?11 

ACYCLOVIR (PAGE 3-4) 

CAPSULE ; ORAL 
ZOVIRAX 

BURROUGHSWELLCOME 200MG. 

ALBUMIN, IOOINATED, 1-1.25, SERUM (PAGE 3-4) 

INJECTABLE; .INU.ECTION 
ALBUMOTOPE125 I 
4) ER SQUIBB AND SONS 5-50UCUAMP 

ALBUTEROl.SULFATE (PAGE 3-5) 

SYRUP; ORAL 
PROVENTIL 

SCHERING 

ALLOPURINOL (pAGE 3-5) 

TABLEifORAL 
ALLOPORfHoL 

EQ2MG BASE/5MLII 

AB BOLAR· PHARMACEUTICAl !.Q.Q.!:l§1I 
AB .. 300l1GII 
AS CHELSEA lAsORATORIE$ l00I1GII 
AS 30'OHGII 
AB DANBuRy PHARMACAL 100HGII 
AS 300HGII 

AMDINOCILLIN (PAGE 3-6) 

INJECTABLEjINJECTION 
COACTIN 

HOFFMANN-LA ROCHE 250MG/vIALII 
500MG/vIALII 
IGM/VIALII 

N 88638 

N88606 

'N88759 

N 18828 

N 17836 

N18062 

It 18241 
N'1824:1 
N 187M 
N18785 
N 1883.2 
Nl.8877 

N 5'0565 
N 50'565 
N50565 

AHIKACIN;stJtFATE (PAGE 3",,6) 

INJECii6.~t;£i .INJECTJ:,OR 
AH!i;1<:Itf ...•...•..........•... 

iBRJ:STOLLABS/B"'M . EQ.50MG.BASE/MLII 
'EQ 250.MGBASEAiL. 

AMINO ACIDS (.~AGE 3,.6) . 

It:!JECrA:BL'E:i: ···INJECTION 
AMINOSYN~HBC 7Z 

N62562 
N'6'2562 

ABBOTII:ABORATORI.ES . .7x1r til 19374 
BRAflCAXHIN 47. . . 

tRAVENOLlABS . 4%11 . . N 18678 
BR\tiNCHAfll:N47.INPLASTIC CONTAINER 

TR1i.~ENOL LABS .4x1r . N 18684 
TR;AVASqtlO? W/OELECTR()LYTES IN PLASTIC CONTAINER 

'FR.AVENOL LABS . '10%11. '.. . . N . .18931 
TRAVASOL5,5? W/OELECTROL YTES INPl.ASTIC CONTAINER 

TRAV'fimtLASS 5 .5?JlN .18931 
TRAVASOl 8.5? 101/0 ELECTROLYTES IN PLASTIC .CONTAINER 

TRAV.ENOl LABS . 8.;57.IIN 18931 

AMINO .. AcIDS;DEX'TROSE(PAGE 3-'7·) 

INJECT:A'8J!.iE;INJE'cUON ......... . 
.·.·Al'Iit~ti'5YN'~3~·~illrl'DE~00E25Y..INPlAST.IC . CONTAJ:NER 
·.A'aB'ortcLABqRATOR:I:ES ' .• );5Y.';25GM,I100M L .. .N .1'9118 
··iAMI~OSYR 3' ;5?·.1II1 DEXTRP:SE5.7..'!NPLASTIC CONTAINER 

.. ·~~~On'LA~PRATORtES;3 ~'~;'SGMI1tibML . .. N19120 
AMIN(j~~'{N.4.Z5i. 'Wl'~DE~mmsE251.]:\NPLAST:tC CONTAINER' 

.. As'B0HLAB0RATORIES4,F57.;25GtvlOOML . N.19119 

AM!NepFiYOl;t.J:NE'.f\PAGE3';'8) 

AP 
A'P 

itbE~T~'b~; ";tt'N:;J~CTION 
AHIi.HO'P,H'tLL:IHE< ' .. 
.. SOtl(ijPA~LA:BORAtORIES 25MGIMLII 

25MG/HLII 

TAB:tiET;, (!)RA'1. 
'A~O"'tri'l:L'.tifE ..., , •.... 

I~pl 19i:SRj(;':JJjl{~:tpft~~~1 ·l:~'{J.dH¢1 
.@ CORD LABQRAT0RIES 20'OMG 

AM:nIDPHn:l:.:ENE r SOo'IUM CHLORIDE (PAGE 3-9) 

INJECTABLE.; .. IN:;JECnON 
AMliHOPHY,LLDfE IHSODIiUH CHLORIDE o .• r.5"/. 

AP ABBOTT LABORATORIES 10.0MGI100ML;450MG/I00MLIi 
AP 20011L/I00ML;45011G/I00MLIi 

N 88429 
N88749 

1J{'f,t>#j,/ 
N 85261 

N88147 
N 88147 
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AMINOPHYLLINE; SODIUM CHLORIDE (PAGE 3-9) 

INJECTABLE; INJECTION 
AM7NOPHYLLrHE rH SODIUM CHLORrnE O.4!i/' rH PLASTIC CONTAINER 

AP ABBOTT LABORATORIES 100MG/100ML;450MG/IOOMLI:!: N 18924 
AP 200MG/lOOML;450MG/lOOMLI:!: N 18924 

400MG/lOOML;450MG/lOOML~ N 18924 
500MG/lOOML;450MG/lOOML~ N 18924 

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~i~~~~~~~~f/ /~.' ~~j~jf 
/ W 1#~Mj. 'tl<~:o#Xf:oititiVl 16 di'idJi 6 df'tL ; 45 diHJi d dMLIi/ /~ .. ~~j~.1I 

/AM:tHdPHYLL:tHE·d:2?·:tH·S~~f~~;~~~~~:t~~a~~~j~1 / w 11<¢,t1:on.'tA¢:O#kfM.#'Ul d d dMLIi/ /~:~M~.1I 

AMITRIPTYLINE HYDROCHLORIDE (PAGE 3-10) 

TABLET; ORAL 
AMITRIPTYLrHE HOL 

BP AM THERAPEUTICS 25MG~ N 88672 
BP 50NG~ N 88673 
BP 75NG~ N 88674 
BP 100NG~ N 88675 
BP PAR PHARNACEUTICAL 10NGI:!: N 88697 
BP 25NG~ N 88698 
BP 50NGU N 88699 
BP 75NG~ N 88700 
BP lOONG~ N 88701 
BP l50NG~ N 88702 

AB 0) PUREPAC/KALIPHARNA 10MG N 88084 
AB 0) 25MG N 88085 
AB 0) 50MG N 88105 
AB 0) 75MG N 88106 
AB 0) 100MG N 88107 

~~~ / ~;tptl#.· f.fif,pp-fif~;tt~/ ~~~~~~~ /~:M~~j./ 
/~:f,MM/ 

/¢PI ~~~~~~~ Itl.·f,M~'!>1 
I¢PI /tl:~MM/ 
I¢PI h.d~M~p/ /~:M~~.1I 
I¢PI /j,!>.Ot\¢p/ /~.'MMN 
AB SIDMAK LABORATORIES 10~tG~ N 88883 
AB 25MGI:!: N 88884 
AB 50MG~ N 88885 
AB 75'1§~ N 88886 
AB lOuMG~ N 88887 
t~ l50MG~ N 88888 

BP SUPERPHARM 10MGI:I: N 88853 
BP 25MG~ N 88854 
BP 50MG~ N 88855 
BP 75MG~ N 88856 
BP 100MG~ N 88857 

AMMONIUM LACTATE (PAGE 3-12) 

LOTION; TOPICAL 
AMMONIUM LACTATE 

BRISTOL-MYERS 

AMOXICILLIN (PAGE 3-12) 

CAPSULE; ORAL 
AMOXl:CrLLrH 

>....A!llL> AB LABORATORIOS URAL 
> ADD> AB 

unMOX 
AB 0) PARKE-DAVIS/w-L 
AB 0) 

EQ 12:1. ACIDx 

250MGII 
500MGX 

g2Qtl§ 
2QQtl§ 

AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13) 

POWDER FOR RECONSTITUTION; ORAL 
AUGMENTIN '125' 

BEECHAM LABS/BEECHAM 125MG/5ML; 
EQ 31.25MG ACID/5MLII 

AUGMENTIN '250' 

N 19155 

N 62528 
N 62528 

N 62107 
N 62107 

N 50575 

BEECHAM LABS/BEECHAM 250MG/5ML;EQ 62.5MG ACID/5MLII N 50575 

TABLET; ORAL 
AUGMENTIN '250' 

BEECHAM LABS/BEECHAM 250MG;EQ 125MG ACIDx 
AUGMENTIN '500' 

BEECHAM LABS/BEECHAM 500MG;EQ 125MG ACIDI:!: 

TABLET, CHEWABLE; ORAL 
AUGMENTIN '125' 

BEECHAM LABS/BEECHAM 125l1G; EQ 31. 25MG ACIDII 
AUGMENTIN '250' 

BEECHAM LABS/BEECHAM 250MG;EQ 62.5MG ACIDII 

AMPHETAMINE SULFATE (PAGE 3-13) 

TABLET; ORAL 
AMPHETAMINE SULFATE 

LANNETT 5MG~ 

10MG~ 

AMPICILLIN SODIUM (PAGE 3-14) 

INJECTABLE; INJECTION 
AMP7C7LLrH sonrUM 

AP ELI LILLY 
AP 

EQ 500MG BASE/vIALII 
EQ IGM BASE/vIAL~ 

N 50564 

N 50564 

N 50597 

N 50597 

N 83901 
N 83901 

H 62565 
N 62565 
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POL'fttYXINB AMPICILLIN/AMPICILLINTRIH'fDRATE (PAGE 3-:14) 

CAPSULE; OR.AL 
AMI'J:CJ:LLJ:H 

AB .;) DRUMMER/PHOENIX 
AS 0) 

Eg,;~50MG ... BASE 
Eg'500MG .'BASE 

ARGININE HYDROCHLOIHDE (PAGE 3:';16) 

INJECTABLE; .INJECTION 
R-GENE 10 
I¢y;tttp, ' j.J'f>f;;~:j.#f;1 

KABIVITlWM 
/j.,d¢~;t,d,dt1f-1 

10GM/l00ML 

ASPIRIN; BUTALBHAq .CAFFEINE(:PAGE3..,16) 

CAPsUlE; ORAt. . 
. ButALBIT:Alb:IiI/"A~PIRIIiIAN[) .'CAFFEINE· 

CH E lSE:A .Ll:~0RATORIES3e'sI1Ii';.5.0MG ;40~1t 

l'ABlH;OR.A l.. . . 
; "BUJ"A:LBrT;Al :~S,,: 

.'AB. . :. ;. ·QIJA.tilT0t!ffFfAe:~ 
~'> BaTAlBir:1iA1;;,:COM.I':OUHO . .,.l,: .l; , ..... 
:AB. ·ZENIfW,LA60RAT'ORIES: . 32SI:1G:;50MG:;:40fifGU: 
- . ,.', "":0'; ---:"-c~.,-\:-" 

~: 
AA 

M 

ASPIRIN; METIfOC1<RSAMOL(PAGE 3'"'17) 

TABlE.T'; .DRAL:!,': i.l ... '. 
; l:thftHo~ArRli·AACS.ii: :;t!~:0l(sP::tlfitHl: . 

. ME';t;HoeARBAMo.C;;AHO:~;ASPJ:R·!tH 

ATROPINE 
'~:;~"~'. '<::;,~'~r>""" 

TA'BlET;~l:'L . 

AiAL();~~ER /'HARM:: 

·A.URANOHN. (PAGE 13'-'1'8) 
0' ".~': <, ','~ , , '" 

CA!='SUlE;OIMl 
RIDAURA ...... ' .. . 

. SK & F L:ABQR'A:TORIES. . 3MG)(, 

N 613S7 
N6:1.387 

I~; ~'jf,:~~:j.1 
Nl~931. 

.}J.889.&2 

iii 1868.9 

O:trl'r~Et'it;'TOP~~A[ . 
:'CORT'ISPORi:N' .' 

sIiJR~O~GflS :WE1.tcoME 400 UNITS/GM ;1/.; EQ 3. 5MGBASE/GM; . 

GEl:'; ··"opidA'~: 
'BENZAl1ycl't' ... '. 

... OE~MIK/.'.R:eR;ER 

5,0'00UNITS/Gt1JI N50168 

5r.;3~ N 50557 
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BETAMETHASONE VALERATE (PAGE 3-22) 

AB 

CREAM; TOPICAL 
BETAMETHASOHE VALERATE 

THAMES PHARMACAL EGI 0.17. BASEII 
BETATREX . 

1M.! 8}''J#t.' .L#~~.YK.':¢.LPtV Ed.' d :i? 'sASEI 

> ADD> 

>~> 

>...!illL> 
>...!illL> 

AB 

AB 

SAVAGE LABS/BYK-GLDN Eq 0.17. BAS·E 
VALHAC 

NMC LABORATORIES .&q O.l%BASEII 

LOTIONi TOPICAL 
B:TA-VAL 

AB LEMMON EGI O.l%·BASEII 
BETAMETHASOHE VALERATE 

AB NATL PHARM MFG/BARREEGI 0.1% BASEII 

OINTMENTi TOPICAL 
VALHAC 

!§ NMC LABORATORIES Eq 0.17. BASEII 

BETAXOLOL HYDROCHLORIDE (PAGE 3-23) 

SOLUTION/DROPS; OPHTHALMIC 
BETOPTIC 

ALCON LABORATORIES EGI O.S7. BASEII 

BITOLTEROL HESYLATE (PAGE 3-24) 

AEROSOLi INHALATION 
TORNALATE 

WINTHROP-BREON/STERL 0.37MG/IHHII 

BROMODIPHENHYDRAHINE HYDROCHLORIDE; CODEINE PHOSPHATE 
(PAGE 3-24) 

SYRUPi ORAL 
AHBAY 

AA BAY LABORATORIES 12.SMG/SMLil0MG/SMLIl 
AMBEHYL 

AA HARION LABORATORIES 12. SHG/SHL; 10HG/SHL 
BROMAHYL 

AA NATL PHARM HFG/BARRE 12.SMG/SHLil0HG/SHLIl 

BROMPHENIRAMINE HALEATE; CODEINE PHOSPHATE; 
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-2S) 

SYRUP; ORAL 
B:rPHETAHE DC 

AA BAY LABORATORIES 2HG/SMLilOMG/SHL; 
12.SMG/SMLII 

N 70062 

/t'( j.?>~p j.f 
N 18862 

N 700S0 

N 70072 

N 700S2 

N 700S1 

N 19270 

N 18770 

N 88626 

N 09319 

N 88343 

N 88904 

BROHPHENIRAMINEMA1EATE; .CODEINE PHOSPHATE; 
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-2S) 

AA 

AA 

SYRUP, ORA·L 
BROMAHATEDC 

NATL PflARM I1FG/BARRE 2HG/SHL;10HG/SML; 
12.SMG/SHLII 

D:rMETAHE-DC 
AHR:OBIHS 2MG/SML; 10MG/SHL 

12.SMG/SHL 

BROMPHENIR;A;t:llNE.MALEA::TE.; DEXTROMETHORPHAN HYDROBROMIDE j 
PSEUDOEPHEDRINEH'YDROCHLORIDE (PAGE 3-2S) 

AA 

AA 

AA 
M 

SYRUP; ORAL 
B:IPHET AHE DX 

BAYUBORATORIES 
BROMAHATE .DM 

NATL PHARH MFG/BARRE 
D:rMETAHE-DX 

AHROBINS 

2MG/SML; 1 OMS/SM.!' ; 30MG/5Mlll 

2MG/S.Hl; 1 OMG/SML; 30MG/SHLII 

2MG/SHLi10MG/SHl;30MG/SML 
2MG/SML;10HG/SHL;30MG/SHL 

N 88723 

N 11694 

N 88811 

N 88722 

N 11694 
N 19279 

BROMPHENIRAMINE MALEATE i PHENYLPROPANOLAMINE HYDROCHLORIDE 
(PAGE 3-2S) 

ELIXIR; ORAL 
B:rPHETAP 

AA BAY LABORATORIES 4MG/SMLi2SMG/SMLIl 
BROMAHATE 

AA NATL PHARN MFG/BARRE 4HG/SMLi2SMG/SHLIl 

BUMETANIDE (PAGE 3-25) 

TABLET; ORAL 
BUMEX 

HOFFMANN-LA ROCHE 2MGII 

BUTABARBITAL SODIUM (PAGE 3-26) 

ELIXIR; ORAL 
IsdrliuM'BuTABA~BiTALI 

BUTABARBtTAL son:rUM 

TABLET; ORAL 
8UTA8ARBl:TAL stm:rUM 

AA LEMMON 
AA 

lSMGII 
30l1GII 

N 88687 

N 88688 

N 1822S 

N 88632 
N 88631 
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CALCITONIN, SALMON (PAGE 3-27) 

INJECTABLEj INJECTION 
CALCINAR 
/ fi~J1P~. '~~rV 

ARMOUR PHARM 
. ~~~l :~~::~~~~~f~ 

200 IU/HL 
400 IUIVIAL 

~~: :j~:~~::~ 
N 17769 
N 17497 

CALCIUM CHLORIDE; .DEXTROSE; MAGNESIUM CHLORIDE; SODIUM 
CHLORIDE; SODIUM LACTATE (PAGE 3-28) . 

!! 

!! 

AT 

!! 

AT 

AT 

AT 

AT 

!! 

SOLUTION; INTRAPERITONEAL 
DELFLEX .. WI DEXTROSE 1.5?Df PLASTl:C. COMTADfER 

D.ELHED 25~7NG/.IOOMLi.1.5GM/100MLi 
15 • 2MG/l OOM Li 567MG/1 OOML i 
392MG/IOOMI::X. N laSS3 

DELFLEX 1i17:DExT:ROSE 1.s"~ LO.IiI:",ASHEs:rtmCiNPLAsnC."CotfTAiNER 
DELMED 25. 7NGI100NLj 1.5GM/l.OONL; 

5.08N.G/1 0 ONti 53aNG/TO ON L ; 
It.48MG/lOtiML,. .NTS883 

DELFLEX W/.D'EXTROSE2.57.tN'PLASTICCOHTA~ER 
DELMED ,25. 7HG'/IOOHl;2.5GN/1.OONL; 

15 •. 2HG/ltiONL; 567MG/IOONL; 
39.2NGnO;0l1lx NlS883 

DELFL£){ WI DEXTROSE 2.5? LOW.MtiGNES:ruH DfPLASTl:C CONTAiNER 
DElNED 25.7NG/IOONLj2.5GN/IOONL; 

5.08MG/rOONLj.538MG/100Hli 
44BNG/IOOMLX N 18883 

DELFLEX WI DEXTROSE 1to.25? :IN .PLAST:IC COHTADfER 
DELMED 25. 7NG/IOONt;4.25GM/10'ONL; 

15 .2NG/10.·0ML; 567NG/I0.0N.Li 
39211G/IOOMLX N 18883 

DELFLEX WI DEXTROSE 1to.25? LO.W MAGHESJ:uM Df PLAST:IC COHTADfER 
DELMED 25.7I1G/lOOHE.j4;.,25GN/100NLi 

5. O.BNG/I OONLi538NG/IOoHL; 
448MS/lOONLX N 18883 

D:IAHEAL PD-l WI DEXTROSE 1.5? :IN PLAST:IC COHTADfER 
TRAVENOLLABS 25. 7NG/IOO.NUl. 5GH/IOOHL; 

lS.2I1G/IOONLi567NG/IOOML; 
392NG/100NlX N 17512 

D:IANEAL PD~l WI DEXTROSE 2.S"/. :IN PLASTIC CONTADfER 
TRAVENOlLABS 25. 7NG/IOONL; 2. 5GM/IOONLi 

15.2NG/l,OONL;.5i>7MG/100Nl; 
39ZMG/100I1LII' N 17512 

D:IAHEAL .PD-1 WI. DEXTROSE fi..25?IHPLASTICCOHTA:IHER 
TRAVENal L6;BS 25. 7NGi'l'OONlj4>.25GM/100ML; 

< 15.2NG/IMMLf56 7MG/10 OMl j 
392HG/IOOMLJI N 17512 

CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; SODIUH 
CHLORIDE; SODIUM LACTATE (PAGE 3-29) 

AP 

!f 

AP 

AP 

AP 

AP 

AP 

!f 

INJECTABLE; INJECTION 
POTASS:IU/1,.CHLOR:mEIOHEQ :IH'DEXTROSE s"/o AND 

LACTATED .'. R:IHGErPS. :IHPLAST:IC.COHTADfER 
TRAVENOL LABS 20MG/lOOMl;5GM/IOOHLj 

10SNG/IOOH,Li60.0MG/lOONLi 
3iONG/IOOHLX 
20NG/100NLj5GN/IOOHLi 
179NG/lOONLj600HG/IOONli 

.'. . . . 3IONG/IO·ONLJI 
PotA~:.·CHLoRnE'15MEQ:INvD:EXTROSES"l AND 
U.CTtiT'ED .R:IHG'ER'S :IH.PLAS1::IC COtfTAXHER 

TRA\lEN.CllLABS , 20I1GhHlONL;SSN7100HL;. 
>.:.':... .2.54MG7,lDOML;60011G)(100I1l; 

•... .,:,...... .' '. 31011G/100MI::" '. 
POfl':liSS:IUf1;;CHLORmE ,20MER .. :rHD/EXTROSE 51.. ··AND 

LACfI'ATED:"RJ:HG.ER"S3:HJiLAS:t:t'C 'cOtf:J:Al:HER 
TR~N.E:HOl;:;t!ABS 20Hsil00I1LjSGM/100Nl; 

, 179HGzl:OOMt;60'O.MG/I00t1L; 
310MG/liOOMLX ' .' 
20HGJ'1.00HL.;5GM/I0:0Nl; 
32811G/I00NL; 60 OHG/l OOMl; 

. . ..' . '.. .3·10MGXl:O:ONL:JI 
POTASStuM;:CHLOR:mE30MEQ.:IN D.EXTROSE 50/. AND 
LAC'I':ATED,R:ING:ER'~ s.iN.PLAST:rCCONTA:IHER 

TRA'VENoLLABS 20l1G/100HL ;SGN/100NL;. 
.254MG/l:OOHLii>OOMG/lOOML ;. 

; ... , . ..., .. ; .:. 3.10MG/IODNlX , 
POTiASS:IUHCHLORl:DEr.OHEQ :IN DEXTROSE .!i/o AHD 
LACTA1I'EbR:IHGER~SDfPLAS:r:rC;COHTADfER 

TRAVEHOL LABS' .2 o N'G71;o.O.Hl;.S,Gl1IlIIOMt; 
32 BMG/100.NL iM'Or1G/l OONL j 

.. 310MG/1OOM1x 
POTASS:IUM .ctitORDE ;:SHEQ Df'·;DEXT~bSE 5?AND 

LACJATED?R:IHGER'S,Df .l!LASnC CONTA:IHER 
TRAVENOL;LABS . ?oHG/10GHt;SGN/lOOHL; 

105HG/100MLi600NS/100NL; 
310NG/IO.ON!.X 

N 19367 

N 19367 

N ·19367 

N193'67 

N. 193'67 

N19367 

N 19367 

N 19367 

CALClt.it1CHtORJ::OE;MAGNESI1.:JM :CHtORIIJE; .. P01:ASSIUM·CHLORliOE i 
SOD I UI1 ACETATE ; SODIUN.CHLORIDE ;SODIUI1 LACTATE (PAGE 3-29) 

INJECTABLE; .. INJECTIoN 
I p£fi$r1fi..:'#'ft.~:J:rt~P'fJ..$j:J¢. ·¢ptf;tp;:JJ'lt~1 

P,LASt1A-tYT:E:,R .INPLASTIC. CONTAINER 

CALCIUI1;·SLOCEBTA.l1E·( PAGE 3-30) 

.INJECTABLE; IMJ·EcnON 
CAliC:rUMiGL:u:cePTAlE. . ... ; 

t ~ fjt~ft.'i'\~J3#j{f;tpit 'f.j·fNtd·9dMd·c~,:c:tUM)mtU ttl.' f,H+t>t4 
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CAPTOPRIL (PAGE 3-31) 

TABLETj ORAL 
CAPOTEN 

ER SQUIBB AND SONS 12.5MGK 

CAPTOPRIL; HYDROCHLOROTHIAZIDE (PAGE 3-311 

TABLETj ORAL 
CAPOZIDE 25/15 

ER SQUIBB AND SONS 25MGj15MGK 
CAPOZIDE 25/25 

ER SQUIBB AND SONS 25MGj25MGJI 
CAPOZIDE 50/15 

ER SQUIBB ANn SONS 50MG;15MGJI 
CAPOZIDE 50/25 

ER SQUIBB AND SONS 50MGj25MGK 

CARBACHOL (PAGE 3-31) 

I ~p.L~;f.tPtVppp.pM. ·pPH~fi.Ltl.t¢1 
INJECTABLE; INJECTION 

CEFAZOLIN'SODIUM; DEXTROSE (PAGE 3-33) 

INJECTABLE; INJECTION 
ANCEF IN DEXTROSE 5X IN PLASTIC CONTAINER 

TRA;VENOL LABS EQ 10MG BASEIML;50MGIMLJI 
EQ 20MG BASEIML;50MGIMLJI 

CEFORANIQE (PAGE 3-331 

INJECTABLE; INJECTION 
PRECEF 

BRISTOL LABS/B-M 500MGIVIALK 
IGM/VIALJI 
2GMIVIALJI 
10GMIVIALK 
20GM/VIALJI 

CEFOTAXIME SODIUM (PAGE 3-331 

INJECTABLE; INJECTION 
CLAFORAN 

HOECHST-ROUSSEL Itt{ ·~~~M.·r,#t;Y.tM'/ 
EQ 10GM BASEIVIALJI 

N18343 

N 18709 

N 18709 

H 18709 

N 18709 

N 50566 
N 50566 

N 62579 
N 62579 
N 62579 
N 62,579 
N 62579 

Itr~~~(tjf 
N 50547 

CEFOTAXIME SODIUM; DEXTROSE (PAGE 3-331 

INJECTABLE; INJECTION 
CLAFORAN IN DEXTROSE 5X IN PLASTIC CONTAINER 

HOECHST-ROUSSEL EQ 20MG BASEIML;50MGIMLK 
EQ 40MG BASEIMLj50MGIMLK 

CEFOTAXIME SODIUM; SODIUM CHLORIDE (PAGE 3-33) 

INJECTABLEj INJECTION 
CLAFORAN IN SODIUM CHLORIDE 0.9X IN PLASTIC CONTAINER 

N 50596 
N 50596 

HOECHST-ROUSSEL EQ 20MG BASEIML;9MGIMLK N 50596 
EQ 40MG BASEIML;9MGIMLJI N 50596 

CEFOXITIN SODIUM (PAGE 3-33) 

INJECTABLEj INJECTION 
MEFOXIN 

MS&DIMERCK EQ 10GM BASEIVIALK 

CEFOXITIN SODIUM; DEXTROSE (PAGE 3-331 

INJECTABLE; INJECTION 
MEFOXIN IN DEXTROSE 5X IN PLASTIC CONTAINER 

MS&DIMERCK EQ 20MG BASEIMLj50MGIMLa 
EQ 40MG BASE/MLj50MGIMLJI 

CEFOXITIN SODIUM; SODIUM CHLORIDE (PAGE 3-331 

INJECTABLEj INJECTION 
MEFOXIN IN SODIUM CHLORIDE 0.9X IN PLASTIC CONTAINER 

MS&DIMERCK EQ 20MG BASEIMLj9MGIMLJI 
EQ 40MG BASEIMLj9MGIMLJI 

CEFTAZIDIME (PAGE 3-33) 

INJECTABLEj INJECTION 
FORTAZ 

GLAXO 500MGIVIAL. 
IGM/VIALJI 
2GM/VIALJI 
6GMlVIALJI 

CEFTIZOXIME SODIUM; DEXTROSE (PAGE 3-33) 

INJECTABLEj INJECTION 
CEFIZOX IN DEXTROSE 5% IN PLASTIC CONTAINER 

SK&F LABORATORIES EQ 20MG BASE/MLj50MGIML. 
EQ 40MG BASE/MLj50MGIMLJ( 

N 50517 

N 50581 
N 50581 

N 50581 
N 50581 

H 50578 
N 50578 
H 50578 
N 50578 

H 50589 
N 50589 
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CEFTRIAXONE SOOWH .. ( PAGE 3-33) 

INJECTABtEjJ:NJ.ECTION 
ROCEPHiN ... 

HOFFHp:NN-L:4·.·ROCHE EQ 2~OMG BP:SEIVIALII 
EQ .. 250.t1G fllASE!VIALIi. 
EQ· 50'OMG!6A:SEYVIAtK 
EQ·500MGBASENfA:LII 
EQ IGM<BASE7VJ:ALII 
EQIGMB'ASEIVI'ALIl 
EQ 26M BASEIVUl.1I 
EQ 10GH.BASEIY:IALIl 

CEUULOSESOOII.JMPHOSPHATE (PAGE .. 3:"o34) 

POWO.ERj ORAL 
CALCIBlml:.. ' 
. .. MISSIoNPHARM;6lI;A:~ 30.0GM/BOTII. 

CEPHAUOTHINS0DIoM'·c:P;6.GE' 3~Q4) 

INJECTABLEi'INJECTIOfI 
. CEPHALOTADI·.· . 

AP I",rtL'MEDIc'.f;l'ret-/.sys 
AP 
AP 

EQ IGMBASE.tVIALJI 
Eg2GMBASE/VI·ALJi. 
EQ 4GM BASE/VIALII' 
EQ 500MGBASE/VIALII 

CHLOROIAZEPOX![OE HYDROCHLORIDE (PAGE 3-·37) 

AB 
Ml 
AB 
AB 
AB 

Ml 

",' 'j , ',.',' • 

. .' . 
CAPSUtEj .ORAL • . ... ' 

.CHLORD.J:AZEPo)i{mE>'HCl. 
LEMMON 

SUPERPHARH. 

CH·LOROTHIAZIDE. (P,(6E3;"38) 

TABLETjORAL " < 
c8LoROOOA~;E' 

ABG) DRONMER/PH,0gJIX .. 

TABI..EnORAl 
PRE"s~,:'rE 
it PARKE'-DAVISAI,",L 

5MGII< 
10MGII 
25~I.GII 
5MGII 
10MGJI 
25MGII 

250HG -.-... -.. -. 

(P~GE3;"40·) 

EQ 65MG'BASE 

N. 50585 
1"1 62510' 
N 50585 
N 62510 
N50585 
.N 62510 
N5.0585 
N5a585 

N18157 

N 6242·6 
N. 62426 
N6242.6 
N 62426 

N 88705 
N88706 
N88707 
1"1.88987 
1"1 8.8986 
N'88988 

Na5q85 

N.i4696. 

CHLI'lRPROMAZiNE.H:'t:DROCHlORIDElPAGE.3-40) 

/1.1./ 1#~#~."t~Yfo:i!jJ~~~~II'!,cdMrUrS.':'1. 
lID .', , .. : .. ".:; .. ; .. :/;;,;.:;,i ....•. ,,:.l!~ddMG)Mt:1 

·tHLORPROMAZ~E!.Hdl.":m;rEHSlJL· . ". 
AA ROXANE>O:BIilRiA~oerES '" 3o'M6IMl 
AA . 100HGIM.I.. 

TABLET jORAL ". . ' . 
. cHLi)RPRQ~AZIN~;H~( .. 

BPCI'lRD;L:4BOR'A:;rO~l:ES 
BP ' .. ;! 

l:O'HG 
.. i~MG 
SlIHG· 
;l;O.~NG ~:'<';":. 

2;0011(,7 BP ... ' '" ...••...•. '. .'>' 

)~fltl~'~~~BP~~p,~~~l,~W. 
l~pl ............ ',.: 
Ir>PI ",.' 
l~pl 

:::':/,;'~' ,',: :,::,,;" 

CHLORPROPAMIDE .. n~~GE '~'-42) 

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 
Ml 
AB 
AB 
A£ 
AB 
AB 
AB'. 
AB 
AB 

AB 

TABLET;O~;A:~ .•. 
CHLOR,P~~PAMDI!E . 

BARRLABOR:ATerfI.E·S ,IDOHGII 
: .' ' .. ' .' .~50MGII 

CHEtSEAL:4BORA'1'OR'IES 1.00.MGK 
CO tiMED LA'B:ORi~fc)R;IES'100MGII 

CORD .. L:4BORA:,;()R!IES 
:25011GlI 
100HGa 
25'OMGlI 

OANBURY FiA~lf6;a;l ' . 100MSII 

DWAMED'PHARMS ~~~~: 
tEtffl~N··.·:, •. <. ..;~~~~~:; .' 
SIDHAK ',LA6ORAIORliESliO'OHGII . 

.SUPE~'~~+~~·::.:.?::::;~:·;:, •. =~. 
ZENt#t;'LABtm:~jeliI:ES' 'illO .. oNGJi 

GL~~~:~:e, .. +.!. ", •......•. ;; ... --

CKtOR.ntAtltiQNi;:(;B~~~'~~4ih ", 

TA:~~~i~~~~~~J~~E/;.: .': .... 
;~: ';':~~~~y~~~~~~;~~!<'::. 

8 

~~::~~~~~~ 
1"188'1.57 
N88158 

N. 80439 
N 80439 
N 8043.9 
tl 80439 

.N8043'9 

. Iit~~1t~~1t' . 
Ill'j,d4;3:9j" 
1·{~i!'d~:4f9/· . 
l~' ~~~4~'9/' 1t{~P1t~:9j 

N 88812 
N 88813 
tl 86865 
N88708 
H. 88709 
N 88725 
N88726 
N·88$52. 
N88826 
N 88918 
N.8$9:l9 
N 88768 
N·889'21. 
N'8'8~i2 

'N'88694 
. 1"1&8(,95 

N88840 

N 88641 

N 87U8 
N 88651. 
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CHYMOPAPAIN (PAGE 3-43) 

INJECTABLE; INJECTION 
CHYMODIACTIN 

SMITH LABORATORIES 

CISPLATIN (PAGE 3-44) 

INJECTABLE; INJECTION 

IP7~~1~~~f.·t.Ar3$/r3.~lV 
PLATINOL-AQ 

BRISTOL LABS/B-M 

4,000 UNITS/vIAL~ 

~~~~~~~J~t.I 
0.5MG/ML 

CLEMASTINE FUMARATE (PAGE 3-44) 

SYRUP; ORAL 
TAVIST 

DORSEY LABS/SANDOZ EQ O. 5MG BASE/SML~ 

CLOMIPHENE CITRATE (PAGE 3-45) 

TABLET; ORAL 
CLOMrD 

lr3p/ 7i1lPPtt.t.. 'PP)Ol/PP)4. '~~ttl/~.6t\¢/ 
AB MERRELL DOW/DOW CHEM SOMG 

CLOMrPHEHE CrTRATE 
lr3p/ 7piA~jtXfjKAP~AR~1 /~ptl¢1 
AB PLANTEx/IKAPHARM ~. 

CLONIDINE (PAGE 3-45) 

FILM, CONTROLLED RELEASE; PERCUTANEOUS 
CATAPRES-TTS-l 

BOEHRINGER INGELHEIM 2. 5MG~ 
CATAPRES-TTS-2 

BOEHRINGER INGELHEIM 5MGU 
CATAPRES-TTS-3 

BOEHRINGER INGELHEIM 7.5MGU 

CLOTRIMAZOLE (PAGE 3-45) 

TABLET; VAGINAL 
MYCELEX-G 

MILES PHARMS/MILES 500MGU 

N 18663 

/~"j.M~.7I 
I~. 'j.t.6~.11 

N 18057 

N 18675 

/N. 'j.~f.'Jf./ 
N 16131 

I~. 'j.t'J~j.1 
N 18361 

N 18891 

N 18891 

N 18891 

N 19069 

CODEINE PHOSPHATE; PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE 
HYDROCHLORIDE (PAGE 3-46) 

SYRUP; ORAL 
PHEHERGAH VC IV COD.EnfE 

AA WYETH LABS/AMHO 10MG/SML;SMG/SML;6.2SMG/SML N 08306 
PROM.ETH VC WI' CODEnfE 

AA NATL PHARM MFG/BARRE 10MG/SMLiSMG/5MLi6.25MG/5ML~ N 88764 
PROMETHAZrHE VC WI' CODErHE 

AA BAY LABORATORIES 10MG/5ML;5MG/SMLi6.25MG/5ML~ N 88896 

CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46) 

SYRUP; ORAL 
PHEHERGAH WI'. CODEnlE 

M WYETH LABS/AMHO 1.0MG/5MLi6.25MG/5ML N 08306 
PROMETH WI' CODErHE 

AA NATL PHARM MFG/BARRE 10MG/5ML;6.25MG/SML~ N 88763 
PROMETHA·ZrHE WI' CODErHE 

AA BAY LABORATORIES lOMG/5ML;6.25MG/5ML~ N 8887S 

CODEINE PHOSPHATE iPSEUDOEPHEMINE HYDROCHLORIDE; TRIPROLIDINE 
HYDROCHLOR1DE (PAGE 3~46) 

SYRUP; ORAL 
ACTI:I"ED. IV CO.DEnfE 

AA BURROUGHSWElLCOME 10MG/5M.li30MG/SMU1. 25MG/SML N 12575 
PSEUDODrHE C 

AA BAY LABORATORIES 10MG/5ML;30MG/SMU1.2SI1G/5ML~ N 88833 
TR:IACrH-C 

AA NAlL PHARM MFG/BARRE 10MG/5ML;30MG/5ML;I.25MG/SML~ N 88704 

COLCHICINE; PROBENECID (PAGE 3-471 

TABLET; ORAL 
PROBENECID AND COLCHICINE 

BP DRUMMER/PHOENIX 0.5MGi500MG 
PROBENECID 101/ COLCHICINE 

/r3P/ IpJ1Jlt\tltJ1!'p~pt~;tRl I p.:~tlM~pptl~/ 

CORTICOTROPIN (PAGE 3-'47) 

INJECTABLE; INJECTION 
CORTI:COTROp.rH 

AP CARTER-GLOGAU LABS 40 UNITS/vIAL_ 

CORTISONE ACETATE (PAGE 3-47) 

TABLET; ORAL 
CORTI.SONE ACETATE 

BP ~ VITARINE/PHOENIX 25MG 

N 86130 

/tl,'f,f,f.!>(J/ 

N 88772 

N 80333 
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CROMOL YN SODIUM (PAGE 3-48) 

SOLUTION/DROPSj OPHTHALMIC 
OPTICROM 

FISONS 4r.B 

CYCLOPHOSPHAMIDE tPAGE3.,.50) 

I~ 
~WJ 
1lJ! 

AP 
AP 
AP 
AP 

INJECTABLEj INJECTI.ON 
CYTOXAH 
/i\iJ{P. ')Pt-I~$pMFN 

BRISTOL .LA8S/B-M 

TABLET; ORAL 
CYTOXAN 

Itdd~)Vf.M'/ 

~n~2!sgue 
I~ 
I~ 

100MG/VIAL 
200MG/VIAL 
50011G/VlAL 
IGI1/VIAL 
2GI1/VIAL 

It\t.fip:)~~p~~;~t\/ ~~~~~~ 
CYTOXAN 

BRISTOL LABS/B-H 2511G 
50MG 

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-5ll 

TABLET; ORAL 
CYPROHEPTADDfE HCL 

AA AM THERAPEUTICS 4MGlI 
AA a DRUMMER PHOENIX ~ 

DESERPIDINEi METHYCLOTHIAZIDE (PAGE 3-52) 

TABLETj ORAL 
ENDURONYL 

BP ABBOTT lABORATORIES 0.25MGj5MG 
ENDURONYl FORTE 

BP ABBOTT LABORATORIES 0.5MGj5MG 
METHYCLOTHIAZIDE AND DESERPIDINE 

BP BOLAR PHARMACEUTICAL 0.2511Gj5MGlI 
BP 0.5MGj5MGlI 

DESONIDE (PAGE 3";53) 

CREAt1; TOPICAL 
DESOWEH 

~ OWEN lABS/DERM PRODS .2..:..Q.2. 
TR:IDES:IlOH 

A~ MILES PHARMSIMILES .2..:..Q.2 

N 18155 

~~J~t~~~ 

~1R~~ 
N 12142 
N 12142 
N 12142 
N 12142 
N 12142 

~~J~i~~~ 
N 12141 
N 12141 

N 88798 
N 87284 

N 12775 

N 12775 

N 88486 
N 88452 

N 19048 

N 17010 

DESOXIMETASONE (·PAGE 3-53) 

OIN1l1ENT.j TOPICAL 
TOPICORT 

HOECHST-ROUSSEl 

DEXAMETHASONE ·(PAGE3.,.53) 

I¢p.#~{:j~j$:t¢j:tl . 
Itlt.'lfit5p.jV/ .. '. ..•.. .' 

Ipp.¢fi~~A~tpNAI 

0.05;0& N 18594 

I~.:~r.i./ /~. ''j:!;;M/ 

DEXAMETHASONEjNEOt1Y1:IN.SULFATE; POLYMYXIN B SULFATE (PAGE 3'-55) 

OINTMENT; OPHTHALMIC 
DEXACIDDI 

AI COOPERVISION PHARNS O.lXjEQ 3.5MG BASE/GHj 
10,000 UNITS/SM. 

SUSPENSION/DROPSj OPHTHALMIC 
DEXACIDrH 

AT COOPERVISION PHARMS O.lX;EQ 3.5MG BASEIML; 
10,000 UNITS/NL. 

DEXAMETHASONE. SODIUM.· PHOSPHATE (PAGE 3-55) 

SOLUTION/oROPS; OPHTHALMIC 
DEXAMETHASONE SOD:IUH PHOSPHATE 

AT CARTER-GLOGAU LABS EQ O.IX PHOSPHATE. 

N 62566 

N 62544 

N 88771 

DEXAMETHASONE SOD.IUM PHOSPHATE j NEOMYCIN SULFATE (PAGE 3-56) 

SOlUTIONIDROPS,j OPHTHALMIC 
HEODECADROH 

AT MS&DIMERCK. EQ O.lX PHOSPHATEj 
EQ 3.5MG BASEIML 

HEOHYC:IH SULFATE-DEXAHETHAS!!HE SOD:IUH PHOSPHATE 
AT PHARMAFAIR EQ O.lX PHOSPHATE; 

EQ 3.5MG BASEIML. 

N 50322 

N 62539 

IDExdRdM.s~EH:tR"M:tHE~"'''LE''1Ef·.s~EurldE.s~ErlR:tHE·~llLFMEI(PAGE 3-56) 

/jfi~~B~~~~1Y 
I 1$¢J:It.p.t~~/ Ur.¢}f,{Jr.¢/ IN. ·j.~j.M+I 

DEXTROAI1PHETAMINE SULFATE (PAGE 3-56) 

TABLET; ORAL 
DEXTROAHPHETAHrHE SULFATE 

AA 4) VITARINE/PHOENIX 5MG 
AA a .!.Q!!§ 

N 84986 
N 85892 
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DEXTROMETHORPHAN HYDROBROMIDEj PROMETHAZINE HYDROCHLORIDE 
(PAGE 3-57) 

SYRUP; ORAL 
PHEN~GAH WI DEXTROMETHORPHAH 

AA WYETH LABS/AHHO 15NG/5NL;6.25NG/5NL N 11265 
PROMETH WI DEXTROMETHORPHAH 

AA NATL PHARM NFG/BARRE 15~G/5ML;6.2SNG/5MLK N 88762 
PROMETHAZINE DM 

~~ BAY LABORATORIES lSMG/5ML;6.2SMG/SMLK N 88864 

DEXTROSE (PAGE 3-57) 

AP 
AP 

1M! 
AP 
!f 

AP 

INJECTABLE; INJECTION 
DEXTROSE 507. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 30GM/IOOMLK 
TRAVENOL LABS 30GM/IOOML 

DEXTROSE 38.5? IN PLASTIC CONTAINER 
ABBOTT LABORATORIES 38.SGMl100MLK 

DEXTROSE s"/'IN PLASTIC COHTAIHER 
!#i@ff. j t~i<fPfU:U7J5GMJ'lddMU 

ABBOTT LABORATORIES SOMG/ML 
5GN/100MLJI 

DEXTROSE 607. IN PLASTIC CONTAINER 
ABBOTT LABORATORIES 60GM/100MLK 

N 1934S 
N 17521 

N 18923 

Itl:j.p"Jpjl 
N 16367 
N 19466 

N 19346 

DEXTROSE; HEP~RIN SODIUM (PAGE 3-58) 

!f 

AP 

AP 

AP 

AP 

AP 

AP 

AP 
AP 

INJECTABLE; INJECTION 
HEPARIN SODIUM 10,000 UNITS IN DEXTROSE S"/. 

ABBOTT LABORATORIES 5GM/100MLil0,OOO UNITS/100MLK N 18911 
HEPARIN SODIUM 10,000 UNITS IN DEXTROSE 5% IH PLASTIC 

COHTAINER 
ABBOTT LABORATORIES SGN/100NL;10,OOO UNITS/100MLu N 

HEPARIN SODIUM 1000 UNITS AND DEXTROSE 5% IH PLASTIC 
CONTAIHER 

AN MCGAW/AM HOSP SGM/100ML;200 UNITS/I00MLK N 
HEPARIN SODIUM 12,500 UNITS IH DEXTROSE S"/. 

ABBOTT LABORATORIES SGM/100ML;S,OOO UNITS/100MLK N 
HEPARIN.SODIUM 12,500 UHITS IH DEXTROSE 5% IH PLASTIC 

CONTAiNER 
ABBOTT LABORATORIES 5GM/100ML;S,OOO UNITS/100MLK N 

HEPARIN SOD.IUM 2000 UNITS AND DEXTROSE 5% IH PLASTIC 
CONTAINER 

19339 

19130 

18911 

19339 

AM MCGAW/AM HOSP SGM/I00ML;200 UNITS/100MLK N 19130 
HEPARiN SODIUM 25%000 UNITS IH DEXTROSE 5% 

ABBOTT LABORATORIES SGM/100ML;10,OOO UNITS/100NLK N 18911 
HEPARIN SODIUM 25.000 UHJ:TS IH DEXTROSE 5% IN PLASTIC 

CONTAJ:HER 
ABBOTT LABORATORIES SGM/100MLiS,OOO UNITS/I00MLU N 19339 

SGM/I00NL;10,OOO UNITS/100MLK N 19339 

DEXTROSE; HEPARIN SOOIUM (PAGE 3-58) 

INJECTABLE; INJECTION 
HEPARIH SODIUM 25.000 UtaTS IN DEXTROSE S"/. IN PLASTIC 

COHTAINER 
AP AM MCGAW/AM HOSP SGM/100ML;5,OOO UNITS/I00MLK N 19134 

HEPARIN SODIUM soon UNITS AND DEXTROSE 5% IN PLASTIC 
CONTAINER 

AM MCGAW/AM HOSP SGMlI00ML;l,OOO UNITS/I00MLK N 19130 

DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 3-58) 

INJECTABLE; INJECTION 
LIDOCAINE HCL WI DEXTROSE 

AP ABBOTT LABORATORIES ~j%;2Z 
- /Y:Jf..(J¢f;j.tlt.. 't1¢f... 'JV. 'J5t.~j# 

N 83914 

XYLOCAINE WI DEXTROSE 
ASTRA PHARM PRODS 7.5%; 1. S,. N 16297 

XYLQCAINE WI GLUCOS.E 
AP ASTRA PHARM PRODS 7.S%;S% N 10496 

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM 
PHOSPHATE, DIBASIC; SODIUM ACETATE (PAGE 3-58) 

INJECTABLE; INJECTION 
ISOLYTE P WI DEXTROSE 5% IN PLASTIC CONTAINER 

AM MCGAW/AM HOSP 5GMl100MLi31MG/100ML;130MG/100ML; 
26MG/100ML;320MG/100MLK N 19025 

DEXTROSE; OXYTOCIN (PAGE 3-S9) 

AP 
AP 

!f 

AP 

INJECTABLE; INJECTION 
OXYTOCIH 10 USP UNITS IN DEXTROSE S"/. 

ABBOTT LABORATORIES SGN/100HLii USP UNIT/I00MLU N 1918S 
SGM/100NL;2 USP UNITS/I00MLK N 1918S 

OXYTOCIN 20 USP UNITS IN DEXTROSE S"/. 
ABBOTT LABORATORIES SGM/I00ML;2 USP UNITS/100MLJI N 19185 

OXYTOCIN 5 USP UHITS IN DEXTROSE S"/. 
ABBOTT LABORATORIES SGM/I00HL;1 USP UNIT/I00HLK N 1918S 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60) 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE lOMEQ IN DEXTROSE S"/. AND SODIUM 

CHLORIDE 0.9% IH PLASTIC CONTAINER 
AP TRAVENOL LABS SGM/100ML;IS0MG/I00ML; 

900MG/I00MLK N 19308 
SGN/100ML;7SMG/I00MLi 
900MG/I00MLu N 19308 
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, ",.,'" 0"': ' ':':, 

INt~~!~~~~t~~g~gr20!1EQl:N.DEXT~OSE5~AND~Cl0±Ul1 
Ae. 

AP 

AP 

AP 

CHL.OR'J:m;; b;~'9ZtHltL.A'ST·l:eCOHTAHER·· ....... , '. ' .. . 
TRAVENOL .. Q:BS·.· 5.GM7100MI:.;1.50MGll;OOMh; 

.. ··900MG)':laOMttci>·:r.· 
5GMJlIOOM t.; 3·O;OMG/l,.O·GMl,i; 
9001167100ti11.11 . .... '" 

Pg~~~~~EL~~~~~Eri~~~!~:;~~~~;~~l:l::L:Q9IUM 
.' ...... ., ·90 OMS/100M 1:.11'. .' . • .... '.' 

ItOTASS:tl1MCttltO.R:r:D E40MEQ :m·'O.EXTRc)SE.S"hAffD .SCDM . 
CHLORIDE .O •. !1Z··:tH,Ji;LAST:IC· CONTA:INER ., .... 

TRAVENOLUaSSGM/};00ML.;.30:OMS0lG;OML; 
." 90.0M6/1001:11:.11·· 

POTASSl:UH .. CHLO.R:r:DE SM.Eq.IN.:nEXTR1JSE.·!i';!·:ANDSODl:UH 
CHL.ORl:!);E G~9il:H~i:ASTtCCaHTA:rHER • ;'. •. ..•. . ....: .... 

TR.4VENOLWS· SGM/'100.Mt; 150MG/1:00ML.;· 
. ·9.00I:1G/.I0Ctl1L~ 

N1931)8 
N 19'308 

N 1930'8 

N193G8 

1'1'1930'8 

DEXTRaSE i THEOPHYI.XINE (PAGE 3-6Z} 

AP 

Ae· 
Ae 
AP 
A·P 

AP 
AP 
Ail 
AP 
AP. 

IHJECTABLE; IHilECTIQN 
THEClPINLL:IHEti.m n:EX'rROSE 5"1..' :tNPLASTl:C.COtfTAHER 

TRAVENOLLABS SGMIl00NLj40HG/I00ML 
5GM./iOOHLj .. 80MG/100ML 
:5GM/.100.MI.: ;1.60MG/I00I1L 
SGM/IOOML.jZOOMG)'100ML 

:.' . . .... .•..•. ...••.. • .... . .SGM~100NLj400I:1G/1(1)ML 
THEOPINLLHE.:tN. ".O'E·)(:tROS.E ·5Z. :l:.H·PLASTJ:C . CONTA:tHER 

N18649 
N 18649 
N18649 
N186M 
N 18649 

ABBOtTLABORATORI.ESSGM)'100Ml.j40MG/100MLIl fI 19Z11 
. ..... SGM/IOdMLjM.MG/ioOMLtc N 19211 

.5GM/l.00ML;i60MG/101lMtll N 19Z11 

. S.GM/lOOML.;anOMG/IOONUI N 19211 
• ". ............ . . ...• .... . SGM/I00M~j4110HGj!100MLIl . Hl~ell 

THEClPlNLLl:NEiO .•. 04? .. ANO.DEXT:ROS:E5~l:N .PlAsn.c, COtfTA:tNER 

AeTH~~p~;rt~r~~-~~;~~~~~~L~iO~/;~~~;iCCOHTAH~R 19083 
AP AM .MCGAWAM HOSP SG.":1l00ML;MMG/l.00MLIl N 19083 
- TH·toPHYLLm'E'o:~.16~ AND iEXT~OSE5?' l:HPLASTl:CCOtfTA:tHER 
Af.ANMCGAW./AMHO'SP . SGN/IOOMI:.;160MG/I.00.MI.II N 190'83. 

THEOPHYLL$H·E',O.·ZZ .. AND nEXTRosE .5?!l:N· ItLAS'IlJ:C COHTAHER 
AP .AAI ttCGAw/'Ar'1:HOSP . ...SGN/100MLj.200MG'1I0;OM[iI ..... N 192n 
- THEOPHYLL:mIi:''O;.4z·AHD D.EX:TROS.E 5Zl:H.lJl'AST:ECCON1:AJ:NER 
Ae AM HCGAWAt'lHOSP "SGM/IOOML;400MG/I0GHLJI N 19Z12 

.DIATRIZGATEMEGUII!1INE ·(3"'62~j 
,,, " 

INilEc;;rcAB~E ;:t~EtT'ION.. ..' 

IA~/ .. ·lttJI}~M'~Jj~~!~~~~~~#~/tM/··"··· 
lID . ...::.·/·)"i::~:J'~i':;i.,.'·{lIl: . 4 .... . 

.1NP,AqU£>:M£Gl:OtmfE;t!1l~:t;:! J" ....... . 
AP "'~~NtH~oP''-iBR1E!llN;t,s;t.~.i . ;30? 
- . ti¥pi\'Que'MEstf:ni!itHt '60?· -'. 
AP ·1lI11ij1Ff:lRoP~.~~E0N7sTE1U.~0r. 

1M] 
AI 

D IA nu~.gA,;E.:sooiwN;ip~(i~;~"6.3) 
INilECr!:ABI::Ej:IN.ltG:T:iION .. 

/!:PJ. "~i~~R~P:~~~~/$;tiRU/1~( 
.. '. ". /./ 

AP wiNTH~ap';;B~EQN)STER:t~~~ 

sa UITfPfI;.URETERA't. 
:H:YPA~ijE'" ......... :., . . .. . 

·J~t~~flp~;~~r;$~$1¥R~/I:~~dr.7 
. WINnn·~oP-'BR.EoW·STER i..:eGy. 

(PAGE' 3-64) 

"::i~~~~ .. ~ . 
INJEcj~BJt1~·~j~Bt~::;.: ',' 

BENTYL ....•. '.' .' .... :... . ... 
MERRELL' D'()III/Ii)GN·.CKE:t:fl·0l!1G'1'M:1.-

SYRUP.;ImA,l '. .' 
BENTY.l··· .... :'. 

I'I~RRElt:.;,D~ciwc~Ett .1.'GHG/SHLIl 

n::.~~~~~~!;:~:}, .. . "" .. •.... . . 
f1ERRE'iliE:"De~OWC"£t'I' ~~'Ot1G": ..... <, .. ,,~~j.~:~:i;:\ . ': ". ... .' 

" '<;" ~';~'>~ ~' ; ',\<, ,:.,'>;-:,::,,::',;,,"; ': ,;",:" ~'. '',,::;;,'' ; '" :, ,J'"" ' "', '. ' 

DIE;'TfIiY;.I3PRIilF!~miiEf;Y:B'R.OOA;t'9R~DE .·(·PA1iE: :'3:-'65 ) 

···TAB:~~~.;.~J~~*l.l:; •.... (: " 
D3!E.JIN,t'PROP3!OH)'lICL .. • . 

'LEMMott' .• :.., •.... , •. AA 

1Z 

~~:~~~~1~ 
.N 164'03 

~ 16403 

N 10'0'40' 

IN.' H;f+~d~1 
N 1~4G'3 

IN.'.d.4.4.~U 
IN. 'pftt~j.f 
. N09561 

N 0'9.561 

Iffitp~~p''j;l 
.N.G9.561 

N07409 

N08'370 

~ 07961 

·N·07409.· 

N~4Z 
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DIFLORASONE DIACETATE (PAGE 3-66) 

CREAM; TOPICAL 
DIFLORASONE DIACETATE 

BX UPJOHN 0.05Y.l1 N 19259 
FLORONE 

BX UPJOHN 0.05:1. H 17441 

OINTMENT; TOPICAL 
DIFLORASONE DIACETATE 

BX UPJOHN 0.05Y.l1 N 19260 
FLORONE 

BX UPJOHN 0.05:1. N 17994 

DIHYDROERGOTAMINE MESYLATE; HEPARIN. SODIUM; LIDOCAINE 
HYDROCHLORIDE (PAGE 3-66) 

INJECTABLE; INJECTION 
EMBOLEX 

SANDOZ PHARMS/SANDOZ 0.5MG/0.SML;2,SOO 
S.33MG/0.SMLII 
0.SMG/0.7ML;5,OOO 
7.46NG/0.7MLII 

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-67) 

CAPSULE; ORAL 
DZPHEHHYDRAMINE HeL 

AA SUPERPHARN 
AA 

ELIXIR; ORAL 
·D:IPHEHHYDRAMINE HCL 

AA NASKA PHARMACAL 

2SHGII 
SONGII 

12.SMG/SMLII 

DISOPYRAHIDE PHOSPHATE (PAGE 3-68) 

CAPSULE; ORAL 
DZSOPYRAMrDE PHOSPHATE 

AB BIOCRAFT LABS E~ 100HG BASEII 
AB E~ 150MG BASEII 
AB DANBURY PHARMACAL E~ 100NG BASEII 
AB E~ 150NG BASE II 
AB MYLAN PHARHS E~ 100NG BASEII 
AB E~ lS0NG BASEII 

NORPACE 
AB SEARLE PHARMS E~ 100MG BASE 
AB EQ 150MG BASE 

UNITS/O.SHU 
N 

UNITS/O • 1M L ; 
1888S 

H 1888S 

N 89040 
N 89041 

N 88680 

N 70101 
N 70102 
N 70173 
N 70174 
N 70138 
N 70139 

N 17447 
N 17447 

DISULFIRAM (PAGE 3-68) 

TABLET; ORAL 
DISULFIRAM 

BX P~PHARMACEtfTmAL 2S0MGII 
BX SO~MGII 

DIVA.LPROEXSOOIUH(PAGE 3-69) 

TABLET, ENTERIC Co.ATED; ORAL 
DEPAKo.TE 

ABBOTT LABORATORIES EQ 12SMG BASEII 

Do.PAMINE HYDROCHLORIDE (PAGE 3-69) 

INJECTABLE; INJECTION 
DOPAMINE HCL 

AP INVENEX LABS/LIFE 
AP 
AP LYPHo.MED 
AP 

> ADD > AP So.LOPAK LABORATORIES 

40HG/MLII 
80NG/MLII 
40NG/MLII 
80NG/NLII 
40NG/NLII 
40NG/MLII 
80NG/NLII 

>~> AP 
>~> AP 

---- ---

Do.XORUBICIN HYDROCHLORIDE (PAGE 3-69) 

INJECTABLE; INJECTION 
AoRIAMYCIN 

FARMITAUA CARLO. ERB 20MG/vIALII 

Do.XYCYCLINEHYCLATE (PAGE 3-70) 

CAPSULE; o.RAL 
DORY}( 

AB FAULDING 
DOXY-LEMMON 

AB LEHMON 
DOXYCYCLrHE HYCLATE 

AB HALSEY DRUG 
AB 
AB PAR PHARMACEtfTICAL 
A§ SUPERPHARM 
AB 
AB WEST":WARD 
AB ZEHITH LABORATo.RIES 
AB 

E~ 100NG BASEII 

EQ SONG BASEII 

EQ SONG BASEJI 
EQ 100NG BASEII 
EQ SONG BASEJI 
E~ SONG BASEII 
EQ 100NG BASEII 
EQ SONG BASEJI 
EQ S'ONG BASEJI 
EQ 100NG BASEII 

13 

N 88792 
N 88793 

H 18723 

H 70012 
H 70013 
N 700S8 
N 70059 
N 70011 
N 70046 
N 70047 

N S0467 

H 50S82 

N 62497 

N 62119 
N 62119 
N 62434 
H 62469 
N 62469 
H 62396 
H 62500 
N 62S00 
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DOXYCYCLINE HYCLATE (PAGE 3-70) 

TABLET; ORAL 
DOXY-LEMMOH 

AB LEMMON 
DOXycYCLrHE HYCLATE 

>...!!l:Q....> AB PARKE-DAVIS/W-L 
AB SUPERPHARM 
.A~ ZENITH LABORATORIES 

EQ 100HG BASEII 

gg.100MG BASEII 
Eg iOOMG BASEII 
EQ 100MG BASEII 

DOXYLAMINE SUCCINATE (PAGE 3-70) 

TABLET; ORAL 
DECAPRYH 

M MERRell DOWOOW CHEM 25M6 
DOXYLAMnfE·SUCCrHATE 

AA QUANTUM PHARMICS 25HGII 

DRONABINOL (PAGE 3-70) 

CAPSULE; ORAL 
MARINOL 

UNIMED 2.5MGII 
5MGII 
10MGII 

EDROPHONIUM CHLORIDE (PAGE 3-71) 

INJECTABLE; INJECTION 
> ADD > !ID:!rn 
>~~> AP ANAQUEST/BOC 10MGIMlil 

TEHS:tLOH 
>~~> !f HOFFMANN-LA ROCHE 10MG/ML 

N 6.2581 

N 62593 
N 62494 
N 62505 

N 06412 

N 88603 

N 18651 
N 18651 
N 18651 

N 88873 

N 07959 

EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72) 

INJECTABLE; INJECTION 
LIGNOSPAN FORTE 

DEPROCO 
LIGNOSPAN STANDARD 

DEPROCO 

ERGOCALCIFEROL (PAGE 3-72) 

CAPSULE; ORAL 
DR:rSDOL 

EQ 0.02MG BASE/Ml;2X11 

EQ O.OlHG BASElMl;2%1I 

AA hUM~~pJ5:tAJ!$IMtf1t/ /50;000 't.U1 
AA WINTHROP-BREON/STERl 50,000 IU 

VI:TAM:rH D 
M G) VITARINE/PHOENIX 50.,000 IU 

N 88389 

N 88390 

/~:~'J(+(+!v 
N 03444 

N 84053 

ERYTHROMYCIN (PAGE 3-73) 

/¢p.J5$~u.';:Pf1p.f.J 

/t'~~~~t~pp.Yj$~~t/ /I.'$.dr.¢/ 
CAPSULE. ENTERIC COATED PELLETS; ORAL 

ERYC 
PARKE-DAVIS/w-L 250HG 

ERYC SPRINKLES 
FAUlDIN6 

LOTION.; TOPICAL 
E-SOLVE.2 

250MGII 

125MGII 

SYOSSET LABORATORIES 2X11 

OINTMENT; TOPICAL 
AKNE-MYCIN 

HERMALPHARM LABS 2,.. 

SOLUTION; TOPICAL 
C-SOLVE 2 

AT SYOSSET LABORATORIES 2%11 
ERYMAX 

AI HERBERT LABS/AllERGN gza 
ERYTHROMYCrH 

AI PHARMAFAIR 2 XII 
SAHSAC 

AT OWEN LABS/DERM PRODS 2X11 

SWAB; TOPICAL 
ERYCETTE 

QRTHO PHARMACEUTICAL 2X11 

ERYTHROMYCIN ETHYlSUCCINATE (PAGE 3-74) 

SUSPENSION; ORAL 
ERYTHROMYCrHETHYLSUCCrHATE 

AB PHARMAFAIR EQ 200MG BASE/5Mlll 
AB EQ 400MG BASE/5MLII 

ERYTHROMYCIN lACTOBIONATE (PAGE 3-75) 

INJECTABLE; INJECTION 
ERYTHROC:rH 

!f ABBOTT LABORATORIES E9 500HG BASE/vIAl 
ERYTHRO.CrHLACTOB:rOHATE 

AP ABBOTT .LABORATORIES Eg. IGM BASE/vIAl 
ERYTHROMYCJ:H 

AP ElKINS-SINN/AHROBINS EQ 500MG .BASE/vIALII 
AP E9 1GM BASE/VIAL. 

14 

/~. '1>I.'J'Jp/ 

N 62338 
N 62546 

N 50593 

N 62467 

N 50584 

N62468 

N 62508 

N 62616 

N 62522 

N 50594 

N 62559 
N 62558 

N 50182 

N 50182 

N 62563 
N 62563 
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ESTROGENS, CONJUGATED (PAGE 3-76) 

TABLET; ORAL 
CONJUGATED ESTROGENS 

BS ZENITH LABORATORIES 0.3MGu 

ETHACRYNATE SODIUM (PAGE 3-78) 

INJECTABLE; INJECTION 
EDECRIN 
/t!#P;t!tR¢~/ /t~:t>,dt!f,:¢'fi'ttIYj.fit./ 

MS&D/MERCK EQ 50MG ACID/VIAL 

ETHINYl ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-78) 

TABLET; ORAL-21 
/ptt!y~t~/ 

DEMULEN 1/50-21 

TABLET; ORAL-28 
fptt!y~t~,..:tN 

DEMULEN 1/50-28 

ETHINYl ESTRADIOL; LEVONORGESTREL (PAGE 3-78) 

TABLET; ORAL-21 
TRIPHASIL-21 

WYETH LABS/AMHO 

TABLET; ORAL-28 
TRIPHASIL-28 

WYETH LABS/AMliO 

0.03MG,0.04MG,O.03MG; 
0.05MG,0.075MG,O.125MGU 

0.03MG,O.04MG,0.03MGj 
0.05MG,O.075MG,O.125MGU 

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE (PAGE 3-79) 

TABLET; ORAL-21 
/ ~~t$jFj.~, 'j.:t>tJd/ 

LOESTRIN 21 1.5/30 

ETHYNODIOL DIACETATEj MESTRANOL (PAGE 3-80) 

TABLET; ORAL-20 
OVULEN 
~ SEARLE/SEARLE PHARMS IMG;O.lMG 

ETIDRONATE DISODIUM (PAGE 3-81) 

TABLET; ORAL 
DIORONEL 

NORWICH EATON/P&G 400MGJt 

N 88569 

/~, 'j~,d,9"J1 
N 16093 

N 19192 

N 19190 

N 16029 

N 17831 

FENTANYL CITRATE (PAGE 3-81) 

INJECTABLE; INJECTION 
~EHTAHYL CITRATE 

AP ABBOTT LABORATORIES E9 0.05MG BASE/ML_ 

FLUHISOLIDE (PAGE 3-82) 

AEROSOL; INHALATION 
BRONALIOE 

SYNTEX LABS/SYNTEX 0.025MG/INHU 

FLUOCINOLONE ACETONIDE (PAGE 3-82) 

AT 
AT 
AT 
AT 

AT 
/IT/ 
/ID 

CREAM; TOPICAL 
~LUOCrHOLOHE ACETOHIDE 

BAY LABORATORIES 

PHARMAFAIR 

0.01/.11 
0.025/.11 
0.01/.11 
0.025/.11 

~LUOHID /ALLERGN 0.025/.11 
HERBERT LABS ~~f/~ 

f tlfiRj.P~. 'tfi.r.PRAtpRj.F;> ft:ill2v 

OINTMENT; TOPICAL 
~LUOCIHOLOHE ACETOMIDE 

AT BAY LABORATORIES 0.025/.11 
~LUOHID 

AT HERBERT LABS/ALLERGN 0.025/.11 
/ID ItlfiRj.P~. 'tfi¢'PRfif.PRj.t~1 fd : US?! 

SOLUTION; TOPICAL 
~LUOHID 

I MJ 71¥iUp~.' tfi.r.PFf.:fpFj.t~/ / 6: 61-).1 

FLUOROMETHOLONE (PAGE 3-83) 

SUSPENSIONIUROPSi OPHTHALMIC 
FML 

ALLERGAN PHARMS O.l%U 

FLUOROURACIL (PAGE 3-83) 

INJECTABLE; INJECTION 
~LUOROURACIL 

AP SOLOPAK LABORATORIES 50MS/ML_ 
AP 50MS/MLU 

15 

N 19115 

N 18340 

N 88757 
N 88756 
N 88499 
N 88506 

N 87156 

~~}~~j~~ 

N 88742 

N 87157 
1~:P.d(+"J"J1 

Itt' ~.d(+"Jj.J 

N 16851 

N 88766 
N 88767 
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FLUPHENAZINE HYDROCHLORIDE (PAGE 3-84,) 

TABLET; OR~L 
PER.MITIL 

BP ~. SCHERING 0.25MG 

FLUPREDNISOlONE(PAGE 3-84) 

TABLET; ORAL 
A LPHAOROL 
~UPJOHN 

: " 
1.5MG 

N 120.31+ 

N.12259 

I tdI!L:tCSl:t'!!lt:6hlLij:t~.'tlORHdHtt'LUt,tZHti::tNG .. :tldRMdHtt (PAGE 3-85) 

>-!QQ.:..> 

" IjN)tJtffit!;i:f.)iY~~~t~.t;tpN 
IP'~~~~~~t;.(~~y . fj>:jJJ/;'MP}j>,'.jJJIt~PI 

FUROSEMIDEtPAGE· 3-86) 

TABLET; ORAL 
FUROSEMIDE 

AB CORD· LABOR;o\TORIES 80MGIl 
AB LEDERLE LABS/AM CYAN80l1GII: 
AS PAR.KE-DAVIS/w-L 8011G.1I: 

MID 
AB HOECHST"'ROUSSEL §.Qtl§ 

GENTAMICIN SULFATE (PAGE 3-86) 

INJECTAB l.E ; ·INJ ECTlOH 
GEHTAFUR 

> ADO> AE .' PHARMAFAIR EQ 4'OI1G BASE/MLII: 

AP 
AP 

AI 
AI 

AT 

GnrTAMl:CDf .. SULFATE 
SOLOP)lK· LABORATORIESEg 10MG ·BASE/MU 

E9.40MG .BASE/I1.LII: 

OINTMENT; TOPICAL 
SEHTAM:IC:m SULFATE 

E . FeUGERWByk..:.GLDN Ec~ IMGBASE/GMJI. 
PHARMADERM/SYK,-'GLON Eg HtGBASE')rGMII: 

SOLuTIOWOROP$;OPHTHALMIC 
GEHOPT:tC. 

AUERGANPHARMS Eg . 3MG .. BASE/MLK 

GLUTETHIMIDE (PAGE 3-88) 

TABLET; ORAL 
G.LUTETH:tM:rD E . 

AA ~ DRiJMMER/PHOENIX 5:00MG 
lAY I ttN;tftf. 't;.(~P#j(JpJtf>1 /t.'ifdi4at 

v 

IN.'tj{>!+PI 

N 18569 
N 18415 
N 18419 

N 16273 

N62493 

N.62507 
N 62507 

N 6;2~3;3 
N62534 

N 62452 

N.S72.97 
IN: ~~~{>~~/ . 

GONADOTROPIN" .eHORIONle(PAGE 3-89) 

INJECTAB1£. INJEetIoN 
CHORIOHl:C 'GOHAD~':ROPDf 

AP eART1;R+GLOGAU'LABS·l5',.O,OO UtUtSIVIALK 
... , ' ... . ... . t ;000 UNItSIVIAlli 

AP 'L'(Pl'iqt1ED 15,,0:0.0·UNITSIVIAL 

GUANE,TiiftDliNE:'~ULFAT:E( PAGE 3-.9.0) 

TABL;~~;';Q~1~, •.• : . .. 'i. . . 

·SUAl:lmmllflS.fllcJHOSUI.FA:f:E· 
!§, ··'BD;LAlfiP;H,fiRMAqE,UTICALEQ. 10MG.SULFATEK 
AS ...• ' ....... ..... ·:E9. . 2511G. SULFATE. 

llSMEIl%H· 
.• ·l#m¢~~J..:'~J!'j.MY . .1J..dMtV 
. . .. :. ....,.. 1~;;fI¢r 

AB :CISMCJ;BA..;t?E~~YEg:IOI1G SU,LFATE 
AS .EQ25MG . SULF'ATE 

HALCINOO1Dt> (P~GE3';:90) 

HEPARIN SODiUM (PAGE 3-91,) 

INJECTABL~;· INJECTAstE 
HEP~FI.1JSH .10' 

AP LYPH'OME'D 
- HEPAR:rH~/I::OCKF:LOsH 

10UNITS7t1LK 

APUPHOt'1EO IOO.,·.tlNITS/MLK 
AP SOl:.OP~LABOR'ATORIES·IO :.OOITS7t1 Lil 
AP ..• :."... . .:fOUNHS·/MllI: 
AP .. ....};... 100. UNITS/MLK 
-'HEPARDfSODJ:UM ............... : ........•.. 

fijI ... EllqN$":S.I.·.~.···~R~I .. NS/2d.iddd ',llH:ttsJMi¥, 
I~ '. ... ..... . ... , 14iiddd 'ilHITiOMLI 

.•.• <... /~.a.ijJi@WiU4 
AP QRG.~~1:AI(,2;PNAhOO.CHJNITS/MLK 
AP... ; .. ;'. . .. / .. ' 5.,,;0'.0:0 UN1TS7t1LK 
AP·:.:., :'. IO,OOO.UNHS/J1LK 
--.., 111:i~ijAEHiHl.. . . ..... . 

IMl :/:~~Mr;t~;t~~r /4,d.;ddd'llHtts}I'lLl 
.. UqUAEMl:H. S.OniUM 

APORGANONlAI§2;ONA 

AE 
AP 
AP. 
Ap· -. 

1,0OO.UNITS7t1L 
5,DO.OUHHS/I1( 
10,O'OO.UNITS7I11. 
2010.00 UNITS/ML 

40,00:0 .UNITS/ML 

16 

"~iOt6 
N17016 
NI7067 

N86II3 
N86U4 

. JtlJ~~~~J 
·N IZ3~9 
N 12329 

.N17651 

N 17'651 
1-1884'57 
N .88580' 
N 885S1 

IR~j.j.dJj/. 
Itl. :~.7.p~.~.II· .. If'. ;..7..6? 

N00552 
N00552 
N00552 

IR ',6.6;;># 

N 00552 
N 0.0552 
N(tO'55.2 
N 0'0552 
N .00'552 
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HEPARIN SODIUM (PAGE 3-911 

• INJECTABLE 
I/~i~~~~~i~ 'sddIUH ',liO,ll Ii 'ddd 'UH:i'fshlU 

I ill I~Z§~~~~~;~~~~tlf'lidd'llli: ddd 'UNI'fS/Hl! 
L.1.<>IUA 71Jl.}.dtv.7 . .!!:!\J!.t.,=~_ 

I ill ,~fu~~~~~ 'sddtuM "12dd'l~ 20 'ddd 'uNits/i'll! 

/ w ~~.tl~ilW~:W"~d''1 /~;;dd 'IhlttslHL/ I W 7 M#~piVA'f.J-PiV../ 

HEPARIN SODIUM; SODIUM CHLORIDE (PAGE 3-931 

INJECTABLE; INJECTION 

IN.'.d.d~~H 

IN. ·.d.d~:5jJ 

IN.·.6.6~:5H 

IN:.d.d:5~j'/ 

HEPA~rH SODrUM 102000 UNITS rH SODrUM CHLO~IDE 0.45r. 
AP ABBOTT LABORATORIES 10 1 000 UNITS/I00ML; 

450MG/I00MLJt N 18911 
HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9/. 

ABBOTT LABORATORIES 10,000 UHITS/I00ML; 
900MG/I00MLJt N 18911 

HEPA~rH SODroM 12%500 UHITS IN SODIUM CHLO~IDE 0.9? 
!£ ABBOTT LABORATORIES 5 1 000 UNITS/I00ML; 

900MG/I00HLJt N 18911 
HEPA~IH SODIUM 25!000 UHITS IH SODIUM CHLO~IDE 0.9r. 

AP ABBOTT LABORATORIES 5 1 000 UNITS/I00ML; 
900HG/100HLJt N 18911 

HEPA~rH SODIUM 5000 UNITS IN SOD rUM CHLO~IDE 0.45r. 
AP ABBOTT LABORATORIES 100 UNJ:TS/ML;4.5HG/MLJt N 18911 

HEPARIN SODIUM; SODIUM CHLORIDE - IN PLASTIC (PAGE 3-931 

INJECTABLE; INJECTION 
HEPA~rH SODrUM 1000 UNITS rH SODIUM CHLO~IDE 0.9? 

AP AM HCGAW/AM HOSP 200 ill~ITS/I00HL;900HG/100MLK N 19042 
HEPA~rH SOOl:UM 2000 UNITS l:H SODIUM CHLO~IDE 0.9r. 

AP AM McGAW/AM HOSP 200 UNITS/I00ML;900HG/I00MLK N 19042 
HEPA~l:HSODl:UM 25000 UHl:TS l:H SODIUM CHLO~l:DE 0.9r. 

AP AM MCGAW/AM HOSP 5,000 UNITS/I00ML; 
AP 900MG/I00MLK N 19135 

HEPA~rH SODruM 5000 UHl:TS IH SODl:UM CHLO~IDE 0.9r. 
AP ABBOTT LABORATORIES 1 1 000 UNITS/I00ML;900MG/I00ML N 18916 
AP AM MCGAW/AM HOSP 1 1 000 UNITS/I00ML; 

HEXACHLOROPHENE (PAGE 3-941 

EMULSION; TOPICAL 
TU~GEX 

AT XTTRIUM LABS 

900MG/IOOMLK N 19042 

3r.JI N 19055 

HOMATROPINE METHYlBROMIDE i HYDROCODONE BITARTRATE (PAGE 3-951 

SYRUP; ORAL 
ltiYDRocdrlONEI 
HYD~OCODOHE COMPOUND 
HYD~OPAHE 

AA HALSEY DRUG 1.5MG/5ML;5MG/5MLJI 

TABLET; ORAL 
HYCODAH 

AA DUPONT PHARMSIDUPONT ~;5MG 
TUSSl:GOH 

AA DANIELS PHARM 1.5MG;5MGK 

HYDRALAZINE HYDROCHLORIDE (PAGE 3-951 

INJECTABLE; INJECTION 
HYD~ALAZrHE HeL 

>~> AP SOLOPAK LABORATORIES 20MG/MLJI 

TABLET; ORAL 
HYD~ALAZl:HE HCL 

AA AMIDE PHARMACEUTICAL ~K 
AA 50MGK 
AA ASCOT HOSP PHARMS 25MGK 
AA 50MGK 
AA BARR LABORATORIES 10MGK 
AA 100HGK 
AA CAMALL 10MGK 
AA 25MGK 
AA 50MGK 
AA 100MGK 
AA G) DRUMMER/PHOENIX 25MG 
AA SUPERPHARM 10MGK 
AA 25MGK 
AA 50MGK 

HYDROCHLOROTHIAZIDE (PAGE 3-961 

TABLET; ORAL 
HYD~OCHLO~OTHZAZIDE 

AB LEMMON 
AB 
AB SUPERPHARM 
AB 
AB 

25MGK 
50MGK 
25MGJt 
50MGJt 
100MGK 

HYDROCHLOROTHIAZIDE; METOPROLOL TARTRATE (PAGE 3-981 

TABLET; ORAL 
LOPRESSOR HCT 100/25 

GEIGY/CIBA-GEIGY 25MGil00MGJt 

N 88066 

N 05213 

N 88508 

N 88517 

H 88560 
N 88649 
N 88310 
N 88311 
N 88728 
H 88729 
N 88846 
H 88847 
N 88848 
N 88849 
N 86088 
N 88787 
N 88788 
N 88789 

N 88924 
N 88923 
N 88827 
N 88828 
N 88829 

H 18303 



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 18 

HYDROCHLOROTHIAZIDE; METOPROLOL TARTRATE (PAGE 3-98) 

TABLET; ORAL 
LOPRESSOR HCT 100/50 

GEIG'(/CIBA-GEIGY 50MGil00MGX N 18303 
LOPRESSOR HCT 50/25 

GEIGY/CIBA-GEIGY 25MGi50MGa N 18303 

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE (PAGE 3-98) 

CAPSULE. CONTROLLED RELEASE iORAl 
INDERIDE LA 120/50 

AYERST LABS/AMHO 50MG;!20MGa 
INDERIDE LA 160/50 

AYERST LABS/AMHO 50MGi16nMGa 
INDERIDE LA 8n/50 

AYERST LABS/AMHO 50MGi80MGa 

TABLETi . ORAL 

/;l~~Y~~~J~ t,(~;V,,<~p/ 
INDERIDE-40/25 

AYERST LABS/AMHO 
INDERIDE..,80/25 

AYERST LABS/AHHO 

~~~~~:~~:~~~~ 
25MGj40MG 

25MG;80MG 

HYDROCHLOROTHIAZIDE; RESERPINE (PAGE 3-98) 

TABLETi ORAL 
HYDROCHLOROTHIAZIDE w/RESERPINE 

~~~~ /~..<~~. ·t,(~p~"<jpp.;lt<)/ ~~~~~J~J~~~~~ 
RESERPINE-AND HYDROCHLOROTHIAZIDE 

BP BARR LABORATORIES 25MG;0.125MG 
BP 50MGiO.125MG 

HYDROCHLOROTHIAZIDE; SPIRONOLAtTONE (PAGE 3-98) 

.@ 
>-.!Q!L> 
>-.!Q!L> AB 

.@ 

TABLET; ORAL 
SPXROHOLACTOHE + HYDROCHLOROTHl:AZ:IDE 

ASCOT HOSP PHARMS 25MGi25MGJI 
SP:IROHOLACTOHE ,AND HYDRiiCiiLciiwnixAz:m E 

SUPERPHARM 25NGi25NGlI: 
SP:IROHOLACTOHE W/ HYDROCHLOROTHJ:AZ:mE 
01 PUREPAC11<ALIPHARMA £2tl§;25MG 

HYDROCHLOROTHIAZIO.E; rINOLOL MALEATE (PAGE 3-98) 

TABLET; ORAL 
JJ;lnp{..;lJ5t/ 

TIMOLIDE 10-25 

N 19059 

N 19059 

N 19059 

~U::1~~~1~ 
N 18031 

N 18031 

/,tl· :~~~~'f, J~.M~ .. 
N 84580 
N 84579 

N 88025 

N 89137 

N 88054 

HYDROCH LOROTHIAZIDE; TIHAt1TERENE (PAGE 3-98) 

TABLET; ORAL 
MAXZID.E 

MYLAN PHARMS 

HYDROCORTISONE (PAGE 3-99) 

CREAM; TOPICAL 
. HYDROCORTl:SOHE 

SOMGi7SMGK 

AT THAMES PHARMACAL g.51.Ji 
HnOHE' 

/MJ DERMIK/RORER-AMCHEM /d:g~1 

OINTMENT; TOPICAL 
HYTOHE 

/MJ DERMIK/RORER-AMCHEM /d:~Z1 

POWDER; FOR RX COMPOUNDING 
H~CORT 

/!:!J 7PJ.ifI.nf.'/.. ·f.t~pp."<j~j.f.<)lidd~1 
!A TORCH LABORATORIES 100r. 

HYDROCORTISONE; NEOMYCIN SULFATE ; POL YttYXIN B SULFATE 
(PAGE 3-101) 

SUSPENSION; OTIC 
OTOCORT 

AT LEMMON lr.;E93.5MGBASE/ML; 
10.1000 'UNITS/MLJI 

HYDROCORTISONE ACETATE (PAGE 3-102) 

/#p.~1~~ilpJ5;l¢#/ 
/t~~ttJ5tf"<R~;l¢K.'J5~f.p.r1<)jj.t./ 

N 19129 

N88799 

N 80472 

N 80474 

/~.'~j~'J~/ 
N 87834 

N 62521 

I~:~p~~jj 

>-.!Q!L> HYDROCORTISONE ACETATE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 
(PAGE 3-103) 

>-.!Q!L> 
>-.!Q!L> 
> ADD > 
>-.!Q!L> 

CREAM; TOPICAL 
'CORTISPORIN 

BURROUGHS WELLCOME 0.5X;EQ 3.5MG BASE/GM; 
10,000 UNITS/GMJI N 50218 

HYDROCORTISONE ACETATE i PRAMOXINE HYDROCHLORIDE (PAGE 3-103) 

AEROSOL; TOPICAL 
EPIFOAM 

REED&CARNRICK PHARMS lr.;!? N 86457 
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HYDROFLUMETHIAZIDE (PAGE 3-104) 

TABLET; ORAL 
HYDROFLUMETHl:AZJ:DE 

AB CHELSEA LABORATORIES 50MG~ 
AB PAR PHARMACEUTICAL 50MG~ 

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104) 

TABLET; ORAL 
RESERPINE AND HYDROFLUMETHIAZIDE 

BP ZENITH ,LABORATORIES 50MG;0.125MG~ 

HYDROXYZINE HYDROCHLORIDE (PAGE 3-10S) 

TABLET; ORAL 
HYDROXYZ:r:HE HCL 

AB PUREPAC/KALIPHARMA 
AB 
AB 
AB SUPER,PHARM 
AB 
AB 

10MG!!: 
25MG!!: 
50MG!!: 
10MG!!: 
~!!: 
.2..Q!:1§!!: 

HYDROXYZINE PAHOATE (PAGE 3-106) 

CAPSULE; ORAL 
HY-PAM "25" 

AB LEMMON 

IBUPROFEN (PAGE 3-106) 

AB 
AB 
AB 

TABLET; ORAL 
IBUPROFEH 

BARR LABORATORIES 

EQ 2SMG HCLK, 

400MGlI 

>~> AB 
>~> AB 
>~> AB 
>~> AB 
> ADD> AB 

MQt!§~ 

BOOTS PHARMACEUTICAL 600HG~ 
DANBURY PHARMACAL 400HG~ 

600HGlI 
a PAR PHARMACEUTICALS 300MG~ 

400MGlI 
600HG~ 

>~> IBUPROHH 
> ~> AB OHM LABORATORIES 400MGlI 

MOTR:r:H 
>~>!§ Ii) UPJOHN 300MG 
>~> 800tfGlI 

RUFEH 
AB BOOTS PHARMACEUTICAL ~lI 
AB 600HG!!: 
AB 600HG. 

N 88528 
N 88850 

N 88932 

N 88120 
N 88121 
N 88122 
N 88794 
N 88795 
N 88796 

N 88713 

N 70079 
N 70080 
N 70556 
N 70436 
N 70437 
N 70328 
N 70329 
N 70330 

N 70469 

N 17463 
N 17463 

N 70083 
N 70088 
N 70099 

IMIPRAMINE HYDROCHLORIDE (PAGE 3-107) 

TABLET; ORAL 
ZMl:PRAHDfE HCL 

AB a DRUMMER/PHOENIX !Qt§ 
SK-PRAHDfE 

I~ 
I~I 

Iffl:;. 'U~PP'J.jPP'j:t~1 Il~~1 
~~ 

AB SK&F LABORATORIES !Q!1§ 
AB ~ 

BP 50MG 

INDOMETHACIN (PAGE 3-108) 

CAPSULE; ORAL 
nmOM ETHACl:H 

AB PAR PHARMACEUTICAL 25MG~ 

AB 50MG~ 

AB PARKE-DAVIS/w-L 25MG~ 

AB 50MG~ 

AB ROXANE LABORATORIES 25MG~ 

AB .2..Q!:1§~ 

SUPPOSITORY; RECTAL 
INDOCIN 

MS&D RES LABS/MERCK SOMG~ 

INDOMETHACIN SODIUM TRIHYDRATE (PAGE 3-108) 

INJECTABLE; INJECTION 
INDOCIN I.V. 

MS&D/MERCK EQ 1MG BASE/vIALK 

IODOHIPPURATE SODIUM, 1-123 (PAGE 3-109) 

INJECTABLE; INJECTION 
NEPHROFLOW 

MEDI-PHYSICS 

IOPANOIC ACID (PAGE 3-109) 

TABLET; ORAL 
TELEPAQUE 

1MCI/ML. 

l)olt~jtlRP.P. ·t.kl>~8jtRt./ If>.d.dr.¢/ 
WINTHROP-BREONVSTERL SOOMG 

IOXAGLATE MEGLUMINEj IOXAGLATE SODIUM (PAGE 3-109) 

INJECTABLE; INJECTION 
HEXABRIX 

MALLINCKRODT 39. 3i!;19. 67.J1 

N 85200 

I~. ·j.M?>"J1 
1~:j.M?>"J1 
1~:j.?>.d?>"J1 

N 83827 
N 83827 
N 83827 

N 18829 
N 18829 
N 18806 
N 18806 
N 70353 
N 703S4 

N 17814 

N 18878 

N 18289 

Itl. ·.dM"J?/ 
N 08032 

N 18905 
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ISOETHARINE MESYLATE (PAGE 3-110) 

AEROSOL; INHALATION 
BRONKOMETER 
I J!RtPft 'f-f..J!~!#tRf.:j.N¢/ / .d,:. ~ f.t./ 

BN BREON LABS/STERLING 0.34MG/INH 
I~OETHARINE MESYLATE 

BN NATlPHARM.MFGl'BARRE 0.34MG/INHJI 

KANAMYCIN SULFATE (PAGE 3-112) 

INJECTABLE; INJECTI.ON 
KAHAHYC:IH .. SULF'ATcE 

AP CARTER-GLOGAO LABS 
KAHTREX , 

AP BRISTOL LAaSl'B-M 
AP 
AP 

EQ IGM ... BASE/3MLJI 

EQ 75MG BASE/.2MLJI 
EQ 500MG BASE/zMlJI 
EQ l

c
GM BASE/3MLJI 

LABETAlOL H'roROCHlORIDE (PAGE 3-113) 

INJECTABLE; INJECTION 
NORMODYNE . 

SCHERING. 

TABLET; ORAL 
. HORMODYHE 

AB SCHERING 
AB 
AB 

TRAHDATE 
AB GLAXO 
AB 
AB. 

5MG/MLJI 

~JI 
300MGJI 
~JI 

2.0.0MGJI 
300t1.GJI 
400MGJI 
100MSJl 

LEUPROlIDE ,ACE"FAiE(,PAGE:S.-l13) 

INJECTABLE;· INJECTION 
LUPRON. . .....• ' ....... c·c .. • 

TAP'· Pl:fARMA¢Eu,;J:C"LS IHG/O •• 2MDI 

LEVONORDEFR;[Ni'MEPIVACifNE . HYDROCHLOR:fDCE(~A6E c . 3-114 ) 

INJECTABLE; IfidECrlOO 
·SOAHDOHEST.· L •. ···.·,,: 

AP IlEPROtO,t' 
~ -,' , < :~~ :,~y ,::': 

TABLET; .ORAt~ 
THYROLAR'::'5 ' 
Q) ARMOuR PHARM 0.25MG;0.0~Z5t1G 

IN. 'f.tJJ!~1 
N 12339 

N 87858 

N 62520 

N 62564 
N 62564 
N 62564 

N 18686 

N 186e7 
N 18687 
N 18687 

N 18716 
N 18716 
N 18716 
N 18716 

N 19010 

LIDOCAINE (PAGE 3-114) 

AEROSOL; ORAL 
XYLOCAINE 

ASTRAPHARM PRODS 10~ 

LIDOCAINE HYDROCHLORIDE (PAGE 3-115) 

INJECTABLE; INJECTION 
LJ:DOCAJ:HE HCL :rit PLASnC COHTA:IHER 

AP INVENEXLABS/UFE gJl 
XYLOCAJ:HE 

ASTRAPHARMPRODS /f,t./ 
SOLUTION; . ORAl.. 
/L::tddeA:tHE 'HeLl 

LI:D'O.CAI:HEV:rSCOUS 
AI RCOXANE LABORATORIES ,gzx 

SOLUTION; .' TOPICAL 
LI:DOCADf,E ·Hc.L 

AT RdX)iNE~BORAj~IES ~ 

LINDANE (·PAGE 3-116) 

LOTION;.'fa~ICAL 
L:rHD'ANE: ' ." 

AI BAYUBOR);TORIES }ZJI 

SHAMPOO; TOPICA~L 
LDmAH,E 

AT BAY t:ASQRAT(lRIES }ZJI 

LITi:lIuM CARB:oNA,"I'E (P4GE3"; 117 ) 

T AB'LET ;eRA·L 
LnftAHE ." 

AB Mr:tES'PHARMSlHIlES 

LORA,ZEl'AM .. fPAG.E.3:':U8) 

> ADD>AB 
>'""AD:D>AB 
~~>AB 

'r 

TABLEi';:·.ORAt 

~~;k~~~ 

)oot1GJI 

.N8.a388 >ADD> -
. '>ADI) >"'B 

>~OD.,>AB 
> ADD>~B 

N16807 

20 

N 14394 

N 88586 

/~''JpMf,/ 

N 88802 

N 88803 

N 88190 

N 88191 

N 18833 

N 17794 
N17794 
N l'7i94 .. 

N10.zao 
N. 70201 
N 70·202 



DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER 12 I AUGUST '84 ~ AUGUST '85 

LOXAPINE HYDROCHLORIDE (PAGE 3-118) 

CONCENTRATE; ORAL 
I J-P'!:j.,t Atltl 

LOXITANE C 

INJECTABLE; INJECTION 
It.p~;tfAtltl 

LOXITANE 1M 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM 
CHLORIDE; SODIUM GLUCONATE (PAGE 3-119) 

SOLUTION; IRRIGATION 
PHYS~OLYTE ~H PLAST~C COHTAINER 

AT AM MCGAW/AM HOSP 30MG/I00MLi 37MG/I00Ml; 370MG/I00MLi 
530MG/I00ML;500MG/I00Ml N 19024 

SYHOVALYTE IN PLASTIC COHTA~NER 
AT TRAVENOL LABS 30HG/I00ML; 37MG/I00ML; 368MG/I00ML; 

526MG/I00ML;502MG/I00MLJI N 19326 

MECLIZINE HYDROCHLORIDE (PAGE 3-121) 

TABLET; ORAL 
HECLJ:ZJ:NE HCL 

>~> AA SUPERPHARM 
>~> AA 

MEDRYSONE (PAGE 3-122) 

12.5MGJI 
25MGJI 

SUSPENSIONIDROPS; OPHTHALMIC 
HMS 

ALLERGAN PHARMS IX 

MENOTROPINS (PAGE 3-122) 

INJC:CTABLE; INJECTION 
PERGONAL 

SERONO LABS 150 IU/AMP 
300 IU/AMPJI 

MEPERIDINE HYDROCHLORIDE (PAGE 3-122) 

INJECTABLE; INJECTION 
MEPER:rDINE HeL 

AP ABBOTT LABORATORIES 10MGIMLJI 
AP INTL MEDICATION SYS 10MG/ML 

SYRUP; ORAL 
DEMEROL 

AA WINTHROP LABS/STERL 50MG/5ML 
MEPER~D~HE HCL 

AA ROXANEoLABORATORIES 50MG/5NLJI 

N 89113 
N 89114 

N 16624 

N 17646 
N 17646 

N 88432 
N 86332 

N 05010 

N 88744 

MEPERIDINE HYDROCHLORIDE (PAGE 3-122) 

TABLET; ORAL 
MEPER:rDDfE HCL 

AA BARR LABORATORIES 100MGJI 

MEPHENTERMINE SULFATE (PAGE 3-123) 

INJECTABLE; INJECTION 
WYAMiNE SULFATE 
l~jtf~:t.fi~$)Atirtpl 

WYETH LABS/AMHO 
~3~~~~~~ 

EQ 15MG BASEIML 
EQ 30MG BASEIML 

MEPIVACAINE HYDROCHLORIDE (PAGE 3-123) 

INJECTABLE; INJECTION 
CARBOCADfE 

AP BREON° LABS/STERLING 
HEPJ:VACAJ:HE HCL 

AP CARTER-GLOGAU LABS 
AP 

POLOCADfE 
AP ASTRA PHARM PRODS 

SCAHDOHEST PLADf 
AP DEPROCO 

MEPROBAMATE (PAGE 3-123) 

IAI./ 
lID 

TABLET; ORAL 
MEPROBAMATE 
1M. 'i1f4,jJ 

2/0: 

1/.11 
2XJI 

Ell 

Ell 

I~U~~I I~ 

METHICILLIN SODIUM (PAGE 3-127) 

METHOTREXATE SODIUM (PAGE 3-128) 

INJECTABLE; INJECTION 
MEXATE 

BRISTOL LABS/B-M EQ 250MG BASE/vIALJI 
MEXATE-AQ 

AP BRISTOL CAIHB/B-I1/PR EQ 25MG BASEIMLJI 

21 

N 88640 

~~::~~~~~~ 
N 08248 
N 08248 

N 12250 

N 88769 
N 88770 

N 88653 

N 88387 

1~:U#.91 
1~:U#.91 

~f~1~:~~~ 
I~.· {,f.!'+.4/>1 
IN. ·~j.(+.9/>1 
IN .. f,f.f+.9 />1 

N 86358 

N 88760 
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METHYCLOTHIAZIDE (PAGE 3-129) 

TABLET; ORAL 
METHYCLOTKIAZIDE 

AB CHElSEA LABORATORIES 2.5MGII 
AB 5MGII 
AB COLMED LABORATORIES 5MGII 

METHYlDOPA (PAGE 3,...130) 

TABLET; ORAL 
ALDOMET 

!§ MS&DIMERCK 125MG 
METH¥LD.OPA 

AB CHElSEA LABORATORIES 125MGII 
AB 250MGII 
AB lli!1§11 
!§ MYUN PHARMS 250MGII 
!§ 2QQtl§1I 

METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131) 

INJECTABLE; INJECTION 
SOLU-MEDROL 

UPJOHN EQ 26M BASEIVIALII 

METOCLOPRAMIDE HYDROCHLORIDE (PAGE 3-132) 

TABLET; ORAL 
~ 

AB QUANTUM PHARMICS EQ 10MG BASEII 
METOCLOPRAMIDE HCL 

AB BIOCRAFT LABS EQ 10MG BASEII 
AB COLMED LABORATORIES EQ 10MG BASEII 

m.l::M:! 
AB AH ROBINS Eg 10MG BASE 

METRONIDAZOLE (PAGE 3-133) 

INJECTABLE; INJECTION 
HETROtr.tD'AZOLE 

.!.f INTl MEDICATION SYS 500MG/IOOMLII 
AP LYPHOMED 500MG/IOOMLII 
- METRYL tv 
AP LEMMON 500MG/I00MLX 

TABLET; ORAL 
METROtr.tDAZOLE 

AS HALSEY DRUG 
AB PAR PHARMACEUTICAL 
AB 
AB SIDMAK LABORATORIES 
AB 

~II 
250MGII 
500MGII 
250MGII 
500MGII 

N 88750 
N 88724 
N 88745 

N 13400 

N 70260 
N70261 
N 70262 
N 70075 
N 70076 

N 11856 

N 70294 

N 70184 
N 70339 

N 17854 

N 70004 
N 70071 

N 70042 

N 70021 
N 70040 
N 70039 
N 70027 
N 70033 

METRONIDAZOLE (PAGE 3-133) 

TABLET; ORAL 
METROtr.tDAZOLE 

!§ SUPERPHARM 250MGII 
AB 500MGII 

METRYL 
AB LEMMON 250MGII 

METRYL 500 
AB LEMMON 500MGII 

SATRl:C 
AB SAVAGE lABS/ALTANA 250MGII 

MICONAZOLE ,NITRATE (P·AGE 3-134) 

SUPPOSITORY;· VAGINAL 
MONISTAT 3 

ORTHOPHARMACEUTICAL 200M6JI 

HOLINOONEMYOROCHlORIDE (PAGE 3-135) 

CAPSULE; ORAL 
HOBAN 
• DUPONT PHARMSIOUPdNT St1G 
_ 10MG 
~ 25MG 

MORPHINE SULFATE (PAGE 3-135) 

INJECTABLE; INJECTION 
DURAMORPH PF 

ELKINS-SINNIAHROBINS 0.5MG/MLX 
1MG/MLII 

~.llINSODIUM (PAGE 3-13S) 

INJECTABLE; INJECTION 
HAFCn 

AP BRISTO.L LABSIB-M Eg 106MBASEIVIAL. 
HALLPEH 

!f BEECHAM LABSIBEECHAM EglOGM BASEIVIAL 

NALBUPHINE.HYDROCHLORIDE (PAGE 3-136) 

INJECTABLE; INJECTION 
NUBAIN 

DUPONTPHARMSIOUP.ONT 20MSIMLII 

22 

N 70008 
N 70009 

N 70035 

N 70044 

N 70029 

N 18888 

N 17111 
N 17111 
N 17111 

N 18565 
N 18565 

N 62527 

N 61999 

N 18024 
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NALTREXONE HYDROCHLORIDE (PAGE 3-136) 

TABLET; ORAL 
TREXAN 

DUPONT PHARMS/DUPONT 50MGa 

NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137) 

SOLUTION/DROPS; OPHTHALMIC 
STATROL 

ALCON LABORATORIES EQ 3.5MG BASE/ML; 
16,250 UNITS/MLa 

NICOTINE POLACRILEX (PAGE 3-138) 

GUM, CHEWING; ORAL 
NICORETTE 

MERRELL DOW/DOW CHEM EQ 2MS BASE 

IHtcdTtHE·~t5tH'cdMP(tx/(PAGE 3-138) 

/ ¢~~i~3~~~J~f' :PPfi.f-/ 
ItltRPtt.f., ' ppjolipPJ.!.' ¢Htt!.' t~' ~t!~. 'f1fi'f,tJ 

NOHIFENSINE MALEATE (PAGE 3-140) 

CAPSULE; ORAL 
MERITAL 
~ HOECHST-ROUSSEL 25MGa 

50MGa 

NOREPINEPHRINE BITARTRATE (PAGE 3-140) 

INJECTABLE; INJECTION 
LEVOPHED 
If1Rt¢N. 'tfi~'f,8:ttpi;tN~f ItR 'jtl~. 'r,fi'f,titlil 

WINTHROP-BREON/STERL EQ IMG BASE/ML 

NYSTATIN (PAGE 3-141) 

SUSPENSION; ORAL 
HYSTATJ:H 

AA BAY LABORATORIES 
AA PHARMAFAIR 

TABLET; ORAL 
HYSTATDf 

AA QUANTUM PHARMICS 

100,000 UNITS/MLa 
100,000 UNITS/MLa 

500,000 UNITSD 

N 18932 

N 62339 

N 18612 

/N:jr,pjH 

N 18224 
N 18224 

fN:J57'!>j-J1 
N 07513 . 

N 62512 
N 62541 

N 62525 

NYSTATIN; TRIAMCINOLONE ACETONIDE (PAGE 3-141) 

CREAM; TOPICAL 
MYCOLOG-ZZ 

AT ER SQUIBB AND SONS 100,000 UNITS/GM;O.l%X 
AT 100,000 UNITS/GM;O.lXD 

MYKACET 
AT NMC LABORATORIES 100,000 UNITS/GM;O.l%X 

HYSTATJ:H AND TRZAMCDfOLOHE ACETOHIDE 
AT CLAY-PARK LABS 100,000 UNITS/GM;O.lXD 

OINTMENT; TOPICAL 
MYCOLOG-II 

ER SQUIBB AND SONS 100,000 UNITS/GN;O.lXD 

OXACILLIN SODIUM (PAGE 3-142) 

INJECTABLE; INJECTION 
BACTOCZLL 

BEECHAM LABSIBEECHAH EQ 10GN BASEIVIALK 

OXTRIPHYLLINE (PAGE 3-143) 

ELIXIR; ORAL 
CHOLEDYL 

AA PARKE-DAVIS/w-L 
OXTRZPHYLLDfE 

AA BAY LABORATORIES 

10011G/5MLK 

100MS/5Ml 

OXYPHEHBUTAZONE (PAGE 3-143) 

TABLET; ORAL 
OXYPHEHBUTAZOHE 

AB BOLAR PHARMACEUTICAL !QQ!1§K 
TANDEARZL 

AB ~ GEIGY/CIBA-GEIGY lOOMS 

/PEHETkft 'CM(ctUM 'T~:t!fdd:tUM;. 'YB":1~9 '(PASE '~":1~~j/ 

/ ;t~~9$~~~15A' :9~~t¢~~~~f f 
. i'~;tfi~NP'f,J;t¢: '~~~~'f,/~Af I jtl¢f./Jiil 

PENTAMIDINE ISETHIONATE (PAGE 3-148) 

INJECTABLE; INJECTION 
PENTAM 300 

LYPHOMED 300MGIVIALK 

23 

N 60576 
N 62606 

N 62367 

N 62186 

N 60572 

N 61334 

N 09268 

N 88243 

N 88399 

N 12542 

IN:jj'!>j/v 

N 19264 
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PENTETATE CALCIUM TRISODIUM. YB..,169( PAG.E l-l48) 

INJECTABLE; INJECTION 
YTTERBIUM YB 169 DTPA 

MEDICAL PRODUCTS/3M 2MCIIM.L 

PENTOBARBITAL SODIUM (PAG.E 3-149) 

'CAPSULE; ORAL 
PEHTOBARBl:TAlS.OD:ruM 

AA G) VITARINEI.PHOENIX 100MG. 

TABLET; ORAL 
PEHTOBARBITAl' SOD.:ruM 

AA G) VITARINE/PHOENIX 100MG 

PENTOXIFYLLINE (PAGE 3-149) 

TABLI;T. CONTROLL.ED RELEASE.; ORAL 
TRENTAL 

HOECHST-ROUSSEL 400MGX 

PHENOIMETRAZINE TARTRATE (PAGE 3-149) 

CAPSULE; ORAL 
PHEHDIMETRAZIH'ETARTRATE 

AA G) DRut1MER/PHOENIX 35MG 
AA G) 35MG 
AA G)35MG 
AA G) ~ 
AA G) VITARINE/PHOENIX 35MG 
AA G) ~ 
AA ~ 35MG 

TAB.LET; ORAL 
PHEHD:tMETRAZ:n!l:TARTRATE 

AA Gl DRUMI1ER/PHOENIX ~ 
AA. G) VITARINE/PHOENIX 35MG 
AA G) ~ 

PHENTERMINE HYDROCHLORIDE (PAGE 3-151) 

AA 
AA 
AA 
M 

CAPSULE; ORAL 
PHENTERMIHE Hel 

CHELSEA LABORATORIES 30MGX 
G). DRUMMER/PHOENIX301';!G • 
G) 30MG 

PHARM BASICS 30MGX 

N 17518 

N 832.84 

1'1 83285 

N 18631 

N 86403 
N 86408 
N 86410 
N 87424 
N 85634 
N 85645 
N 85670 

N 86.106 
N 85519 
N86005 

N86740 
1'1 872'02 
N 87235. 
N 88797 

PHENTERMINEHYDROCHLORIDE (PAGE 3-151·) 

M 
AA 
AA 
AA 

TAIH.:E~;OR4·L .• ' 
PHEHTERM:INEAfCt 
G) ·DRuMNER/PtjOE.NI.X 
<;1"/"': 
. PHARMB~S:!dS 

8MG 
'sHG 
37.5MGX 
37.5MGX 

'PHENYLEPHR:rtilE'H~&RD€HLO~iDE; PROMETHAZINE. HYDROCHLORIDE 

AA 

AA 

AA 

(PAG.E 3-'1531 

SYRUP; ORAL 
PHEHERGAH.VC 

WYE·1:HLABsrAt:!Ho· 
PROMETH Vc·p[AIH 

MATL ·.PHARM:;tjFG/BARRE 
PROMETHA'ziHEvcr ·pLAIH 

BA'V LABORATORIES 

5MG/SML;6.25MG/5ML 

5MG/5M.L ;.6 • 25MG/5M.LX 

5MS/5ML;6.25MG/5MLX 

PHENYTOIN SODIUM (PAGE 3-153) 

INJECTABLE; ·INJECTION 
PHEH.¥TO:rHSOD'I\1M 

APINVENEX.L~B.S/LIFE .50MGIMLX 
AP SOLOPAK LABOIMTORIES 50NG/NLX 
AP 50NG/Mtx 
AP 50MG/MLx 

rnr;;" , 'v .... """''''"''''''''11 .. EXTENDED (·PAGE 3-15l) 

CA'PSOl;Ej:ORAL . 
D~LtlHTIH: ." '.. . .' . 

AS PARKE;;'DAV~S/W.;L 100MG 
- ·,EXtEHDiED.PJ.IEHYl:O:IN .. SOD3:~ 
AB. BOLAR PHARMAC.EUTICALIOOMGX 

PILOCARPINE HYDROCHldORIDE (PAGEl-l54) 

GEL; OPHTHAUIIC 
PI LOP]jNE'HS . 

ACceN ·LAI30R.A,T,(;)RIES t(,{ 

PINDOLOl fPAGE<l",:J!54) 

TABLET; .o~At 
VISI<EN ..•.. .•.•.... '. . . . 

SAND9Z.pHi.RMS/SANOozl't~tI¢1. 
",' , . ".,' »',' '," ,,' .', ''', 

1'1 86453 
1'1 86456 
N 88910 
1'188917 

1'108604 

N 88761 

N 88897 

N 89003 
1'1 88519 
N 88520 
N 88521 

N 84149 

N 88711 

1'1 18796 

/R'f~#;M 
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PC:"'Yr:THYlENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE (PAGE 3-155) 

PownER FOR RECONSTITUTION; ORAL 
COLYTE 

EDLAW PREPARATIONS 120GH/PACKET;1.49GMlPACKET; 
3. 36GH/PACKET; 2. 92GMlPACKET; 
11.36GH/PACKETa N 18983 
227. IGH/PACKET; 2.82GMlPACKET; 
6.36GH/PACKET;5.53GH/PACKETj 
21.5GH/PACKETja N 18983 
360GH/PACKET;4.47GH/PACKETj 
10.08GMlPACKETj8.76GMlPACKET; 
34.08GM/PACKETa N 18983 

POTASSIUM CHLORIDE (PAGE 3-1S6) 

INJECTABLE; INJECTION 
POTASSIUM CHLORiDE iH PLASTiC COHTAINER 

AP INVENEX LABS/LIFE 2HEQ/MLa 
AP 2MEqIMLa 

N 88901 
N 88908 

>~> POTASSIUM CITRATE (PAGE 3-158) 

>~> 
>~> 

>~> 

TABLET; ORAL 
POTASSIUM CITRATE 

ONIV TX HLTH SCI CTR 5MEQK 

POTASSIUM CLAVULANATEj TICARCILLIN DISODIUM (PAGE 3-158) 

INJECTABLE; INJECTION 
TIMENTIN 

BEECHAM LABS/BEECHAM EQ 100MG ACIDIVIALj 
EQ 3GM BASEIVIALa 
EQ 200MG ACID/VIAL; 
EQ 3GM BASEIVIALa 

PREDNISOLONE (PAGE 3-159) 

TABLET; ORAL 
PREDNISOLONE 

BX SUPERPHARM SMGK 

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM (PAGE 3-160) 

OINTMENT; OPHTHALMIC 
PREDSULFArR 

N 19071 

N SOS90 

N 50590 

N 88892 

AT PHARMAFAIR 0.SX;10X N 88032 
VASOC:IDIN. 

AT COOPERVISION PHARMS 0.SX;10Xal N 88791 

PREDNISONE (PAGE 3-161) 

SOLUTION; ORAL 
PREDNISONE 

ROXANE LABORATORIES 
PREDNISONE INTENSOL 

ROXANE LABORATORIES 

TABLET; ORAL 
PREDNISONE 

BX SUPERPHARM 
BX 
BX 

5MG/5MLa 

5MG/MLK 

5HGK 
10HGK 
20HGK 

PRIlOCAINE HYDROCHLORIDE I PAGE 3-162) 

INJECTABLE; INJECTION 
CITANEST 
GI ASTRA PHARM PRODS 

--CITANEST PLAIN 
ASTRA PHARM PRODS 

IX 
2X 
3X 

If";./ 

4X 

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163) 

CAPSULE; ORAL 
PROCAINAM:rDE HCL 

AB ROXANE LABORATORIES 2S0MGK 
AB SOOMGK 

INJECTABLE; INJECTION 
PROCAiHAM:IDE HCL 

AP SOLOPAK LABORATORIES 100MGIMLK 
AP SOOHG/HLa 
AP SOOMGIMLK 

TABLET, CONTROLLED RELEASE; ORAL 
PROCAINAM:rnE HCL 

AB BOLAR PHARMACEUTICAL 2S0MGa 
AB 500NGa 
AB 750NGa 
AB COPLEY PHARM SOOMGK 

AB 
AB 
AB 

PROCAH SR 

~~/ PARKE-DAVISIW-L 

250MG 
SOOHG 
750MG 
/~/ 

IGMJI 

25 

N 88703 

N 88810 

N 8886S 
N 88866 
N 88867 

N 14763 
N 14763 
N 14763 

/~.' f..f+.7f'j,/ 
N 14763 

N 88989 
N 88990 

N 88S30 
N 88S31 
N 88532 

N 88533 
N 88534 
N 88535 
N 88974 

N 86468 
N 86065 
N 87510 

/~:f,().O~r;/ 
N 88489 
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PROCHLORPERAZINE EDISYLATE (PAGE 3-164) 

CONCENTRATE; ORAL 
PROCHLORPERAZIHE EDISYLATE 

AA BAY LABORATORIES EQ 10HG BASE/HLX 

SYRUP; ORAL 
PROCHLORPERAZIHE ED%SYLATE 

AA BAY LABORATORIES EQ 5MG BASE/5HLx 

PROCHLORPERAZINEMALEATE (PAGE 3-164) 

CAPSULE, CONTROllED RELEASE ; ORAL 
COMPAZINE 
~ SK&F LABORATORIES EQ 75HG BASE 

PROMETHAZINE HYDROCHLORIDE (PAGE 3-165) 

SYRUP; ORAL 
/tiI.VMF:tHAZfHt.! 

P·ROMETHAZIHE PLAlH 

PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167) 

CAPSULE; ORAL 
PROPOXYPHEHE HCl 

AA .LEI1I1ON 65HGx 

PROPRANOLOL HYDROCHLORIDE (PAGE 3-168) 

TABLET; ORAL 
J:HDERAL 

AB AYERST LABS/AHHO 10MG 
£Qtl§ 
40MG 
80MG 

AB 
AB 
A§ 

AB 
AB 
AB 
AB 
AB 
AB 
AB 
AB 

>-.!ruL> !§ 
>-.!ruL> AB 
>...MliL> AB 
>...MliL> AB 

PROPRAHOLO.L HCL 
CH~L~~A LABORATORIES 10MGX 

£Qtl§1I 
40MGX 
80MGII 

LEDERLE LABS/AM CYAN 10MGII 
20MGII 

MARTEC PHARHS 

40MGl( 
ruill§1I 
10MGII 
£Qtl§1I 
40MGU 
80MGII 

N 88598 

N 88597 

N 11000 

N 88615 

N 16418 
N 16418 
N 16418 
N 16418 

N 70140 
N 7014:), 
N 70142 
N 70144 
N 70125 
N 70126 
N 70127 
N 70128 
N 70120 
N 70121 
N 70122 
N 70124 

PROTAMINE SULFATE (PAGE 3-168) 

INJECTABLE; INJECTION 
PROTAMINE SULFATE 

UPJOHN 250HG/vIALX 

PROTEIN HYDROLYSATE (PAGE 3-168) 

INJ.ECTABLE; INJECTION 
AMINO SOL 5i! 

ABBOTT· LABORATORIES 5i!X 

N 07413 

I.;; 

N 05932 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPRObIDINE HYDROCHLORID.E 
(PAGE 3-1(9) . 

SYRUP; ORAL 
TRJ:L'nROH 

AANEIilTRON; ~ARHS 30HG/5Ml ;1. 25MG/5MLX 

/A!! /~~~~~~~~~~~;~¢~'~;'P7~2a~~(~~?~~~~5~Ld/ 

AA 

AA 

M 

AA 
M 

TABLET; ORAL 
ALLERFEo . 

PRIVATE FORHULATIONS 60HG;2.5HGX 
CORPHED 

CORD LABORATORIES (lOHG;2.5HGIl 
TRJ:LJ:TROH 

TR~~ro~::J:~A:~Atm PS~~~~E HCL 
SI.)PERPHARI1 . 60MG;2.5MGIl 
ZENITH LABORATORIES 60MG;2.5MGX 

qUINIDINE GlUCONATE (·PAGE 3-170) 

TABLET, CONTROLLED RELEASE; ORAL 
QUl:HJ:DIHE GLUCOHATE 

AB ASCOT HOSP PHARMS ~II 

QUINIDINE SULFATE (PAGE 3-170) 

TABLET; ORAL 
CIH-QUIH 

/W ROWELL LABORATORIES /<J.ddMdI 
QUl:Hl:DIHE SULFATE 

AB SUPERPHARM 200MGII 

RANITIDINE HYDROCHLORIDE (PAGE 3-171) 

INJECTABLE;. INJECTION 
ZANTAC 

GLAXO. EQ 25MG BASE/HLX 

N 88474 

/R'Ur,('J/ 

N 88860 

N 88602 

N 88515 

N 88578 
N.85273 

N 88582 

/R 'pff:f,f,/ 
N 88973 

N 19090 



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 27 

RAUWOLFIA SERPENTINA (PAGE 3-171) 

TABLET; ORAL 
RAUVERID 

BP FOREST LABORATORIES 50MG 
/r,P! /P~tA.L:)P~t$.+.Ft.45i1AIV /f,.di1¢/ 

WOLFINA 
BP FOREST LABORATORIES 50MG 
BP 100MG 

~~~~ Ip~tA.L. ')p~.E$.+.Ft.LpMtV ~i:~~~~1 

RESERPINE (PAGE 3-172) 

TABLET; ORAL 
RESERPINE 

BP LEMMON O.lMGI( 
0.25t1GI( BP 

RITODRINE HYDROCHLORIDE (PAGE 3-173) 

INJECTABLE; INJECTION 
IrtttddRtHE'HCL/ 

1M! 7B0p~'iR.'):I{~iV lidMShlU 
YUTOPAR 

IA~I ASTRA PHARM PRODS 10MG/ML 
15MG/MLI( 

TABLET; ORAl 
l~ttddRtHE'HCU 

IAr,1 Ip0F~M:m~1 npMI 
YUTOPAR 

lfir,1 ASTRA PHARM PRODS 10MG 

<;AFFLOWER Olli SOYBEAN OIl, (PAGE 3-174) 

INJECTABLE; INJECTION 
LIPOSYN II lOX 

ABBOTT LABORATORIES 5X;5/.1( 
LIPOSYN II 'lOX 

ABBOTT LABORATORIES 10X;10XI( 

SCOPOLAMINE (PAGE 3-174) 

FILM, CONTROLLED RELEASE; PERCUTANEOUS 

I :t'~~1~7Rt\ . .: YI n.: f,r1¢1 
TRANSDERM-SCOP 

CIBA/CIBA-GEIGY 1.5MG 

N 09225 
1~:.d.~?,f,f,1 

N 09255 
N 09255 

I~. '.d.9?f,f,1 
1~:M?,f,f,1 

N 89020 
N 89019 

1~.'j.MMI 

N 18580 
N 18580 

I~. 'j.M.f,pl 

N 18555 

N 18997 

N 18991 

IN. 'j.jf,j(+/ 

N 17874 

>...MliL> 

> ADD> 
>...MliL> 
>...MliL> 

SECOBARBITAL SODIUM (PAGE 3-174) 

CAPSULE; ORAL 
SECOBARBITAL SODIUM 

AA ~ DRUMMER/PHOENIX 
AA ~ YITARINE/PHOENIX 

1QQ!:!§ 
100MG 

SODIUM BICARBONATE; TARTARIC ACID (PAGE 3-176) 

GRANULE, EFFERVESCENT; ORAL 
BAROS 

MALLINCKRODT 460MG/GM;420HG/GMX 

SODIUM CHLORIDE (PAGE 3-176) 

INJECTABLE; INJECTION 

N 85898 
N 86273 

N 18509 

BACTERIOSTATIC SODIUM CHLORIDE 0.9X IN PLASTIC CONTAINER 
ABBOTT LABORATORIES 9MG/ML N 18800 
INVENEX LABS/LIFE 9MG/MLI( N 88909 

9MG/MLI( N 88911 
SODIUM CHLORIDE O.9Z Df PLASTIC CONTADfER 

AP ABBOTT LABORATORIES 900MG/100MLI( N 19465 
AP AM MCGAW/AM HOSP 900MG/I00ML N 17464 
AP INVENEX LABS/LIFE ~I( N 88912 

SODIUM CHLORIDE IN PLASTIC COHTADfER 
1M! 1Jr1:i'i¢#)vJr1:~p.sJ57 1!S66MGJi66ML/ Itt. 'j.j(tp{t/ 

SOLUTION FOR SLUSH; IRRIGATION 
SODIUM CHLORIDE 0.9X IN STERILE PLASTIC CONTAINER 

TRAYENOL LABS 900MG/100MLII 

SODIUM IODIDE, 1-131 (PAGE 3-178) 

SOLUTION; ORAL 
SODIUM IODIDE I 131 
I $jN¢PR: j.N:ttl n.d:p¢j.;'f,.dt't¢j.~tI 

SYNCOR INTL 50MCI/ML 

SODIUM LACTATE (PAGE 3-178) 

INJECTABLE; INJECTION 
SODIUM LACTATE IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5MEQ/MLII 

SODIUM NITROPRUSSIDE (PAGE 3-178) 

INJECTABLE; INJECTION 
SODIUM HITROPRUSSIDE 

AP LYPHOMED 50MG/vIALII 

N 19319 

Itt. 'j..1"Jj.f,1 
N 17315 

N 18947 

N 70031 



DRlJG PRODUCT LIST / ClJMULATIVE SUPPLEMENT NUMBER 12 /.wtilJST '84 - AlJGUST '85 

SODIUM PObXSTYRENE SULFONATE (PAGE 3-179) 

AA 

AA 

POWDERj ORAL, RECTAL 
KAYEXALATE 

BREON' LABS/S'TER LING 45.3 .6.GM/BOT 
SODZUH PO.lY.STYREHE SULFOHATE 

BAY LABORATORIES 453.6GM/BOTli 

SUSPENSIONj ORAL., RECTAL 
SODZUMPOLYST:YR.imE SULFOHATE 

M BAY LABORATORIES 15GN/60MLX 

SOYBEAN OIL. (P·AGE 3-180) 

INJ'ECTAB,LEj·· INJECTION 
LIPOSYH,m lio;.: 

AP ABBOTT LABORATORIES !..QZ!I 
LZPOSYH .. 'ID:20;': 

Ae',' ABBOTT LABORATORIES 20;':K 

SPiRONOLACTONE CpAGE 3-180) 

TABLET.jClRAl .. 
SP.l:ROHOlACTOHE 

AS 4)PUREPAtIKALIPHARMA 25MG 

sLlctmYLCHOLINECHLORIDE (PAGE 3,..18'1) 

INJ ECTABLE,;:.IfiJECTION 
AHECTnfE.' .' .. ' 

AP Q) BIJRROtJGHS>WEL.LCOME 50NG/HL 
- succI~iicmOLl:flE'CHLO~l:DE 

IMI.· . jffi7}Jft~pt.iOOl }5ddM~)v~AU 
.Iliff liclMiiJ1AL! 

>...:!!m.:.:.~SUlCONAZOLENITRATE (PAGE 3-181) 

> ADO > 
>.AOO; > 
> ADD. > 

SOLUTION; TOPICAL 
SULCOSYN 

SYNTEK LASS/SYflTEX lXl1 

N 11287 

N 88786 

N 88717 

N 18969 

N 18970 

N 88.053. 

N 0'8453 

'i~: :~:~~~~~ 

N 18738 

SULFABENZAMIDEj SULFACETAMIDE; SULFATHIAZOLE (PAGE 3-181) 

TABLET; VAGINAL 

AT 

AT 
AT 

SULtRIH 
ORTHO.PHARMACEUTICAL 184MG;143.75MGjl72.5MG 

TRIPLE SULFA . --

E. FOQGERA/ALTANA. 184MG;l43.75MG;l72.5NGK 
PHARI1ADERMIALTANA 184MG;l43.75MG;l72.5MG. 

fl 05794 

N 88463 
fl 88462 

SULFA~E.q;AMlhE>seo;!uM' fpAG.E 3-181) 
" : ," ,'. ,;. ", ,;' , .,~ . , 

SOlI1JION(o~DPS; .. Of3HTHAU1IC 
'SUlFACETAHIDE.iSC)DXUH 

AT . 'PHARf1'A'FA'i1t lOX. 
IAlI IpH#~fiN .. j!FI /Hzf11 

SUlFA':ER.,1I0 
ATPHARMAFAI'R 10?JI 

SULFAMETHOXAZOLEtpAGE3-182 ) 

l~I 
AB 

"'lt~~Mrjl 
SOOMG 

SUI!J;AmE:FHO~Aiti01:EitRIME;r,HOpiUM (PAGE 3'-183) 

AS' 

AS 

AS' 

AS 

;AB. 
As 
AS 
'A'8' 
,AS', . 

AS 

.@ 

slkFIs'6xAzaLE. ·(PAGE 3-.184) 

T~BLE.'T;. 'ORAL 
. SUI.lFl:SOX.aZOll£ 

SP ·4)7'DR~rdi!fER0PliltlEN1X.·' 5O'O't'lG 

------- -------

28 

N 88947 
Itt. ·f,.7,~ft;~1 

N 87949 

1t4,'Uft~~1 
N 86163 

N 70'0'34 

N 70048 

N 70.022 

N 70'0'32 

N 18946 
;'N' 1$94'6··· 

H' 7000'6 
N7O:O'O'Z 
N7000O' 

N 70'0'·07 

N 70'066 

N 70'065 

IN:j~~,6N 

1tt.'.7!5;6,dU 

.N87332 
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TECHNETIUM, TC-99M SODIUM PERTECHNETATE GENERATOR (PAGE-3-185) 

SOLUTION; INJECTION, ORAL 

/¢7tl~iB~~~t~~1~~~~~~t~J~;~~~~~~~~~~¢i!¢t~t~AfPP/ 
TECHNETIUM TC 99M GENERATOR 

MEDI-PHYSICS 830-16,600 MCI/GENERATOR 

TECHNETIUM, TC-99M, ALBUMIN AGGREGATED KIT (PAGE 3-185) 

INJECTABLE; INJECTION 
ALBUMIN HICROSPHERES (HUMAN) INSTANT MICROSPHERES /r.$! /piMMMi¢.'pppp$!.3tV /~!AI 

BS MEDICAL PRODUCTS/3M N/A 

/r.$/ ¢7~1~J~~~~M¢~~t:ti0M, ',4JX~?AI 
TECHNETIUM TC 99M MAA 

BS MEDI-PHYSICS N/A 

TECHNETIUM, TC-99Mz ALBUMIN KIT (PAGE 3-185) 

INJECTABLE;· INJECTION 

/ ¢7~1~J~~~~~7¢B~t:ti0tl,' 9j~)~7A1 
TECHNETIUM TC 99M HSA 

MEDI-PHYSICS N/A 

TECHNETIUM, TC-99Mz ETIDRONATE KIT (PAGE 3-186) 

INJECTABLE; INJECTION 
TECHNETIUM TC 99M DXPHOSPHOHATE-TIH KXT 

AP ~ MEOI-PHYSICS N/A 

TECHNETIUM, TC-99M z MEORONATE (PAGE 3-186) 

INJECTABLE; INJECTION 
/r-Iop 'KIT! 

TECHHET:ruM TC 99M MPX MOP 

TECHNETIUM, TC-99M, PENTETATE KIT (PAGE 3-186) 

AP N/A 

/~:j.jf,,4.3/ 

N 17693 

I~, 'j..1f;JH 
N 17832 

/~,'j.jjtJ/ 

N 17773 

/~:j..1.1.1t>/ 

N 17775 

N 17562 

/~,' j..1~t>t>/ 

/~.'j.jf,~p/ 

N 17255 

TECHNETIUM, TC-99Mz POLYPHOSPHATE KIT (PAGE 3-186) 

INJECTABLE; INJECTION 
SODIUM POLYPHOSPHATE-TIN KIT 
~ MEOI-PHYSICS N/A 

TECHNETIUM, TC-99M, SULFUR COLLOIO KIT (PAGE 3-187) 

INJECTABLE; INJECTION 
/CIHTICHEr-I'TECHHETIUM'99M'T~C! 

/~ l¢jNjj¢BtAI 1tl2A7 
TECHMETXUM TC .9911 TSC 

AP MEDI-PHYSICS N/A 

TERBUTALINE SULFATE (PAGE 3-187) 

AEROSOL; INHALATION 
BRETHAIRE 

BN GEIGY/CIBA-GEIGY 0.2MG/INHJI 
BRICANYL 

BN MERRELL DOIol/[JOW CHEM 0.2MG/INHJI 

INJECTABLE; INJECTION 
BIUCAHYL 

/~ Jl{OSf#AipBfiptl:.pppp~1 lir-IGJrJ.L/ 
AP MERRELL D OWIU OW CHEM IMG/ML 

TERFENADINE (PAGE 3-187) 

TABLET; ORAL 
SELDANE 

MERRELL DOWIUOW CHEM 60MG~ 

TETRACYCLINE HYDROCHLORIDE (PAGE 3-188) 

CAPSULE; ORAL 
BRXSTACYCLXHE 

/~ BRISTOL LABS/B-M 
TETRACYCLXHE HCL 

AB SUPER PH ARM 
AB 

THEOPHYLLINE (PAGE 3-190) 

CAPSULE; ORAL 
SOMOPHYLLIN-T 

BP FISONS 
BP 

/t.ddMS/ 

250MGJI 
500MGJI 

100MGJI 
200MGJI 
250MGJI 

H 17664 

/~:j.jjM/ 

H 17784 

H 18762 

N 18000 

Itt, 'j..1(+f,p/ 
H 17466 

N 18949 

Itt. 'f,Pj.j.j./ 

H 62540 
H 62540 

H 87155 
H 87155 
N 87155 



> ADD > 
> ADD > 

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 I AUGUST '84 - AUGUST '85 

THEOPHYLLINE (PAGE 3-190) 

CAPSULE. CONTROLLED RELEASE; ORAL 
ELIXOPHYLLIN SR 

BC BERLEXISCHERING 125MGK 
BC 250MGK 

BC 
BC 
BC 
BC 

BC 

BC 
BC 
BC 

BC 
BC 

3C 

BC 

BC 

BC 
BC 

BC 
BC 

BC 
BC 

SLO-BID 
WILLIAM H RORER 50MGK 

100MG" 
200MGK 
300MGK 

SLO-PHYLLIN 
WILLIAM H RORER 125MG 

SOMOPHYLLIN-CRT 
FISONS 50MGK 

200MGK 
300MGK 

THEO-24 
SEARLE/SEARLE PHARMS 200MG 

30lMG 
THEOBID 

SLAXO 260MG" 
THEOBID JR. 

GLAXO l30MGK 
THEOCLEAR L.A.-130 

CENTRAL PHARMS l30MG 
'THEOPHYL.,.SR 

MCNEILPHARM 125MGK 
250MGK 

THEOPHYLLINE 
CENTRAL PHARMS 125MG~ 

250MGK 
THEOVENT 

SCHERING 125MGK 
250MGK 

TABLET; ORAL 
QUIBRON-T 

MEAD JOHNSONIB-M 300MGK 

TABLET. CONTROLLED RELEASE; ORAL 
THEOCHROH 

BC FOREST LABORATORIES 100MGK 
BC 200MGK 

THEO"HYll~HE 
BC FOREST LABORATORIES 100MGK 
BC 200MGII 

AS 300MGII 

THIAMYLAL SODIUM (PAGE 3-191) 

INJECTABLE; INJECTION 
SUR ITA L 

PARKE-DAVISIW-L 5GM/VIALK 

N 86826 
N 86826 

N 88269 
1'1 87892 
N 87893 
1'1 87894 

N 85203 

N 87763 
N 88382 
N 88383 

1'1 87943 
N 87944 

1'185983 

1'1 87854 

N 86569 

N 86480 
N 86471 

N 88654 
1'188689 

N 87010 
1'1 87910 

N 88656 

N 88320 
N 88321 

N. 88503 
N 88504 
1'1 88505 

1'1 07600 

THIORIDAZINE HYDROCHLORIDE (PAGE 3-192) 

TABLET; ORAL 
TH~OR~DAZ~HE HCl 

ABBARR.LABORATORIES 
AB. 
AB BIOCRAFT LABS 
AB 
AB CORD LABORATORIES 
AB DANBURY PHARMACAL 
AB 
AB ROXANELABORATORIES 
ABSUPERPHARM 
AB 
AB 

llQtl§K 
~K 
10MGK 
100MGK 
!Q.Q!:l§K 
150MGK 
~K 
100MGK 
10MGK 
25MGK 
50MGK 

TOBRAMYCIN (PAGE 3-194) 

SOllJTIONIDROPS; OPHTHALMIC 
TOBREX 

ALCON LABORATORIES 0.3ZK 

TOCAINIDE HYDROCHLORIDE (PAGE 3-194) 

TABLET;ORJ.I.. 
TON0CARD 

MS&DIMERCK 

TOLAZAMID.E (PAGE 3-194) 
, . " 

TABLET; ORAL 
TOlAZAMmE 

400MGK 
600MGK 

AB ZENITH. LABORATORIES 100MGII 
AB 250HGK 
AB 5MHGK 

TOlZHASE 
AB UPJOHN 
AS 
AS 

.!QQl1§ 
250MG 
500MG 

TOLAZOLINE H.YDROCHLORIDE (PAGE 3-194) 

INJECTABLE; INJECTION 
PRISCqLINE 

CIBA/CIBA-GEIGY 

TOLBUTAMID.E (PAGE 3-.194) 

TABLET; ORAL 
TOlBUTAM:IDE 

25MGIMLII 

AB PUREPAC/KALIPHARMA 500MGII 
!§ SUPERPHARM 500MGK 

30 

1'1. 88737 
N 88738 
N 88493 
N 88456 
1'1.88135 
N. 88869 
N 88872 
N 89048 
N 89103 
N 89104 
N 89105 

N 62535 

N 18257 
1'1 18257 

1'118894 
N 18894 
N 18894 

N 15500 
N 15500 
N 15500 

N 06403 

N 88950 
N 88893 



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 

TOLMETIN SODIUM (PAGE 3-194) 

CAPSULE; ORAL 
TO LECTIN OS 
ItI¢Ntt(' fJ..'~PP.AjPP.tt<f,1 It~: ~.d.dtl¢, 'f1fi.<f,tf 

MCNEIL PHARM EQ 400MG BASE 

TABLET; ORAL 
TO LECTIN 
ItI¢Nt;t(' JJf1PPfi.jpp.;tt<f,1 I t~' ~.d.dtl~. 'f1fi.<f,tl 

MCNEIL PHARM EQ 200MG BASE 

TRAZODONE HYDROCHLORIDE (PAGE 3-1941 

TABLET; ORAL 
DESYREl 

MEAD JOHNSON/B-H 150MGII 

TRIAMCINOLONE ACETONIDE (PAGE 3-1951 

CREAM; TOPICAL 
ARl:STOCORT A 

AT LEDERLE lABS/AM CYAN 0.025Y.J1 
AT 0.17.11 
AT 0.57.11 

LOTION; TOPICAL 
TRIAMCIHOLONE ACETOHIDE 

AT BAY LABORATORIES 0.025Y.J1 
AT 0.17.11 

OINTMENT; TOPICAL 
ARISTOCORT A 

AT LEDERLE LABS/AM CYAN 0.17.11 
AT 0.57.11 

TRIAMCINOLOHE ACETOHIDE 
AT PHARMADERMVBYK-GLDN 0.025Y.J1 
AT 0.17.11 

TRYMEX 
AT SAVAGE LABS/BYK-GLDN 0.0257.11 
AT 0.17.11 

TRIAZOLAM (PAGE 3-197) 

TABLET; ORAL 
HALCION 

UPJOHN 0.125MGII 

IN.'tM~M 
N 18084 

IN. 'j.'?p?'f,/ 
N 17628 

N 18207 

N 88818 
N 88819 
N 88820 

N 88450 
t,l 88451 

N 88780 
N 88781 

N 88692 
N 88690 

N 88693 
N 88691 

TRIFLUOPERAZINE HYDROCHLORIDE (PAGE 3-198) 

TABLET; ORAL 
TRIFLUOPERAZINE HCL 

AB DURAMED PHARMS 
AB 
AB 
AB 

TRILOSTANE (PAGE 3-199) 

CAPSULE; ORAL 
HODRASTANE 

WINTHROP lABS/STERL 

EQ IMG BASEII 
EQ 2MG BASEII 
EQ 5HG BASEII 
Eg 10MG BASEII 

30MGII 
60MGII 

TRIMEPRAZINE TARTRATE (PAGE 3-199) 

SYRUP; ORAL 
TRIMEPRAZINE TARTRATE 

AA BAY LABORATORIES EQ 2.5MG BASE/5HLII 

TRIMETHOPRIM (PAGE 3-1991 

TABLET; ORAL 
TRIMETHOPRIM 

AB DANBURY PHARMACAL 100MGII 

TRIPROLIDINE HYDROCHLORIDE (PAGE 3-2001 

SYRUP; ORAL 
TRIPROLIDIHEHCL 

AA HALSEY DRUG 1.25MG/5MLIC 

TRISULFAPYRIMIDINES (PAGE 3-200) 

SUSPENSION; ORAL 
ItRIP(t'~u(rdIDI 

I MI 7':Mtt. '¢i{Ef{t¢AC/ 

TROPICAMIDE (PAGE 3-2011 

/~ddM~)SHL/ 

SOLUTION/DROPS; OPHTHALMIC 
N 17892 TROPICAMIDE 

> ADD > AT MAURRY BIOLOGICAL 1Y.J1 

VECURONIUM BROMIDE (PAGE 3-202) 

INJECTABLE; INJECTION 
INPP¢~PPN. ·IN¢;~$.51 

NORCURON 

31 

N 88967 
N 88968 
N 88969 
N 88970 

N 18719 
N 18719 

N 88285 

N 70049 

N 88735 

Itr~.dj.pj/ 

N 88447 



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12./AIJGtIsT' 'S4 - AOGUST 'S5 

VERAPAMIL HYDR.OCHlORIDE (PAGE 3-202) 

TABLET; ORAL 
~ 

~ SEARLE/SEARLE PHARMS SOMG~ 
AB 1211MG~ 

ISOPT:IN 
AB KNOll PHARMACEUTICAL 80MG 
AB 120MG 

VINCRISTINE.SUlFATE (PAGE 3-202) 

INJECTABLE;' INJECTION 
ONCOVIN. 
It.Jt: 'Ut.t:J.! 

ElL LIllY 
~~~~~~~ 
.ING/Ml 

WARFARINSODIUH (PAGE 3,..203) 

TABLET; ORAL 
COUMADIH . . .' 

/.r,tJ lih1;l~jftt( .'~jJ~~ipJJppRf / ,2tl .. ~/ / 
> Dl T ';> j'r,t-/ . ..' /,2 :?tl~ 
- /r,t-/ . '. . I!>M/ 

AB DUPONTPHARMS/DUPONT2MG 
>.',(0:0>.6.8 . ...... . 2.5MG 

AS SMC; 
. ..,... WA~FAR:rHSODnJH -
AS 

>-AmL>AB 
~ 

COffiEO'.(ABORAT:ORIeS 2MGI'I 
2.5.MG~ 
~~ 

WATER FOR .I.NJECTIoN, S'f.ERIlE (PAGE 3-204) 

LIQU:IDjWA . 
ST·ERII:E· WA':ER.FOR .. :INJECn:OH .. :INPLASTIC .COHTA:INER 

AP TRAVENOt LABS IOO;! 
STERILE WATER :IN PLASTICCOHTAIHER 

1m /f#)lYiMt. 't).i3$/ /iJW 

N 18817 
N 18817 

N 18593 
N 18593 

~~: :1~1:~~~ 
N 14103 

~U::'~~~i~~ 
Y~.'~~#f,f 

N09218 
N092IS 
N 0921.8 

N88719 
N ,38872 0 

Naa:721 

N 18632 

IA 'j.f,~'JH 

32 



ADDENDUM 33 
DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY 

CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 

IAscdRBIC'ACld/BIdTIH/CVAHdcd8AlAMIH/dEX~AHtHEHdl'I 
1~~Gd~A(~i¢~da(l'¢d(ia'A~tdl'NtA~tHAMid~~'p~YTdHAdtaHE ~I 
I~YRtddxtH~'~yd d~~(dRtd~" tBd¢(A~tH'PH SPI!ATt'sddIUM,1 
ITHtAMIH~'HydRd~~(ddtrl~; '3itAMiH'Ai'~ITAMIH'~I(PAGE AD21 

Ij~~~~~i~:'~i~1~9~j~7PNI 
/lJ'f,y, , p~#tlA¢tyj;i¢,(LI I MMiYtfi..Ud,:,d ttl~/Y;tAt.i.d,:,d,d ;itl~i:J;tH; I 

I ~tl~/y;tfi~.i 'd ,: ,0 ;itl~/Y;tH; ,d,:;i~tl~/y;tH; I 
1;i1tlG/v;t , ':0 :ttlG!V;ifi ':1 

~~~ :~~~~~~~~~~7~j~L~~~~~7~jif.i I 
l.1tl,G/Y;tMI N ';it3,9t.d1 

I ASCORBIC 'ACId I 'sidtIN' 'cvAHdcdsAlAMIIF 'dEX~AHTHEHdL'1 
I~RGd~A(6I~~Ra(( l¢dLia'A~Id~'HiA~INAMid~j~~1~fa~1~H~/ 
/~YdRda~(dRld~i dlad¢(AvIH' Hds~HAT~'sdd. tHEI 
IHYclRdaH(dIHd~ '~iiAMIH 'Ai 'ViTAMIN '~l (PAGE AD2) 

(SEE SPECIAL NOTE B.) 

Ij~~~~~1~~~~;jNJt¢jjpNI 
/y'f,Y, 'P~fiRtlfi.¢tY1j¢fi.LI ~i~~~%~~iJk~:~:~~~~~~1~tJ~J~~~~0i17} 1 

I Mtl~iYjfi~} ~1~~;Yjfi.(..; .:3,: ptl¢/yjAt.i I 
~i~~~07~jit~~VyjAt} 1 IN,' ;1.13,9.:3.:31 

IAscd~Btc'A6Id~'BldtfH~'6YAHdCdBALAMtH~'dEX~AHTHEHdL~1 
I~RGd6A(~t¢~d (;'¢d(I 'A6trl;'HtA~tHAM d~; 'pydtddxtH I 
IHYrldd~H(ddtrl~;;dtBd~(A~tH'~~dsPHAT~'SarliilM;'i~tAMtHEf'vttAMIHI 
I~(PAGE AD2) 

(SEE SPECIAL NOTE B.l 
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DIPYRIDAMOLE (PAGE AD4) 

TABLET; ORAL 
DIPYRIDAMOLE 

DANBURY PHARMACAL 

PHARN BASICS 
SIDNAK LABORATOR.IES 

25MG 
50NG 
75MG 
50MG 
25MG 
SOMG 
75MG 

li~o~ch~8idt 'dtHtiRATEI (PAGE AD5) 
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CURRENT STATUS - INEFFECTIVE 

1t!7~~J~~~~~~i~~~~gzM~~jJ1t~~~~~~~g~~~~~~~' '¢~tMI 
BEROCCA C HOFFMANN-LA ROCHE 

ASCORBIC ACID; BIOTIN; DEXPANlliENOL; NIACINAMIDE; PYRIDOXINE 
HYDROCHLORIDE; RIBOFLAVIN; lliIAMINE HYDROCHLORIDE 

BEROCCA C 500 HOFFMANN-LA ROCHE 
ASCORBIC ACID; BIOTIN; DEXPANlliENOL; NIACINAMIDE; PYRIDOXINE 
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE 

I ¢~;~i~~§~~~~J: :~~~n~~~~~~~i~~~~~~~t.f .. fltptlj ¢jfl .. f,~t.t Aft.; I 

IJ17~g~~~~~jrJ-~M~~~~~~~~tt.;. 'p~tM t.tP~rJ-;t~t. '~'JJ1rJ-P¢~.LPrJ-;tP t ; 
I p~t~f t.PrJ-PP fi~.Lfitl;t~t. . ~.YP #P¢~.LP#jP tl 

l¢ttfi¢prJ-fl /PHt~:t.fir,f,lJ1trJ-tl:prJ-ppf,1 
1~.YP#P¢PR:f;tf,p~tl 

/ t7g~3~~~i~~~~M~t. 'tl~t~~~~~!-~~~~.Y .Ltp~R;tflt. '~jPrJ-P¢~.LPrJ-;tp t.U 
I P~t~.Y .LPRPP fi~.Lfitlj~t. . MJ1rJ-p¢~.LPrJ-;tP tI 

/~¢. ·.c~.YJ1#p¢pRfjf,p~tJ/ I¢. 'fi~. 'tl. 'p~firJ-tlfi¢A.L1 
l~jp#p¢P#:fjf,p~tI 

1~;~~~~g~B~j1~B~t1 I:tpHtlt.'pfi~t.f,tW 

j;l7~~~~~~tlf¢~~7;t,' t.;tt.t.f I 

irV¢p.LMI /trJ-,'$~;t~~.'fi~p. 'f,p~$1 

~J~1~~g~3~J~~~2~~J3~~B~Y fift.f. 'fJjM fi:fN; I 

1~7~~~~§Z~~1~.f. 'fl~~g~~~~jt~~j~J~~af'Jtl'Jxj~. '~,' $~U fiftl 

CURRENT STATUS - INEFFECTIVE 

'~fll~~~~~~~i~~:::~~~~~jlnt~~t' 
l:ftrJ-rJ-fi..:'¢P#:frJ-H./ I pfjttrJ-,' f-I,r,f,!pfjttrJ-1 

l~fJ1rJ-P¢prJ-:f;tf,Ptlt.;, 'pXf:ft:frJ-fi¢f¢t.;tflt. '~¢t.1 

1~~~~g~B~:fjf,~~7fl, 't.fir,f,lJ1trJ-M. 'prJ-PJ1f,1 

I P'~Bz~~a~l~t. '~~B~~~~Za~~~~7j~'J I 

TUSS-ORNADE SK&F LABORATORIES 
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE; 
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

CURRENT STATUS - EFFECTIVENESS TO BE DETERMINED 

M.V.I. PEDIATRIC USV PHARMACEUTICAL 
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANlliENOL; 
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PHYTONADIONE; 
PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; 
lliIAMINE HYDROCHLORIDE; VITAMIN A; VITAMIN E 





ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION 

On September 24, 1984, the President signed into law the Drug Price 
Competition and Patent Term Restoration Act of 1984. The Act amends section 
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to 
accept abbreviated new drug applications for most previously approved drug 
products. This new legislation also provides for extending the term of a 
patent which claims a product, use, or method of manufacture that was subject 
to a regulatory review period in accordance with the Act. 

The statute requires that FDA make publicly available a Jist of approved drug 
products containing the following information: 

1) an alphabetical list of all drugs by official and proprietary name 
approved for safety and effectiveness, with monthly updates; 

2) the application number and approval date for each drug product 
approved from January 1, 1982; and 

3) whether in vitro and/or in vivo bioequivalence studies are required 
for ANDAapprova 1. - --

The Approved Prescription ~rug Products with Therapeutic Equivalence 
Evaluations, 5th Edition, APDP) and-rts monthly supplements will be used to 
satisfy this new requirement. 

In addition, the APDP will identify drugs which qualify under the new statute 
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs 
may not be submitted or made effective as identified below) and will provide 
information on the current patent status of the listed drugs. Exclusivity 
prevents the filing and/or approval of ANDAs or paper NDAs. It does not 
prevent the filing or approval of a second full NDA. Applications qualifying 
for periods of exclusivity are: 

(1) A new drug application approved between January 1, 1982, 
and September 24, 1984, for a drug product all active 
ingredients (including any ester or salt of the active 
ingredient) of which had never been approved irr any other 
application. Approval of an ANDA or paper NDA for the same 
drug may not be made effective for a period of ten years 
from the date oTt'he approval of the original apPTication. 
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(2) A new drug application approved after September 24, 1984~ 
for a drug product all active ingredients (including any 
ester or salt of the active ingredient) of which had never 
been approved in any other new drug application. 
Generally~ no subsequent ANDA or paper NDA for the same 
drug maybe ~ubmitted for a period of five years from the 
date of approval of the original application,except that. 
such an application may be submitted after four years if it 
contains a certification that a patent claimlng the drug is 
invalid or will not be infringed by the product for which 
approval is sought. 

(3) A new drug application approved after September 24, 1984, 
fora drug product involving an active ingredient 
(or any ~steror salt of that active ingredient) that has 
been approved in an earlier new drug applicatiQn and which 
includes reports of neW cl inica 1 invest igations (other than 
bioavailability studies). Such investigations must ,have 
been conducted or sponsored by the applicant or for which 
the applicant had a right of reference, and the 
investigations must have been essential to approval of the 
application. If these requirements are met, the approval 
of a subsequent ANDA or paper NDA may not be made effective 
for the same drug before the expiration of three years from 
the date of approval of the original applicatlon. 

(4) A supplement to a new drug application approved after 
September 24, 1984, which contains reports of new clinical 
investigations (other than bioavailability studies) 
essential to the approval of the supplement and conducted 
or sponsored by the applicant or to which the applicant had 
a right of reference •. The approval of a subsequent 
application for a change approved in the supplement may not 
be made effective for three years from the date of approval 
of the original supplement. 

(5) A new drug application (or supplement to a new drug 
application) approved during the period from 
January 1, 1982, to September 24, 1984, which includes an 
active ingredient (including any ester or salt of the 
active ingredient) that has been approved in another 
application. The approval of a subsequent application for 
the drug or a significant change made in a supplement may 
not be made effective for two years from September 24, 1984. 
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The Act required approved new drug applications to be supplemented with the 
required patent information by October 24, 1984. Patent information must now 
be filed with all newly submitted drug applications, and no NDA may be 
approved after September 24, 1984, without the pertinent patent information. 
The patent numbers and the expiration dates of any appropriate product or use 
patent on a marketed drug that is the subject of an approved NDA will be 
published in the APDP. Patent information on unapproved applications or on 
patents beyond the scope (i.e., process or manufacturing) of the Act will not 
be published. 

The following explains how the APDP implements this. 

Antibiotics, Insulin and Biologicals 

Title I of the Act has been interpreted by the Agency not to include products 
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act 
(antibiotic and insulin products). Because of this, (1) antibiotic and 
insulin products are not considered eligible for exclusivity protection, (2) 
holders of approved applications for insulin and antibiotic products need not 
submit the patent information as required of NDA application holders, and (3) 
Antibiotic Form 6 sponsors are not required to provide the patent 
certification statement which must be included in ANDAs. 

However, Title II, the patent term restoration portion of the Act, 
specifically addresses antibiotic, non-antibiotic, and human biological 
products (as those terms are used in the Federal Food, Drug and Cosmetic and 
Public Health Service Acts) in its provisions. 

Bioavailability/Bioequivalence Requirements 

The therapeutic equivalence evaluation codes in the APDP will enable firms to 
determine whether in vitro and/or in vivo bioavailability/bioequivalence study 
data must be incluaed with their ANDA-suDmissions. . 

Currently, drugs approved prior to 1962 fall into three major biop~armaceutic 
classes: (1) those which pose an actual or potential bioequivalence problem, 
and for which demonstration of bioequivalence through in vivo testing and 
acceptable dissolution performance is necessary; (2) tnose-wKich pose an 
actual or potential bioequivalence problem but for which an in vivo study may 
be waived if acceptable dissolution performance is demonstrated~e list of 
such drugs is provided under TABLE I); and (3) those which pose no actual or 
potential bioequivalence problem and for which the only biopharmaceutic 
requirement is demonstration of acceptable dissolution for solid oral dosage 
forms. 

All firms submitting an abbreviated new drug application for a single source 
drug product or a drug product which was first approved after 1962 will be 
required to demonstrate in vivo bioequivalence or else submit information 
sufficient to permit the~gency to waive demonstration of in vivo 
bioequivalence. Manufacturers of drug products formulated-'n dosage forms 
which do not present bioequivalence problems, such as an intravenous solution, 
may request that the in vivo bioequiva1ence requirement be waived. 
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Before the passage of the Drug Price Competition and Patent Term Restoration 
Act, the Agency approved various drugs with bioavailability/bioequivalence 
problems and deferred the in vivo testing requirement for a number of 
reasons. The new law requlf9s lnformation to show that theptoposed ANDAdrug 
product is bioequivalent to the listed drug. Therefore, new applications for 
drugs such as amitriptyline hydrochloride which formerly may have been . 
approved without an in vivo study now require an in vivo study as a condition 
for approva 1 under ffie new Act. - --

Topicals 

In the absence of contrary data, FDA regarded a 11 pharmaCelJt i cally equiy~tent 
topicalpro.ducts of pre-1962 {DESI ) drugs to. be therapeut:icallyequivalent. 
However, the Agency requ ired that app licants for topicaldrugptoducts ....... . 
in i tja1lyapproyedafter .1962,i n.c.l ud i og· IIpaper .NDJ\s,:\'ei:ther ;demons·trat·e~the 
safety an.d.efficacy.of. theirprpducts through cl.ii:Ji.ca.Ftr;filsdf·throu:g~a;.h< 
bioequiva lehce studY in order to be approved and. eva lUatedas th~rapeutic.al1Y 
equivalent. . .. 

The nj;!w Act .requires app 1 icants to demonstrate the bi oequ ivalence of their 
topical drug product to the listed drug as one of the requirementsforANbA 
approv~l. Thi~ is the same policy that is presently being used in the 
IIpaper NDAII approval process. The Agency is now reviewing the tberapeutic 
equivalence evaluation policy that has been made on the pre·1962 topical 
products to determine whether a change in this policy i swarranted. I nthe 
meantime, an in vivo demonstration of bioequivalence will be required for 
approval of alT topical products unless a waiver or .in vitro alternatives can 
be justified by the applicant. -. 

OTC Drug Products Eligible for Abbreviated New Drug Applications 

Previous editions of the APDP excluded OTC drug products, because the main 
purpose of that publication was to provide information to states regarding 
FDAs recommendation as to which generic prescription dtugproducts were 
acceptabl e candidates far drug product se 1 ect i on.. With the passage of the 
Drug Price Competition and Patent Term Restoration Act of 1984., the Agency no.w 
has the r.esponsibility to publish an up-to,..date list of all marketed drug 
products, OTC as well as prescription, that have been approved for safety and 
efficacy and for which new drug applications are required~ , There are some 
drugs for which there are both approved and unapprovedOTC drug products in 
the market place. This situation occurs as a result of the Agency's current 
OTCcompliance policy which allows the marketing of various unapproved OTC 
drug products pending the effective date of the applicable final aTe . 
monograph. The OTC products included in APDP cumulative supplement TABLE II 
are limited to those for which approved appl icationsare currently required as 
a condition of marketing. Appropriate patent numbers, exclusivity·· 
information, and expiration dates are also included. 
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NDAls AP~roved by the Office of Biological Research and Review Not Previously 
Publ1she 1n the APDP 

All products accepted and approved under Section 505 of the Act as NDAs by the 
Office of Biological Research and Review (OBRR) will now be published in the 
APDP (see TABLE III). The application holder should have submitted relevant 
patent and exclusivity information. as for other NDA drug products. These 
products will be listed drugs and ANDA applications may be submitted for 
marketing of drugs from this group. Appropriate patent numbers, exclusivity 
information, and expiration dates are also included. 

Patent and Exclusivity Information 

It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP 
would contain patent and exclusivity information. Because some firms 
submitted patent information in excess of that covered by the statute, FDA has 
reviewed all of the patent information to assure that only appropriate patents 
are listed. The patents that FDA regards as covered by the statutory 
provisions for submission of patent information are those that claim the 
active ingredient or ingredients or the drug product (excluding process 
patents), or use patents for a particular indication or method of using the 
product. The Agency has concluded that formulation/composition patents should 
be added to the List. 

A patent that claims a drug (as contrasted with one that claims a use) must 
refer to an approved drug product. To ensure that only appropriate patents 
are published, the Agency has an obligation to carefully screen the patent 
information that is submitted by the NDA holder. Therefore the Agency is 
asking all holders of approved applications and applicants with pending 
applications, whether or not they previously submitted information on 
composition or formulation patents, to submit such information with the 
following certification: liThe undersigned certifies that the drug or 
formulation or composition of such drug claimed by the following patents is 
currently approved under section 505 of the Federal Food, Drug and Cosmetic 
Act. II The certification must be signed by the patent holder or by the person 
responsible for the NDA submission. The Agency intends to publish this 
additional patent information in its next supplement to the List after the 
information with the above described certification is received. The Agency 
will continue its policy of not publishing process or chemical intermediate 
patents. 

The Agency is required by the law to publish all use patents, even if the use 
has not been approved by the Agency. Therefore, the publication of a use 
patent in TABLE IV in no way confers Agency approval on or implies that the 
indication has been approved. TABLE IV contains patent numbers and expiration 
dates and, for drug products approved after 1981, the date of approval and 
application number as required by the Act. 
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Firms submitting ANDAs after September 24, 1984, that certified that no patent 
information had been filed should amend their applications, if patent 
information now appears in this list. 

TABLES II-IV now identify all drugs which qualify under the new statute for 
periods of exclusivity. (See pages A-l & A-2 of the Addendum for an 
explanation of exclusivity). 

FDA has finished reviewing all patent and exclusivity information received 
initially from interested parties. The Agency believes TABLES II-IV now 
contain ali appropriate patent and exclusivity information that the Agency 
regards as being covered by the new statute. This table will be updated 
monthly to include appropriate patent and exclusivity information. The 
exclusivity information column in TABLES II-IV designates the date on which 
the exclusivity ends and the basis for the exclusivity through the use of 
codes as explained on pages A-7 and A-8. 

FDA invites comments from all interested parties on whether it has excluded 
any patent or exclusivity information that should have been included, or 
included patent or exclusivity information that should have been excluded. 
Any revisions to the list will be published in subsequent supplements. 
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DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE 
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE 
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES. 

NC 
NCE 
NDF 
NE 
NP 
NR 
PP 
RTO 
NS 
D 

I 

ABBREVIATIONS 

NEW COMBINATION 
NEW CHEMICAL ENTITY 
NEW DOSAGE FORM 
NEW ESTER OR SALT OF AN ACTIVE INGREDIENT 
NEW PRODUCT 
NEW ROUTE 
PARENTERAL IN PLASTIC CONTAINER 
PRESCRIPTION TO OTC STATUS CHANGE 
NEW STRENGTH 
NEW DOSING SCHEDULE (SEE REFERENCE, BELOW) 
NEW INDICATION (SEE REFERENCE, BELOW) 

REFERENCES 

NEW DOSING SCHEDULE 

D-I 
D-2 
D-3 
D-4 
D-5 
D-6 
D-7 
D -8 

D-9 
D-IO 
D-I I 

ONCE A DAY APPLICATION 
ONCE DAILY DOSING 
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE 
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE 
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE 
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE 
BID DOSING 
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING 
NARCOTIC OVERDOSE IN ADULTS 
NARCOTIC OVERDOSE IN CHILDREN 
POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN 
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INDICATIONS 

I-I SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION 
1-2 DYSMENORRHEA 
1-3 TREATMENT OF TINEA VERSICOLOR 
1-4 SYMPTOMATIC GASTROESOPHAGEAL REFLUX 
1-5 NEPHROTOMOGRAPHY 
1-6 CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY 
1-7 VENOGRAPHY OF LOWER EXTREMITIES 
-8 WHOLE-BODY COMPUTED TOMOGRAPHY 
-9 GATED CARDIAC POOL1MAGING 
-10 POST-MYOCARDIAL INFARCTION 
'-I I . COLORECTAL SURGERY 
-12 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY 
-13 CI.SPLATIN INDUCED EMESIS 
-14 DIABETIC GASTROPARESIS 
-15 .SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE 
-16 ACROMEGALY 
-17 PITUITARY TUMORS 
-18 POSTMENOPAUSAL OSTEOPOROSIS 
-19 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE 
-20 CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE 
-21 ACUTE OTITIS MEDIA 
-22 EXERCISE INDUCED BRONCHOSPASMS 
-23 MI OR STROKE 
-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL 
-25 BLASTOMYCOSES DERMATITIDES 
-26 PEDIATRIC SUBARACHNOID VASCULAR 
-27 PETRIELLIDIUM BOYDII INFECTION 
-28 HEREDITARY ANGIOEDEMA 
-29 INTRACORONARY USE 
-30 PEDIATRIC USE 
-31 DIRECT ~SOTOPIC CYSTOGRAPHY 
-32 POSTPARTUM HEMORRHAGE 

1-33 USE IN METHODONE INDUCED RESPIRATORY DEPRESSION 
1-34 PROLACTIN SECRETING ADENOMAS 
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TABLE I. LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO 
BIOAVAILABILITY ONLY IF PRODUCT FAILS TO ACHIEVE ADEOUATE DISSOLUTION 

ACETAMINOPHEN; ASPIRIN; 
BUT ALB IT AL; 
CAPSULE OR TABLET; ORAL 
160-165MG; 160-165MG; 50MG 

ACETAMINOPHEN; ASPIRIN; BUTALBITAL 
CAPSULE OR TABLET; ORAL 
325MG; 325MG; 50MG 

ACETAMINOPHEN; ASPIRIN; 
BUTALBITAL; CAFFEINE 
CAPSULE OR TABLET; ORAL 
16Q-165MG; 16Q-165MG; 5OMG; 40MG 

ACETAMINOPHEN; ASPIRIN; 
BUTALBITAL; CAFFEINE 
CAPSULE OR TABLET; ORAL 
325MG; 325MG; 50MG; 40MG 

ACETAMINOPHEN; BUTALBITAL 
CAPSULE OR TABLET; ORAL 
325; 50MG 
650; 50MG 

ACETAMINOPHEN; BUTALBITAL; 
CAFFEINE 
CAPSULE OR TABLET; ORAL 
325MG; 5OMG; 40MG 
65OMG; 5OMG; 40MG 

AMINOPHYLLINE 
TABLET; ORAL 
100MG 
200MG 

ASPIRIN; BUTALBITAL; 
CAPSULE OR TABLET; ORAL 
325; 50MG 
650; 50MG 

ASPIRIN; BUTALBITAL, CAFFEINE 
CAPSULE OR TABLET; ORAL 
325MG; 50MG; 40MG; 
650MG; 50MG; 40MG; 

ASP I R IN; CAFFE I NE; CAR I SOPRODOL 
TABLET; ORAL 
160MG; 32MG; 200MG 

ASPIRIN; CAFFEINE; CARISOPRODOL; 
CODEINE PHOSPHATE 
TABLET; ORAL 
16OMG; 32MG; 200MG; 16MG 

ASPIRIN; CARISOPRODOL 
TABLET; ORAL 
325MG; 200MG 

ASPIRIN; CARISOPRODOL; CODEINE 
PHOSPHATE 
325MG; 200MG; IOMG 

ASPIRIN; MEPROBAMATE 
TABLET; ORAL 
325MG; 200MG 

ASP I R IN; METHOCARBAMOL 
TABLET; ORAL 
325MG; 200MG 

CHLOROTHIAZIDE 
TABLET; ORAL 
250MG 

ESTROGENS, CONJUGATED; MEPROBAMATE 
TABLET; ORAL 
O.4MG; 200MG 
O.4MG; 400MG 

HYDROXYZINE HYDROCHLORIDE 
TABLET; ORAL 
IOMG 
25MG 
50MG 
IOOMG 





TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLI CANT NAME NDA NO. PATENT NO, EXCLUSIVITi 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP. DATE 

ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-401 
120MG (SUPPOSITORY; RECTAL) 11-07-68 

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756 
650MG (SUPPOSITORY; RECTAL) 05-26-76 

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756 
120MG (SUPPOSITORY; RECTAL) 05-26-76 

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060 
120MG (SUPPOSITORY; RECTAL) 02-09-78 

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060 
650MG (SUPPOSITORY; RECTAL) 02-09-78 

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337 
650MG (SUPPOSITORY; RECTAL) 04-22-80 

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337 
120MG (SUPPOSITORY; RECTAL) 09-12-83 

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP 
TRISILICATE (TABLET. CHEWABLE; ORAL) 12-09-83 09-24-86 
80MG; 20MG 

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP 
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86 
160MG; 40MG 

BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO 
8MG (TABLET, CONTROLLED 06-10-83 09-24-86 

RELEASE; ORAL) 

BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO 
12MG (TABLET, CONTROLLED 06-10-83 09-24-86 

RELEASE; ORAL) 

BROMPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436 
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 04-02-84 
HYDROCHLORIDE RELEASE; ORAL) 
12MG; 75MG 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CHLORHEXIDINE GLUCONATE HIBITANE ICI AMERICAS 18-049 
0.5% (TINCTURE; TOPICAL) 12-18-78 

CHLORHEXIDINE GLUCONATE HIBISTAT ICI AMERICAS 18-300 
0.5% (SOLUTION; TOPICAL) 05-23-80 

CHLORHEXIDINE GLUCONATE EXIDINE XTTRIUM LABS 19-125 
4% (SOLUTION; TOPICAL) 12~24-84 

CHLORHEXIDINE GLUCONATE EXIDINE XTTRIUM LABS 19-127 
4% (AEROSOL; TOPICAL) 12-24-84 

CHLORHEXIDINE GLUCONATE HIBICLENS ICI AMERICAS 17-768 
4% (SOLUTION; TOPICAL) 09-17-76 

CHLORHEXIDINE GLUCONATE HIBICLENS ICI AMERICAS 18-423 
4% ( SPONGE; TOPICAL) 08-27-81 

CHLORPHENIRAMINE MALEATE TELDRIN MEN LEY & JAMES/SKF 17-369 
8MG (CAPSULE, CONTROLLED 05-11-78 

RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE TELDRIN MEN LEY & JAMES/SKF 17-369 
12MG (CAPSULE, CONTROLLED 05-1l~78 

RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE CHLOR-TRIMETON SCHERING 07-638 
8MG (TABLET, CONTROLLED 10-18-78 

RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE CHLOR-TRIMETON SCHERING 07-638 
1ZMG (TABLET, CONTROLLED 10-18-78 

RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE; DEMAZIN SCHERING 18-556 NS 
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 05-14-84 09-24-86 
HYDROCHLORIDE RELEASE; ORAL) 
4MG; Z5MG 

CHLORPHENIRAMINE MALEATE; CONTAC MEN LEY & JAMES/SKF 18-099 
PHENYLPROPANOLAMINE (CAPSUtE, CONTROLLED 02-'04-80 
HYDROCH LOR IDE RELEASE; ORAL) 
8MG; 75MG 

II-Z 



TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CHLORPHENIRAMINE MALEATE; COLD CAPSULE V OM GRAHAM LABS 18-794 
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-23-85 
HYDROCHLOR IDE RELEASE; ORAL) 
8MG; 75MG 

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HCL CENTRAL PHARMS 18-809 
PHENYLPROPANOLAMINE WI CHLORPHENIRAMINE 05-07-84 
HYDROCHLORIDE MALEATE 
8MG; 75MG (CAPSULE, CONTROLLED 

RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE; TRIAMINIC-12 DORSEY LABSISANDOZ 18-115 
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 07-23-81 
HYDROCHLORIDE RELEASE; ORAL) 
12MG; 75MG 

CHLORPHENIRAMINE MALEATE; COLD CAPSULE IV OM GRAHAM LABS 18-793 
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-25-85 
HYDROCHLORIDE RELEASE; ORAL) 
12MG; 75MG 

CHLORPHENIRAMINE MALEATE; CHLOR-TRIMETON SCHERING 18-397 
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-31-81 
8MG; 120MG RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCLI OM GRAHAM LABS 18-844 
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-20-85 
8MG; 120MG MALEATE 

(CAPSULE, CONTROLLED 
RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCll OM GRAHAM LA8S 18-843 
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-18-85 
12MG; 120MG MALEATE 

(CAPSULE, CONTROLLED 
RELEASE; ORAL) 

CHLORPHENIRAMINE MALEATE; CODIMAL-L.A. 12 CENTRAL PHARMS 18-935 
PSEUDOEPHEDRINE HYDROCHLORIDE (CAPSULE, CONTROLLED 04-15-85 
12MG; 120MG RELEASE; ORAL) 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CHLORPHENIRAMINE POLISTIREX; PENNTUSS PENNWALT PHARM 18-928 4221778 
CODEINE POLISTIREX (SUSPENSION, CONTROLLED 08-14-85 09-09-97 
EO 4MG MALEATE/SML; RELEASE; ORAL)) 
EQ 10MG BASE/SML) 

CHLORPHENIRAMINE POLISTIREX; CORSYM PENNWALT PHARM 18-0S0 4221778 NDF 
PHENYLPROPANOLAMINE POLISTIREX (SYRUP; ORAL) 01-04-84 09-09-97 09-24-86 
EQ 4MG MALEATE/SML; 
EQ 37.SMG HCL/SML 

DEXBROMPHENIRAMINE MALEATE; DISOPHROL SCHERING 12-394 RTO 
PSEUDOEPHEDRINE SULFATE (TABLET; ORAL) 06-03-60 09-24-86 
2MG; 60MG 

DEXBROMPHENIRAMINE MALEATE; DRIXORAL SCHERING 13-483 RTO 
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 09-i3-82 09-24-86 
6MG; 120MG RELEASE; ORAL) 

DEXBROMPHENIRAMINE MALEATE; DISOPHROL SCHERING 13-483 RTO 
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 09-13-82 09-24-86 
6MG; 120MG RELEASE; ORAL) 

DEXTROMETHORPHAN RESIN COMPLEX DELSYM PENNWALT PHARM 18-6S8 4221778 NDF 
EQ 30MG HB«15ML (SUSPENSION, CONTROLLED 10-08-82 09-09-97 09-24-86 

RELEASE; ORAL) 

DIPHENHYDRAMINE HYDROCHLORIDE BENYLIN PARKE-DAVIS/W-L 06-S14 
12.SMG/SML (SYRUP; ORAL) 08-07-81 

DIPHENHYDRAMINE HYDROCHLORIDE; BENYLIN PARKE-DAVIS/W-L 19-014 
PSEUDOEPHEDRINE HYDROCHLORIDE (SOLUTION; ORAL) 06-11-8S 
12.SMG/SML; 30MG/SML 

DOXYLAMINE SUCCINATE UNISOM PFIZER 18-066 
2SMG (TABLET; ORAL) 10-06-78 

IBUPROFEN ADVIL WHITEHALL LABS/AMHO 18-989 NS 
200MG (TABLET; ORAL) OS-18-84 09-24-86 

IBUPROFEN NUPRIN UPJOHN MANUFACTURING 19-012 NS 
200MG (TABLET; ORAL) 05-18-84 09-24-86 

INSULIN SUSPENSION, ISOPHANE, SEMILENTE INSULIN SQUIBB-NOVO 17-929 
BEEF (INJECTABLE; INJECTION) 02-08-77 
40 UNITS/ML 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTEl APPROVAL DATE EXP. DATE EXP. DATE 

INSULIN SUSPENSION, ISOPHANE, SEMILENTE INSULIN SQUIBB-NOVO 17-929 
BEEF (INJECTABLE; INJECTION) 02-08-77 
100 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, HUMULIN N ELI LILLY 18-781 
BIOSYNTHETIC HUMAN (INJECTABLE; INJECTION) 10-28-82 
100 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN I (BEEF-PORK) LILLY RES LABS DIV 17-936 
MIXED BEEF AND PORK (INJECTABLE; INJECTION) 02-08-77 
40 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN I (BEEF-PORK) LILLY RES LABS DIV 17-936 
MIXEO BEEF AND PORK (INJECTABLE; INJECTION) 02-08-77 
100 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN II ELI LILLY 18-479 
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80 
100 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, INSULIN INSULATARD NPH NORDISK lB-194 
PURIFIED PORK NORDISK 01-16-80 
100 UNITS/ML (INJECTABLE; INJECTION) 

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN II (PORK) ELI LILLY 18-345 
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79 
100 UNITS/ML 

INSULIN SUSPENSION, ISOPHANE, NPH PURIFIED PORK SQUIBB-NOVO 18-623 
PURIFIED PORK ISOPHANE INSULIN 07-30-81 
100 UNITS/ML (INJECTABLE; INJECTION) 

INSULIN SUSPENSION, ISOPHANE, INSULIN NORDISK MIXTARD NORDISK 18-195 
PURIFIED PORK; INSULIN, (PORK) 01-16-80 
PURIFIED PORK (INJECTABLE; INJECTION) 
100 UNIT S/ML 

INSULIN SUSPENSION, PROTAMINE PROTAMINE, ZINC & ILETIN I ELI LILLY 17-932 
ZINC, MIXED BEEF AND PORK; (BEEF-PORK) 02-08-77 
40 UNITS/ML (INJECTABLE; INJECTION) 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTEt APPROVAL DATE EXP. DATE EXP. DATE 

INSULIN SUSPENSION, PROTAMINE PROTAMINE, ZINC & ILETIN I ELI LILLY 17-932 
ZINC, MIXED BEEF AND PORK (BEEF-PORK) 02-08-77 
100 UNITS/ML (INJECTABLE; INJECTION) 

INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SQUIBB AND SONS 17-928 
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77 
40 UNITS/ML 

INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SQUIBB AND SONS 17-928 
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77 
100 UNITS/ML 

INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-476 
ZINC, PURIFIED BEEF; INSULIN, ILETIN II 06-12-80 
PUR I FIED BEEF (INJECTABLE; INJECJION) 
100 UNITS/ML 

INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-346 
ZINC, PURIFIED PORK; INSULIN, ILETIN !I( PORK) 12-05-79 
PURIFIED PORK (INJECTABLE; INJECTION) 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SQUIBB-NOVO 17-998 
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77 

INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SQUIBB-NOVO 17-998 
100 UNITS/ML (INJECTABLE; INJECTION) 02-08-77 

INSULIN ZINC SUSPENSION, NOVOLIN L SQUIBB-NOVO 18-777 
SEMISYNTHETIC PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, ULTRALENTE SQUIBB-NOVO 18-385 
EXTENDED, PURIFIED BEEF (INJECTABLE; INJECTION) 03-17-80 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, ULTRALENTE INSULIN SQUIBB-NOVO 17-997 
EXTENDED, BEEF (INJECTABLE; INJECTION) 02-08-77 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE INSULIN SQUIBB-NOVO 17-996 
BEEF (INJECTABLE; INJECTION) 02-08-77 
100 UNITS/ML 
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TABLE II, OTC DRUG PRODUCTS WHICH CURRENTLY RE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGf, FORM; ROUTE), APPROVAL DATE EXP, DATE EXP, DATE 

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE SQUIBB-NOVO 18-382 
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, LENTE ILETIN II ELI LILLY 18-477 
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, LENTARD SQUIBB-NOVO 18-384 
PURIFIED BEEF AND PORK (INJECTABLE; INJECTION) 03-17-80 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY 18-347 
PURIFIED PORK (INJECTABLE; INJECTION) 12;...05-79 
100 UNITS/ML 

INSULIN ZINC SUSPENSION, LENTE SQUIBB-NOVO 18-383 
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80 
100 UNITS/ML 

INSULIN, SEMISYNTHETIC NOVOLIN R SQUIBB-NOVO 18-778 
PUR IF I ED HUMAN (INJECTABLE; INJECTION) 08-30-83 
100 UNITS/ML 

INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780 
100 UN ITS/ML (INJECTABLE; INJECTION) 10-28-82 

INSULIN, PORK INSULIN SQUIBB-NOVO 17-926 
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77 

INSULIN, PORK INSULIN SQUIBB-NOVO 17-926 
100 UNITS/ML (INJECTABLE; INJECTION) 02-08-77 

INSULIN, PURIFIED BEEF REGULAR ILETIN II ELI LILLY 18-478 
100 UNITS/ML (INJECTABLE; INJECTION) 06-12-80 

INSULIN, PURIFIED PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193 
100 UNITS/ML ( PORK) 01-16-80 

(INJECTABLE;INJECTION) 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLYRE~UIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S} TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP. DATE 

INSULIN, PURIFIED PORK REGULAR ILETIN II (PORK) ELI LILLY 18-344 
100 UNITS/ML (INJECTABLE; INJECTION) 12-05-79 

INSULIN, PURIFIED PORK REGULAR PURl FI ED SQUIBB-NOVO 18-381 
100 UN IT S/ML PORK INSULIN 03-17-80 

(INJECTABLE; INJECTION) 

INSULIN SUSPENSION, NOVOLIN N SQUIBB-NOVO 19-065 
ISOPHANE, SEMISYNTHETIC, (INJECTABLE; INJECTION) 01-23-85 
PUR IF I ED HUMAN 
100 UNITS/ML 

NONOXYNOL-9 TODAY VLI CORPORATION 18-683 NDF 
lGM (SPONGE; VAGINAL) 04-01-83 09-24-86 

POTASSIUM IODIDE THYRO-BLOCK WALLACE LABS/C-W 18-307 
130MG (TABLET; ORAL) 11-09-79 

POTASSIUM IODIDE POTASSIUM IODIDE ROXANE LABORATORIES 18-551 NDF 
1GM/ML (SOLUTION; ORAL) 02-19-82 09-24-86 

POTASSIUM IODIDE IOSAT ANBEX 18-664 
130MG (TABLET; ORAL) 10-14-82 

PSEUDOEPHEDRINE HYDROCHLORIDE SUDAFED S.A. BURROUGHS WELLCOME 17-941 
120MG (CAPSULE, CONTROLLED 01-15-79 

RELEASE; ORAL) 

PSEUDOEPHEDRINE HYDROCHLORIDE; ACTIFED BURROUGHS WELLCOME 11-935 RTO 
TRIPROLIDINE HYDROCHLORIDE (SYRUP; ORAL) 11-26-82 09-24-86 
30MG/5ML; 1.25MG/5ML 

PSEUDOEPHEDRINE HYDROCHLORIDE; ACT IF ED BURROUGHS WELLCOME 11-936 RTO 
TRIPROLIDINE HYDROCHLORIDE (TABLET; ORAL) 11-26-82 09-24-86 
60MG; 2.5MG 

PSEUDOEPHEDRINE HYDROCHLORIDE; ACT IF ED BURROUGHS WELLCOME 19-208 RTO 
TRIPROLIDINE HYDROCHLORIDE (CAPSULE; ORAL) 01-15-85 09-24-86 
60MG; 2.5MG 
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TABLE II. OTC DRUG PRODUCT) WHICH CURRENTLY REQUIRE APPROVED APPLICATION) A) A CONDITION OF MARKETING 

ACTIVE INGREDIENT()) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLU)IVITY 
)TRENGTHill (DO)AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

PSEUDOEPHEDRINE HYDROCHLORIDE; ALLERBAN PLUS BAY LABORATORIES 88-116 RTO 
TRIPROLIDINE HYDROCHLORIDE (SYRUP; ORAL) 03-04-83 09-24-86 
30MG/5ML; 1. 25MG/5ML 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRI-SUDO MD PHARMACEUTICAL 85-024 RTO 
TRIPROLIDINE HYDROCHLORIDE (TABLET; ORAL) 01-10-84 09-24-86 
60MG; 2.5MG 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPODRINE DANBURY PHARMACAL 88-112 RTO 
TRIPROLIDINE HYDROCHLORIDE (TABLET; ORAL) 01-20-83 09-24-86 
60MG; 2.5MG 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIO FED NATL PHARM MFG/BARRE 88-115 RTO 
TRIPROLIDINE HYDROCHLORIDE (SYRUP; ORAL) 03-04-83 09-24-86 
lOMG/5ML; 1. 25MG/5ML 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPOSED HALSEY DRUG 88-213 RTO 
TRIPROLIDINE HYDROCHLORIDE (SYRUP; ORAL) 03-30-84 09-24-86 
30MG/5ML; 1. 25MG/5ML 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HCL CHELSEA LABORATORIES 88-118 RTO 
TRIPROLIDINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HCL 01-26-84 09-24-86 
60MG; 2.5MG (TABLET; ORAL) 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPOSED HALSEY DRUG 88-192 RTO 
TRIPROLIDINE HYDROCHLORIDE (TABLET; ORAL) 05-01-84 09-24-86 
60MG; 2.5MG 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE AND BOLAR PHARMACEUTICAL 88-318 RTO 
TRIPROLIDINE HYDROCHLORIDE PSEUDOEPHEDRINE 01-13-84 09-24-86 
60MG; 2.5MG (TABLET; ORAL) 

PSEUDOEPHEDRINE HYDROCHLORIDE; ACTIFED BURROUGHS WELLCOME 18-996 
TRIPROLIDINE HYDROCHLORIDE (CAPSULE, CONTROLLED 06-17-85 
120MG; 5MG RELEASE; ORAL) 

PSEUDOEPHEDRINE SULFATE AFRINOL SCHERING 18-191 
120MG (TABLET, CONTROLLED 10-30-80 

RELEASE; ORAL) 
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING 

ACTIVE INGREDIENT(S1 TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

TIOCONAZOLE TROSYD PFIZER CEN RES/PFIZR 18-682 4062966 NCE 
1% (CREAM; TOPICAL) 02-18-83 12-13-94 02-18-93 

TRIPROLIDINE HYDROCHLORIDE ACTIDIL BURROUGHS WELLCOME 11-110 RTO 
2.5MG (TABLET; ORAL) 04-14-58 09-24-86 

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL BOLAR PHARMACEUTICAL 84-453 RTO 
2.5MG (TABLET; ORAL) 02-06-76 09-24-86 

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL DANBURY PHARMACAL 85-094 RTO 
2.5MG (TABLET; ORAL) 02-07-77 09-24-86 

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL DRUMMER/PHOENIX 85-610 RTO 
2.5MG (TABLET; ORAL) 03~21-78 09-24-86 

TRIPROLIDINE HYDROCHLORIDE ACTIDIL BURROUGHS WELLCOME 11~496 RTO 
1.25MG/5ML (SYRUP; ORAL) 07-24-58 09-24-86 

TRIPROLIDINE HYDROCHLORIDE BAY IDYL BAY LABORATORIES 87-963 RTO 
1.2SMG/SML (SYRUP; ORAL) 01-18-83 09-24-86 

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL NATL PHARM MFG/BARRE 85-940 RTO 
1.25MG/5ML (SYRUP; ORAL) 07-13-7.9 09-24-86 

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL PHARMS ASSOC/BEACH 87-514 RTO 
1.2SMG/5ML (SYRUP; ORAL) 02-10-82 09-24-86 
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NQ. EX~lUSIVITY 

STRENGTH(S) (DQSAGE FQRM; ROUTE) APPRQVAl DATE EXP. DATE EXP. DATE 

ANTICOAGULANT CITRATE DEXTROSE NONE CUTTER BIOl/MIlES 10-102 
SOLUTION USP (INJECTABLE; INJECTION) 12-14-61 

ANTICOAGULANT CITRATE DEXTROSE NONE DElMED 11-912 
SOLUTION USP (INJECTABLE; INJECTION) 9-2-59 

ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOl lABS 10-855 
SOLUTION USP (INJECTABLE; INJECTION) 06-11-59 

ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOl lABS 16-918 
SOLUTION USP (INJECTABLE; INJECTION) 3-17-78 

ANTICOAGULANT CITRATE NONE CUTTER BIOl/MIlES 80-77 
PHOSPHATE DEXTROSE ADENINE-1 (INJECTABLE; INJECTION) 11-6-80 
SOLUTION 

ANTICOAGULANT CITRATE PHOSPHATE NONE DElMED 78-519 
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 4-23-80 

ANTICOAGULANT CITRATE PHOSPHATE NONE TERUMO AMERICA 82-528 
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 11-3-82 

ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL lABS 77-420 
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 5-12-78 

ANTICOAGULANT CITRATE NONE CUTTER BIOl/MIlES 16-527 
PHOSPHATE DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-22-70 

ANTICOAGULANT CITRATE NONE CUTTER BIOl/MIlES 80-222 
PHOSPHATE DEXTROSE SOLUTION (INJECTABLE; INJECTION) 8-23-82 
USP 

ANTICOAGULANT CITRATE PHOSPHATE NONE DElMED 16-907 
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 5-15-73 

ANTICOAGULANT CITRATE PHOSPHATE NONE TERUMO AMERICA 78-1211 
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-10 .... 81 

ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOl lABS 17-401 
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 12-6-77 

ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOl lABS 81-1012 
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-28-83 
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

ANTICOAGULANT CITRATE PHOSPHATE 
DEXTROSE SOLUTION USP WITH: 
AS-I: DEXTROSE USP 2.2GM/l00ML, 
SODIUM CHLORIDE USP 0.9GM/l00ML, 
MANNITOLUSP 0.75GM/l00ML, 
ADE~INE O.27GM/l00ML 

ANTICOAGULANT CITRATE PHOSPHATE 
DOUBLE DEXTROSE SOLUTION WITH: 
AS-2: CITRIC ACID USP 
0.042GM/l00ML, DIBASIC SODIUM 
PHOSPHATE USP 0.285GM/IOOML, 
SODIUK CHLORIDE USP 0.718 
GM/l00ML, ADENINE 0.017GM/l00ML, 
DEXTROSE USP 0.396GM/l00ML, 
SODIUM CITRATE USP 0.588GM/l00ML 

ANTICOAGULANT CITRATE PHOSPHATE 
DOUBLE DEXTROSE SOLUTION WITH: 
AS-3: CITRIC ACID USP 0.042 
GM/l00ML, MONOBASIC SODIUM 
PHOSPHATE USP 0.276GM/l00ML, 
SODIUM CHLORIDE USP 0.410 
GM/l00ML, ADENINE 0.30 
GM/l00ML, DEXTROSE USP 1.10 
GM/l00ML, SODIUM CITRATE USP 
0.588GM/l00ML . 

ANTICOAGULANT HEPARIN SOLUTION 
USP 

ANTICOAGULANT HEPARIN SOLUTION 
USP 

ANTICOAGULANT SODIUM CITRATE 
SOLUTION USP 

ANTICOAGULANT SODIUM CITRATE 
SOLUTION USP 

ANTICOAGULANT SODIUM CITRATE 
SOLUTION USP 

ANTICOAGULANT SODIUM CITRATE 
SOLUTION USP 

ANTICOAGULANT SODIUM CITRATE 
SOLUTION USP 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

ADSOl R RED CEll 
PRESERVA TION SOLUTION 
(INJECTABLE; INJECTION) 

,4$':'2 NUTRICEL-ADITIVE 
SYSTEM 
(INJECTABLE; INJECTION) 

AS-3 NUTRICEL ADDITIVE 
SYSTEM 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

APPLICANT NAME 

TRAVENOL LABS 

CUTTER BIOL/MILES 

CUTTER BIOL/MILES 

DELMED 

TRAVENOL LABS 

ALPHA THERAPEUTIC 

CUTTER BIOL/MILES 

DELMED 

TERUMO AMERICA 

TRAVENOL LABS 

III-2 

NDA NO. 
APPROVAL DATE 

81-1104 
5-16-"83 

82-915 
9-22":'83 

82-915 
10-19-84 

77-822 
5-17-78 

81-1217 
5-16-83 

81-416 
10-12-83 

76-30.5 
6-30-78 

16-702 
12-28-70 

78-1214 
2-8-80 

77-923 
1-20-78 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NQ. EXCLUSIVITY 
STRENGTH(S) (DQSAGE FQRM; RQUTE) APPRQVAL DATE EXP. DATE EXP. DATE 

DEXTRAN 40, 10% NONE ABBOTT LABORATORIES 16-375 
10GM/l00ML IN (INJECTABLE; INJECTION) 7-25-67 
DEXTROSE 5% 
5GM/l00ML 

DEX TRAN 40, 10% NONE ABBOTT LABORATORIES 16-375 
10GM/l00ML IN (INJECTABLE; INJECTION) 7-25-67 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES B-819 
6GM/l00ML IN (INJECTABLE; INJECTION) 3-31-53 
DEXTROSE 5% 
5GM/l00ML 

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 8-819 
6GM/l00ML IN (INJECTABLE; INJECTION) 3-31-53 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 18-253 
6GM/l00ML IN . (INJECTABLE; INJECTION) 2-4-83 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 

DEXTRAN 40. 10% NONE AMERICAN MCGAW 16-767 
lOGM/ 1 OOML IN (INJECTABLE; INJECTION) 4-6-70 
DEXTROSE 5% 
5GM/l00ML 

DEXTRAN 40, 10% NONE AMERICAN MCGAW 16-767 
10GM/l00ML IN (INJECTABLE; INJECTION) 4-6-70 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 

DEXTRAN 70, 6% NONE AMERICAN MCGAW 9-024 
6GM/l00ML IN (INJECTABLE; INJECTION) 8-18-69 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 

DEX TRAN 40, 10% NONE CUTTER BIOl/MILES 16-653 
10GM/l00ML IN (INJECTABLE; INJECTION) 9-23-69 
DEXTROSE 5% 
5GM/l00ML 

DEXTRAN 40, 10% NONE CUTTER BIOL/MILES 16-653 
10GM/l00ML IN (INJECTABLE; INJECTION) 9-23-69 
SODIUM CHLORIDE 0.9% 
0.9GM/l00ML 
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AC1IVETNGREOIENT( S) 
STRENGTH'S} 

DEXTRitN 70', 6% 
6GM/10DML IN 
So:ElltJMEHLORIDE 0'.9% 
O'.9IiJMI1O'O'ML 

DEXTRAN 40, 10'% 
HlGM/1O'O'ML IN 
DEXTROSE 5% 
5GMl1O'DML 

DEXTR'AN 40', 10% 
1O'GMlllfOML IN 
SODIUM CHLORIDE 0'.9% 
O'. 9GM!l DOML 

DEXTRAN' 7-5, 6% 
6GM/1DO'ML IN 
SODIUt-1CHLi)RIDE 0'.9% 
0' .'9GM/l OOMl ' 

DEXTRAN 75, 6% 
6GM/lOO'ML IN 
SODIUWCHLDRIDE 0'.9% 
O;9GM/1O'O'ML 

DEXTRAN 1 
150MG1ML IN 
SODIUM (HLORIDE 0'.6% 
6MG/ML 

DEXTRAN 40',. 10'% 
1 O'GMi.l O'aMl TN 
DEXTROSE 5% 
5GM/1O'O'ML . 

DEXTRAN 40', 10'% 
1O'GM/1O'O'ML.IN 
SOUIuM CHLORIDE 0'.9% 
0' .9.GM/IO'OML 

DEXTRAN 70', 6% 
6GM/WOML IN 
DEXTROSE 5% 
5GMIIOOML 

DEXTRAN 70., .6% 
6GMI10O'Mt'IN 
SOIHUM. CHLORIDE 0'.9% 
O.9GM/IO'O'ML 

TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

NONE 
(INJECTABLE; INJECTION) 

PROMIT 
(INJECTABLE; INJECTION) 

RHEOMACRODEX R 

(INJECTABLE; INJECTION) 

RHEOMACRODEX R 

(INJECTABLE; INJECTION) 

MACRODEX R 

(INJECTABLE; INJECTION) 

MACRODEX R 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

CUTTER BIOL/MILES 

PHARMACHEM 

PHARMACHEM 

PHARMACHEM 

PHARMACHEM' 

PHARMACIA LABS 

PHARMACIA LABS 

PHARMACIA LABS 

PHARMACIA LABS 

PHARMACTA LABS 
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NDA NO. 
APPROVAL DATE 

B-716 
8-11;-69 

16.,.836 . 
11-14-70' 

16-'"836 
11:":14-70' 

8-564 
9-19-52 

16-'759 
8-19-70' 

83-715 
lO':-3O'~84 

14-716 
1-]8:-.67 

14'-716 
1 '-18":'67 

6-826 
6-8'-54 

6-8Z6 
6":'8~54·'· 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTRAN 40, 10% 
loGM/1ooMl IN 
UEXTROSE 5% 
:iGMI 1 ooMl 

DEX TRAN 40, 10% 
loGM/1ooMl IN 
SODIUM CHLORIDE 0.9% 
0.9GM/1ooMl 

DEXTRAN 40, 10% 
loGM/1ooML 
DEXTROSE 5% 
5GM/looMl 

DEXTRAN 40, 10% 
10GM/100Ml IN 
SODIUM CHLORIDE 0.9% 
O.CJGM/looML 

DEXTRAN 75, 6% 
6GM/loOMl IN 
SODIUM CHLORIDE 0.9% 
O.9GM/100Ml 

DEXTRAN 75, 61" 
INVERTED SUGAR 10% 
6GM/100Ml;10GM/100Ml 
IN SODIUM CHLORIDE 0.9% 
0.9GM/100Ml 

HETASTARCH, 6% 
6GM/loOML IN 
SODIUM CHLORIDE 0.9% 
0.9GM/100Ml 

PROPIOlACTONE 99% 
99GM/100Ml 

UROKINASE 
5000 IU/VIAl 

UROKINASE 
250,000 IU/VIAl 

UROKINASE 
250,000 IU/VIAl 

TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

GENTRAN" 40 
(INJECTABLE; INJECTION) 

GENTRAN" 40 
(INJECTABLE; INJECTION) 

GENT RAN" 40 
(INJECTABLE; INJECTION) 

GENTRAN R 40 
(INJECTABLE; INJECTION) 

GENTRAN R 75 
(INJECTABLE; INJECTION) 

6% GENTRAN R 75 AND 
10% TRAVERT R 

(INJECTABLE; INJECTION) 

HESPAN R 

(INJECTABLE; INJECTION) 

BETAPRONE 
(SOLUTION; CHEMICAL 
STERILIZING AGENT) 

ABBOKINASE OPEN-CATHETER 
(INJECTABLE; INJECTION) 

ABBOKINASE 
(INJECTABLE; INJECTION) 

BREOKINASE 
(INJECTABLE; INJECTION) 

APPLICANT NAME 

TRAVENOl lABS 

TRAVENOl lABS 

TRAVENOl lABS 

TRAVENOl LABS 

TRAVENOl lABS 

TRAVENOl lABS 

AM CRITICAL CARE 

ONEAL JONES&FELDMAN 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

STERLING DRUG 

III-5 

NDA NO. 
APPROVAL DATE 

16-628 
11-4-68 

16-628 
11-4-68 

84-619 
2-22-85 

84-620 
2-22-85 

16-607 
1-26-70 

8-788 
2-9-53 

16-889 
7-17-72 

11-657 
9-11-59 

76-1021 
12-15_83 

76-1021 
7-31-78 

17-873 
8-28-79 

PATENT NO. 
EXP. DATE 

3523938 
8-11-87 

EXCLUSIVITY 
EXP. DATE 

NS 
09-24-86 

1-29 
09-24-86 





TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE 
EQ 200MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89 

3857952 
12-31-91 

ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE 
EQ 400MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89 

3857952 
12-31-91 

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC 
650MG; EQ 25MG BASE (TABLET; ORAL) 09-23-82 08-08-95 09-24-86 

ACETIC ACID, GLACIAL ACETIC ACID 0.25% TRAVENOL LABS 18-523 
250MG/100Ml IN PLASTIC CONTAINER 02-19-82 

(SOLUTION; URETHRAL) 

ACETOHYDROXAMIC ACID LITHOSTAT URO-RESEARCH 18-749 NCE 
c50MG (TABLET; ORAL) 05-31-83 05-31-93 

ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-604 4199574 NCE 
5% (OINTMENT; TOPICAL) 03-29..:.82 04-22.,..97 03-29-92 

ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE 
200MG (CAPSULE; ORAL) 01-25-85 04-22-97 03-29-92 

ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE 
EQ 500MG BASE/VIAL (INJECTABLE; INJECTION) 10-22-82 04-22-97 03-29-92 

ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22 
0.09MG/INH (AEROSOL; INHALATION) 05-01-81 02-22-89 09-24-86 

3705233 
12-05-89 

ALBUTEROL VENTOLIN GLAXO 18-473 3644353 
0.09MG/INH (AEROSOL; INHALATION) 05-01-81 02-22-89 

3705233 
12-05-89 
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TABLE IV. NDA '5 APPROVED FROM 1-1-82 TO 8-31-85 AND NDA '5 WITH APPROPRIATE PATENT AND EXCLUSIVITY· INFORMATION 

ACTIVE INGREDIENT(5) 
STRENGTH(S) 

ALBUTEROL SULFATE 
EQ 2MGBASE 

ALBUTEROL SULFATE 
EQ 4MG BASE 

ALBUTEROL SULFATE 
EQ 2MG BASEl5ML 

ALCLOMETASONE DIPROPIONATE 
0.05%. 

ALCLOMETASONE DIPROPIONATE 
0.05% 

ALLOPURINOL 
100MG 

ALLOPURINOL 
300MG 

ALLOPURINOL 
100MG 

ALLOPURINOL 
300MG 

ALLOPURINOL 
100MG 

ALLOPURINOL 
300MG 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

PROVENTIL 
(TABLET; ORAL) 

PROVENTIL 
(TABLET; ORAL) 

PROVENTIL 
(SYRUP;. ORAL) 

VADERM 
(OINTMENT; TOPICAL) 

VADERM 
(CREAM; TOPICAL) 

ALLOPURINOL 
(TABLET; ORAL) 

ALLOPURINOL 
(TABLET; ORAL) 

ALLOPURINOL 
(TABLET; ORAL) 

ALLOPURINOL 
(TABUT; .ORAL) 

ALLOPURINOL 
(TABLET; ORAL) 

ALLOPURINOL 
(TABLET; ORAL) 

APPLICANT NAME 

SCHERING 

SCHERING 

SCHERING 

SCHERING 

S(HERING 

BOLAR PHARMACEUTICAL 

BOLAR PHARMACEUTICAL 

CHELSEA LABORATORIES 

CHELSEA LABORATORIES 

DANBURY PHARMACAL 

DANBURY PHARMACAL 

IV-2 

NDANO. 
APPROVAL DATE 

17-853 
05-07-82 

17,....853 
05:"'07 .... 82 

18-062 
01:-1.9,....83 

18-702 
12-14-82 

18-707 
12-:14-82 

18-241 
11...;16..,84 

18-241 
11-16-84 

18"-785 
09-28":'84 

18-785 
09-28';';84 

18-832 
09-28-'84 

18-877 
09-28-84 

PATENT NO. 
EXP. DATE 

3644353 
02-22:...89 
3705233 
12-05-89 

·3644353 
02-22~89 
3705233 
12-05-89 

3644353 
02.,.22-89 
3705233 
12-05-89 
449·9108 
02-12':'02 

4124707 
11-07-95 

4124707 
11-07-95 

EXCLUSIVITY 
EXP, DATE 

NE 
09-24:"'86 

NE 
09-24-86 

NCE 
12-14-92 

NCE 
.12-14-92 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM: ROUTE) APPROVAL DATE E)(P. DATE EXP. DATE 

ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205 
100MG (TABLET; ORAL) 08-19-66 11-30-88 

ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205 
300MG (TABLET; ORAL) 01-14-74 11-30-88 

ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205 
100MG (TABLET; ORAL) 06-10-80 11-30-88 

ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205 
300MG (TABLET; ORAL) 06-10-80 11-30-88 

ALPRAZOLAM XANAX UPJOHN 18-276 3987052 
0.25MG (TABLET; ORAL) 10-16-81 10-19-93 

3980789 
09-14-93 

ALPRAZOLAM XANAX UPJOHN 18-276 3987052 
O.5MG (TABLET; ORAL) 10-16-81 10-19-93 

3980789 
09-14-93 

ALPRALOLAM XANAX UPJOHN 18-276 3987052 
lMG (TABLET; ORAL) 10-16-81 10-19-93 

3980789 
09-14-93 

AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055 
0.1% (CREAM; TOPICAL) 10-18-71 06-12-96 

AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055 
0.1% (OINTMENT; TOPICAL) 11-13-81 06-12-96 

AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 MS&D/MERCK 18-201 3781430 
HYDROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90 
5MG; 50MG 

AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16-822 NS 
6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493 NS 
6.5% (INJECTABLE; INJECTION) 10-15-82 09-24-86 

AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957 
8.5% (I~JECTABLE; INJECTION) 08-09~82 

AMINO ACIDS NOVAMINEll.4% CUTTER LABS/MILES 17-957 
11.4% (INJECTABLE; INJECTION) 08-09-82 

AMINO ACIDS HEPATAMINE 8% AM MCGAW/AM HOSP 18-676 3950529 NS 
8% (INJECTABLE; INJECTION) 08-03-82 04-13-93 09-24-86 

AMINO ACIDS BRANCHAMIN 4% TRAVENOL LABS 18-678 4438144 NS 
4% (INJECTABLE; INJECTION) 09-28-84 03:-20-01 09-28-87 

AMINO ACIDS BRANCHAMIN 4% TRAVENOL LABS 18-684 4438144 NS 
4% IN PLASTIC CONTAINER 09-28-84 03-20-01 09-28-87 

(INJECTABLE; INJECTION) 

AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM 18-792 NS 
6.5% (INJECTABLE; INJECTION) 01-17-84 09-24-86 

AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-804 NS 
3.5% IN PLASTIC CONTAINER 05-15-84 09-24-86 

(INJECTABLE; INJECTION) 

AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-875 NS 
3.5% IN PLASTIC CONTAINER 08-08-84 09-24"'-86 

(INJECTABLE; INJECTION) 

AMINO ACIDS AMINESS 5.2% ESSENTIAL CUTTER-VITRUM 18-901 
5.2% AMINO ACIDS W/ HISTADINE 04-06-84 

(INJEtT~BLE; INJECTION) 

AMINO ACIDS TRAVASOL 5.5% TRAVENOL LABS 18-931 NS 
5.5% WIO ELECTROLYTES 08-23-84 09-24-86 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'~ WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) 
~TRENGTH(~) 

AMINO ACIDS 
8.5% 

AMINO ACIDS 
10% 

AMINO ACIDS 
6% 

AMINO ACIDS 
7% 

AMINO ACIDS; CALCIUM ACETATE; 
GLYCERlN; MAGNESIUM ACETATE; 
PHOSPHORIC ACID; POTASSIUM CHLORIDE; 
SODIUM ACETATE; SODIUM CHLORIDE 
3%; 26MG/100ML; 3GM/100ML; 
54MG/100ML; 41MG/100ML; 
149MG/100ML; 204MG/100ML; 
117MG/100ML 

AMINO ACIDS; DEXTROSE 
3.5%; 5% 

AMINO ACIDS; DEXTROSE 
3.5%; 25% 

AMINO ACIDS; DEXTROSE 
4.25%; 25% 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

TRAVASOL 8.5% 
WIO ELECTROLYTES 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

TRAVASOL 10% 
W/O ELECTROLYTES 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

TROPHAMINE 6% 
(INJECTABLE; INJECTION) 

AMINOSYN-HBC 7% 
(INJECTABLE; INJECTION) 

PERIPHRAMINE 
(INJECTABLE; INJECTION) 

AMINOSYN 3.5% 
WI DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

AMINOSYN 3.5% 
WI DEXTROSE 25% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

AMINOSYN 4.25% 
WI DEXTROSE 25% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

TRAVENOL LABS 

TRAVENOL LABS 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

IV-5 

NDA NO. 
APPROVAL DATE 

18-931 
08-23-84 

18-931 
08-23-84 

19-018 
07-20-84 

19-374 
07-12-85 

18-582 
05-08-82 

19-120 
10-11-84 

19-118 
10-11-84 

19-119 
10-11-84 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 

NS 
09-24-86 

NC 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 ANDNDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

AMINO ACIDS; MAGNESIUM ACETATE; 
PHOSPHORIC ACID; POTASSIUM ACETATE; 
SODIUM CHLORIDE 
3.5%; 21MG/100ML; 40MG/100ML; 
128MG/100ML; 234MG/100ML 

AMINO ACIDS; MAGNESIUM ACETATE; 
PHOSPHORIC ACID; POTASSIUM ACETATE; 
SODIUM CHLORIDE 
3.5%; 21MG/100ML; 40MG/100ML; 
128MG/100ML; 234MG/100Ml 

AMINOACETIC ACID 
1.5GM/100ML 

AMINOCAPROIC ACID 
25IJMG/ML 

AMINOGLUTETHTMIDE 
2SIJMG 

AMINOPHYLLINE 
300MG/5ML 

AMINOPHYLLINE; SODIUM CHLORIDE 
100MG/100ML; 450MG/100ML 

. AMINOPHYLLINE; SODIUM CHLORIDE 
200MG/100ML; 450MG/100ML 

AMINOPHYLLINE; SODIUM CHLORIDE 
400MGI 100ML; 450MG/1 OOMl 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

AMINOSYN 3.5% M 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

AMINOSYN 3.5% M 
IN PLASTIC CONTAINER 

(INJECTABLE.; INJECTION) 

AMINOACEnc ACID 1.5% 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

AMINOCAPROICACID 
(INJECTABLE; INJECTION) 

CYTADREN 
( TABLET; ORAL) 

SOMOPHYLLIN 
(ENEMk; REcr AL) 

AMINOPHYLLINE WI 
SODIUM CHLORIDE 0045% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTiON) 

AMINOPHYLLINE Wi 
SODIUM CHLORIDE 0.45% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

AMINOPHYLLINE WI 
SODIUM CHLORIDE 0.45% 
TN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

TRAVENOL LABS 

ELKINS-SINN/AHROBINS 

CIBAICIBA-'-GEIGY 

FISONS 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

IV-6 

NDA NO. 
APPROVAL DATE 

18-804 
05-15-84 

18-875 
08-08-B4 

18-522 
02-19,.82 

18-590 
10-29-82 

18-202 
10-29-80 

,18-232 
04-02-82 

18-924 
12-12-84 

18-924 
12-12-84 

18-924 
12-12-84 

PATENT NO. 
EXP. DATE 

3595960 
07-27-88 
3944671 
03-16~93 

EXCLUSIVITY 
EXP. DATE 

NC 
09-24-86 

NC 
09-24-86 

NR 
09-24-86 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLU~IVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE WI ABBOTT LABORATORIES 18-924 
500MG/100ML; 450MG/100ML SODIUM CHLORIDE 0.45% 12-12-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/MERCK 12-703 3428735 
10MG (TABLET; ORAL) 04-07-61 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/HERCK 12-703 3428735 
25HG (TABLET; ORAL) 07-05-74 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/MERCK 12-703 3428735 
50MG (TABLET; ORAL) 04-07-61 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVI L MS&D/MERCK 12-703 3428735 
75MG (TABLET; ORAL) 10-28-76 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/MERCK 12-703 3428735 
100MG (TABLET; ORAL) 10-28-76 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/MERCK 12-703 3428735 
150MG (TABLET; ORAL) 09-17-76 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE ELAVIL MS&D/MERCK 12-704 3428735 
10MG/ML (INJECTABLE; INJECTION) 04-11-61 02-18-86 

AMITRIPTYLINE HYDROCHLORIDE; LIMBITROL HOFFMANN-LA ROCHE 16-949 4316897 
CHLORDIAZEPOX IDE (TABLET; ORAL) 12-23-77 02-23-99 
12.5MG; 5MG 

AMITRIPTYLINE HYDROCHLORIDE; LIMBITROL HOFFMANN-LA ROCHE 16-949 4316897 
CHLORDIAZEPOX IDE (TABLET; ORAL) 12-23-77 02-23-99 
25MG; 10MG 

IV-7 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON A SCHERING 14-713 3428735 
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86 
10MG; 4MG 

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3428735 
PERPHENAZINE (TABLET; ORAL) 12-30-'65 02-18-86 
25MG; 2MG 

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING 14-713 3428735 
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86 
25MG; 4MG 

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-10 SCHERING 14-713 3428735 
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86 
10MG; 2MG 

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 MS&O/MERCK 14-715 3428735 
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86 
10MG; 4MG 

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25 MS&D/MERCK 14-715 3428735 
PERPHENAZINE (TABLET; ORAL) 08-23-65 02-18-86 
25MG; 2MG 

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-10 MS&D/MERCK 14-715 3428735 
PERPHENAZINE (TABLET; ORAL) 04:"04-67 02-18-86 
10MG; 2MG 

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-25 MS&D/MERCK 14-715 3428735 
PERPHENAZINE (TABLET; ORAL) 08-25-65 02-18-86 
25MG; 4MG 

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-50 MS&D/MERCK 14-715 3428735 
PERPHENAZINE ( TABLET; ORAL) 03-15-78 02-18-86 
50MG; 4MG 

AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 4105783 NE 
EQ 12% ACID (LOTION; TOPICAL) 04-24-85 05-03-94 04-24-88 

IV-8 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHW (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226 
25MG (TABLET; ORAL) 09-22-80 12-08-87 

3663696 
05-16-89 
3681357 
08-01-89 

AHOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226 
50MG (TABLET; ORAL) 09-22-80 12-08-87 

3663696 
05-16-89 
3681357 
08-01-89 

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226 
100MG (TABLET; ORAL) 09-22-80 12-08-87 

3663696 
05-16-89 
3681357 
08-01-89 

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-0'21 3546226 
150MG (TABLET; ORAL) 09-22-80 12-08-87 

3663696 
05-16-89 
3681357 
08-01-89 

AMRINONE LACTATE INOCOR WINTHROP LABS/STERL 18-700 4072746 NCE 
EQ 5MG BASElML (INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31-94 

ASPIRIN; CAFFEINE; SYNALGOS-DC IVES LABS/AMHO 11-483 
DIHYDROCODEINE BITARTRATE (CAPSULE; ORAL) 09-06-83 
356.4MG; 30MG; 16MG 

ASPIRIN; CAFFEINE; NORGESrC RIKER LABS/3M 13-416 
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82 
385MG; 30MG; 25MG 

ASPIRIN; CAFFEINE; NORGESIC FORTE RIKER LABS/3M 13-416 
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82 
770MG; 60MG; 50MG 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT{S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH{S) {DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

ASPIRIN; CAFFEINE; DARVON COMPOUND ELI LILLY INDSTRS/PR 10-996 
PROPOXYPHENE HYDROCHLORIDE (CAPSULE; ORAL) 03-08-83 
389MG; 32.4MG; 32MG 

ASPIRIN; CAFFEINE; DAR VON COMPOUND-65 ELI LILLY INDSTRS/PR 10-996 
PROPOXYPHENE HYDROCHLORIDE (CAPSULE; ORAL) 03-08-83 
389MG; 32.4MG; 65MG 

ASPIRIN; CARISOPRODOL SOMA COMPOUND WALLACE PHARMS/C-W 12-365 4534973 
325MG; 200MG (TABLET; ORAL) 07-11-83 08-13-02 

ASPIRIN; CARISOPRODOL; SOMA COMPOUND WI CODEINE WALLACE PHARMS/C-W 12-366 4534974 
CODEINE PHOSPHATE (TABLET; ORAL) 07-11-83 08-13-02 
325MG; 200MG; 16MG 

ASPIRIN; MEPROBAMATE EQUAGESIC WYETH LABS/AMHO 11-702 
325MG; 200MG (TABLET; ORAL) 12-29-83 

ASPIRIN; PENTAZOCINE HYDROCHLORIDE TALWIN COMPOUND WINTHROP LABS/STERL 16-891 4105659 
325MG; EQ l2.5MG BASE (TABLET; ORAL) 11-12-75 08-08-95 

ATENOLOL TENORMIN STUART PHARMS/lCI AM 18-240 3663607 
50MG (TABLET; ORAL) 08-19-81 0~-16-89 

3934032 
01-20-93 
3836671 
09-17-91 

ATENOLOL TENORMIN STUART PHARMSIICI AM . 18-240 3663607 
100MG (TABLET; ORAL) 08-19-81 05-16-89 

3934032 
01-20-93 
3836671 
09-17-91 

ATENOLOL; CHLORTHALIDONE TENORETIC 100 STUART PHARMS/ICI AM l8-76C) 3663607 NC 
100MG; 25MG (TABLET; ORAL) 06-08-84 05-16-':89 09-24-86 

3934032 
01-20-93 
3836671 
09-17-91 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

ATENOLOL; CHLORTHALIDONE TENORETIC 50 STUART PHARMS/ICI AM 18-760 3663607 NC 
50MG; Z5MG (TABLET; ORAL) 06-08-84 05-16-89 09-24-86 

3934032 
01-20-93 
3836671 
09-17-91 

ATRACURIUM BESYLATE TRACRIUM BURROUGHS WELLCOME 18-831 4179507 NCE 
10MG/ML (INJECTABLE; INJECTION) 11-23-83 12-18-96 11-2j-93 

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE MOTOFEN HALF-STRENGTH MCNEIL LABORATORIES 17-744 3646207 
0.025MG; 0.5MG (TABLET; ORAL) 07-14-78 02-28-89 

AURANOFIN RIDAURA SK&F LABORATORIES 18-689 3635945 NCE 
3MG (CAPSULE; ORAL) 05-24-85 01-18-89 05-24-90 

3708579 
01-02-90 

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE MOTOFEN MCNEIL LABORATORIES 17-744 3646207 
0.025MG; 1MG (TABLET; ORAL) 07-14-78 02-28-89 

AZATADINE MALEATE OPTIMINE SCHERING 17-601 3419565 
1MG (TABLET; ORAL) 03-29-77 12-31-85 

3717647 
02-20-90 

AZATADINE MALEATE; TRINALIN SCHERING 18-506 3419565 NC 
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-23-82 12-31-85 09-24-86 
1 MG; 120MG RELEASE; ORAL) 3717647 

02-20-90 

BACLOFEN LIORESAL GEIGY/CIBA-GEIGY 17-851 3471548 
10MG (TABLET; ORAL) 11-22-77 10-07-86 

BACLOFEN LIORESAL DS GEIGY/CIBA-GEIGY 17-851 3471548 NS 
20MG (TABLET; ORAL) 01-20-82 10-07-86 09-24-86 

BECLOMETHANSONE DIPROPIONATE BECLOVENT GLAXO 18-153 4414209 
o .042MGIINH (AEROSOL; INHALATION) 06-24-80 08-23-94 

4364923 
12-21-99 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S} TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

BECLOMETHANSONE DIPROPIONATE VANCERIL SCHERING 17-573 4225597 
0.042MG/INH (AEROSOL; INHALATION) 05-12-76 09-30-97 

4364923 
10-29-99 
4414209 
08-23-94 

BECLOMETHANSONE DIPROPIONATE BECONASE GLAXO 18..,.584 4414209 
0;042MG/INH (AEROSOL; INHALATION/NASAL) 09-30-81 08-23-94 

4364923 
12-21-99 

BECLOMETHANSONE DIPROPIONATE VANCENASE SCHERING 18-521 4225597 
0.042MG/INH (AEROSOL; INHALATION/NASAL) 09-24-'81 09-30-97 

4364923 
10-29-99 
4414209 
08-23-94 

BENDROFLUMETHIAZIDE NA TURETIN-2. 5 ER SQUIBB AND SONS 12-164 3392168 
2.5MG (TABLET; ORAL) 12-07-59 07-09-85 

BENDROFLUMETHIAZIDE NATURETIN-5 ER SQUIBB AND SONS 12-164 3392168 
5MG (TABLET; ORAL) 12-07-59 07-09-85 

BENDROFLUMETHIAZIDE NATURETIN-l0 ER SQUIBB AND SONS 12-164 3392168 
10MG (TABLET; ORAL) 03-29.;...77 07-09-85 

BENDROFLUMETHIAZIDE; NADOLOL CORZIDE ER SQUIBB AND SONS 18-647 3982021 NC 
5MG; 40MG (TABLET; ORAL) 05-25-83 09-21~93 09-24-86 

3935267 
01-27-93 

BENDROFLUMETHIAZIDE; NADOLOL CORZIDE ER SQUIBB AND SONS 18-647 3982021 NC 
5MG; 80MG (TABLET; ORAL) 05-25-83 09-21-93 09-24-86 

3935267 
01-27-93 

BENTIROMIDE CHYMEX ADRIA LABORATORIES 18-366 3801562 NCE 
500MGI7.5ML (SOLUTION; ORAL) 12-29.:..83 04-02-91 12-29-93 

3745212 
07-10-90 

IV-12 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

BETAMETHASONE CELESTONE SCHERING 12-657 3485854 
0.6MG (TABLET; ORAL) 04-17-61 12-23-86 

BET AMETHASONE CELESTONE SCHERING 14-215 3485854 
0.6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86 

BETAMETHASONE CELESTONE SCHERING 14-762 3485854 
0.2% (CREAM; TOPICAL) 04-10-64 12-23-86 

BETAMETHASONE ACETATE; CELESTONE SOLUSPAN SCHERING 14-602 3485854 
BETAMETHASONE SODIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86 
3MG/ML; EO 3MG BASE/ML 

BETAMETHASONE DIPROPIONATE DIPROLENE SCHERING 18-741 4070462 
EQ 0.05% BASE (OINTMENT; TOPICAL) 07-27-83 01-24-95 

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-136 
EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84 

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-137 
EO 0.05% BASE (CREAM; TOPICAL) 06-26-84 

BETAMfTHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138 
EO 0.05% BASE (CREAM; TOPICAL) 06-26-84 

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-140 
EO 0.05% BASE (OINTMENT; TOPICAL) 09-04-84 

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-141 
EO 0.05% BASE (OINTMENT; TOPICAL) 09-04-84 

BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-J43 
EO 0.05% BASE (OlNTMENT; TOPICAL) 09-04-84 

BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-536 D-l 
EO 0.05% BASE (CREAM; TOPICAL) 01-29-75 09-24-86 

BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-691 D-l 
EO 0.05% BASE (OINTMENT; TOPICAL) 04-15-76 09-24-86 

BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-781 D-l 
EO 0.05% BASE (LOTION; TOPICAL) 02-01-77 09-24-86 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-8SAND NDA'S WITH APPROPRIATE PAl£NlAND EXClUSIVITY INFORMATION 

ACTIVE INGREDIENT(5) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (OOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

BETAMETHASONE D IPROP IONATE DIPROSONE SCHERING 17-829 D-1 
EQO ;1% BASE (AEROSOL; .TOPICAL) 05-24-77 09-24-86 

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE LOTRISONE SCHERING 18-'827 3660577 NC 
EO 0.05% BASE; 1% (CREAM; TOPICAL) 07-10-84 05-02-89 09-24-86 

3705172 
12-05-89 
4298604 
11,,"03-98 
3839573 
10-01-91 

BETAMETHASONE VALERATE BETA-VAL LEMMON 18-642 
EQ 0.1% BASE (CREAM; TOPICAL) 03-24-83 

BETAMETHASONE VALERATE BETADERM TJ ROACO 18-839 
EQ 0.1% BASE (CREAM; TOPICAL) 06-30.,...83 

BETAMETHASONE VALERATE BETAMETHASONE VALERATE PHARMADERM/BVK-GlDN 18-860 
EO 0.1% BASE (CREAM; TOPICAL) 08-31-'-8.3 

BETAMETHASONE VALERATE BETAMETHASONE VALERATE E FOUGERA/BYK-GLDN 18-,861 
EQ,O .1% BASE (CREAM; TOPICAL) 08....,31...,83 

BETAMETHASONE VALERATE BETATREX SAVAGE LABS/BYK-GLON 18.:..862 
EQO :1'1{, BASE (CREAM; TOPICAL) 08.-,31-83 

BETAMETHASONE VALERATE BETATREX SAVAGE LABS/BYK..:.GlDN 18-863 
EO 0.]% BASE (OINTMENT; TOPICAL) 08-31-83 

BETAMETHASONE VALERATE aETAMETHASONE VALERATE PHARMADERM/BYK,..GL[)N 18-864 
EQ O. 1% BASE (OINTMENT; TOPICAL) 08-31-83 

BETAMETHASONE VALERATE BETAMETHASONE VALERATE E FOUGERAlBYK-GLDN 18-'865 
EQ 0.1% BASE (OINTMENT; TOPICAL) 08.,.31-83 

BETAMETHASONE VALERATE BETAMETHASONE VALERATE E FOUGERAlBYK-GLDN 18-866 
EQ 0.1% BASE (LOTION; TOPICAL) 08-31-83 

BET AMETHASDNE VALERATE BETATREX SAVAGE LABS/BYK-GLDN 18-867 
EO 0.1% BASE (LOTION; TOPICAL) 08-31-83 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

BETAMETHASONE VALERATE BETAMETHASONE VALERATE PHARMADERM/BYK-GLDN 18-870 
EO 0.1% BASE (LOTION; TOPICAL) 08-31-83 

BETAXOLOL HYDROCHLORIDE BETOPTIC ALCON LABORATORIES 19-270 4252984 NCE 
EO 0.5% BASE (SOLUTION; OPTHALMIC) 08-30-85 02-24-98 08-30-90 

4311708 
01-19-99 
4342783 
08-03-99 

BETHANIDINE SULFATE TENATHAN AH ROBINS 17-675 3495013 
10MG (TABLET; ORAL) 05-29-81 02-10-87 

bETHANIDINc SULFATE TENATHAN AH ROBINS 17-675 3495013 
25MG (TABLET; ORAL) 05-29-81 02-10-87 

BITOLTEROL MESYLATE TORNALATE WINTHROP-BREON/STERL 18-770 4138581 NCE 
0.8% (AEROSOL; INHALATION) 12-28-84 02-06-96 12-28-89 

BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618 
50MG/ML (INJECTABLE; INJECTION) 07-18-78 04-29-86 

BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17-962 3752888 1-16 
EO 2.5MG BASE (TABLET; ORAL) 06-28-78 08-14-90 12-14-87 

3752814 1-34 
08-14-90 06-28-88 

BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17-962 3752888 1-16 
EO 5MG BASE (CAPSULE; ORAL) 03-01-82 08-14-90 12-14-87 

3752814 1-34 
08-14-90 06-28-88 

BROMODIPHENHYDRAMINE HYDROCHLORIDE; AMBENYL MARION LABORATORIES 09-319 
CODEINE PHOSPHATE (SYRUP; ORAL) 01-10-84 
12.5MG/5ML; 10MG/5ML 

BROMPHENIRAMINE MALEATE; DIMETANE-DC AH ROBINS 11-694 
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84 
PHENYLPROPANOLAMINE HYDROCHLORIDE 
2MG/5ML; 1 OMG/5ML; 12. 5MG/5ML 

IV-15 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

BROMPHENIRAMINE MALEATE; . DIMETANE-DX AH ROBINS 11-694 
DEXTROMETHORPHAN HYDROBROMIDE; (SYRUP; ORAL) 03-29-84 
PSEUDOEPHEDRINE HYDROCHLORIDE 
2MG/5ML; 10MG/5ML; 30MG/5ML 

BROMPH"ENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 19-279 
DEXTROMETHORPHAN HYDROBROMIDE; ( SYRUP; ORAL) 08-24-84 
PSEUDOEPHEDRINE HYDROCHLORIDE 
2MG/5ML; 10MG/5ML; 30MG/5ML 

BROMPHENIRAMINE MALEATE; ELIXIR DIMETAPP AH ROBINS 13-087 
PHENYLPROPANOLAMINE HYDROCHLORIDE (ELIXIR; ORAL) 03-29-84 
4MG/5ML; 25MG/5ML 

BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-225 3634583 NCE 
1MG (TABLET; ORAL) 02-28-83 01-11-89 02-28-93 

3806534 
04-23-91 

BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-225 3634583 NCE 
2MG (TABLET: ORAL) 06-14-85 01-11-89 02-28-93 

3806534 
04-23-91 

BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-225 3634583 NCE 
0.5MG (TABLET; ORAL) 02-28-83 01-11-89 02-28-93 

3806534 
04-23-91 

BUMETANIDE BUM EX HOFFMANN-LA ROCHE 18-226 3634583 NCE 
0.25MG/ML (INJECTABLE; INJECTION) 02-28-.83 01-11-89 02-28-93 

3806534 
04-23-91 

BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-225 
2MG (TABLET; ORAL 06-14-85 

BUPIVACAINE HYDROCHLORIDE; DEXTROSE MARCAINE SPINAL BREON LABS/STERLING 18-692 NC 
0.75%; 8.25% (INJECTABLE; INJECTION) 05-04-84 09-24-86 

IV-16 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

BUPIVACAINE HYDROCHLORIDE; SENSORCAINE ASTRA PHARM PRODS 18-304 
EPINEPHRINE BITARTRATE (INJECTABLE; INJECTION) 09-02-83 
0.5%; 0.0091MG/ML 

BUPIVACAINE HYDROCHLORIDE; SENSORCAINE ASTRA PHARM PRODS 18-304 
EPINEPHRINE BITARTRATE (INJECTABLE; INJECTION) 09-02-83 
0.75%; 0.0091MG/ML 

BUTORPHANOL TARTRATE STADOL BRISTOL LABS/B-M 17-857 3819635 
1MG/ML (INJECTABLE; INJECTION) 08-22-78 06-25-91 

BUTORPHANOL TARTRATE STADOL BRISTOL LABS/B-M 17-857 3819635 
2MG/ML (INJECTABLE; INJECTION) 08-22-78 06-25-91 

CALCEFEDIOL, ANHYDROUS CALDEROL UPJOHN 18-312 3833622 
0.02MG (CAPSULE; ORAL) 08-05-80 09-03-91 

3565924 
03-23-86 

CALCEFEDIOL, ANHYDROUS CALDEROL UPJOHN 18-312 3833622 
0.05MG (CAPSULE; ORAL) 08-05-80 09-03-91 

3565924 
03-23-86 

CALCITONIN CALCIMAR ARMOUR PHARM 17-769 1-18 
200 IUIVIAL (INJECTABLE; INJECTION) 12-21-84 12-21-87 

CALCITONIN CALCIMAR ARMOUR PHARM 17-497 1-18 
400 IU/VIAL (INJECTABLE; INJECTION) 12-21-84 12-21-87 

CALCITRIOL ROCALTROL HOFFMANN-LA ROCHE 18-044 3697559 
0.25 UGM (CAPSULE; ORAL) 08-17-78 10-10-89 

4391802 
07-05-00 
4341774 
07-27-99 
4225596 
09-30-97 

IV-17 



TABLE IV, NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA IS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVEIN6REDIENT(S) 
STRENGTH{S) 

CALCITRIOL 
o.s UGM 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM ACETATE; 
SODIUM CHLORIDE; SODIUM CITRATE 
34MG/l00ML; SGM/l00ML; 30MG/l00ML; 
74MG/l00ML; 640MG/l00ML; SOOMG/l00ML; 
74MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; 
SODIUM ACETATE; SODIUM CHLORIDE 
SI0MG/l00ML; 30GM/l00ML; 200MG/l00ML; 
9.2GM/l00ML; 9.6GM/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM ACETATE; 
SODH/M CHLORIDE 
STOMG/JOOML; 50GM/l OOMl; 200MG/lOOML; 
9. 2·GMIlOOML; 9. 6GMilOOML 

CALCIUM {HLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM ACETATE; 
SODIUM {HLORIDE 
Sl OM.GI 1 OOMl; 30GMI 100ML; 200MG/l OOML ; 
9. 4GMI 1 OOML; 11 GMI TOOML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM ACETATE; 
SODIUM CHLORIDE 
SlOMG/lOOML; SOGM/l00ML; 200MG/l00ML; 
9.4GM/l00ML; llGM/l00ML 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

ROCALTROL 
(CAPSULE; ORAL) 

ISOLYTE E WI DEXTROSE S% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DIALYTE CONCENTRATE 
WI DEXTROSE 30% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DVLYTE CONCENTRATE 
WI DEXTROSE 50% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DIALYTE CONCENTRATE 
WI DEXTROSE .30% 
IN PLASTIC CONtAINER 

(SOLUTION; INTRAPERITONEAL) 

DIALYTE CONCENTRATE 
W/DEXT.ROSE 50% . 
IN PLASTIC CONtAINER 

(SOLUTION; INTRAPERITONEAL) 

APPLICANT NAME 

HOFFMANN-LA ROCHE 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

IV-IS 

NDA NO, 
APPROVAL DATE 

18-044 
OS-17-78 

18-269 
01-17-83 

lS-S07 
08-26-83 

18-807 
OB-;,26-83 

1B..,.S07 
f)8~26-B3 

1 S,...B 0 7 
08':"26,.;83 

PATENT NO, 
EXP, DATE 

3697559 
10-10-89 
4391802 
07-05-00 
4341774 
07-27..,99 
4225596 
09-30,.;97 

EXCLUSIVITY 
EXP, DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; 
SODIUM CHLORIDE; SODIUM LACTATE 
25.7MG/l00ML; 1.5GM/l00ML; 
15.2MG/IOOML; 567MG/IOOML; 392MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; 
SODIUM CHLORIDE; SODIUM LACTATE 
25.7MG/l00ML; 2.5GM/l00ML; 
15.2MG/IOOML; 567MG/IOOML; 392MG/IOOML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; 
SODIUM CHLORIDE; SODIUM LACTATE 
25.7MG/IOOML; 4.25GM/IOOML; 
15.2MG/IOOML; 567MG/l00ML; 392MG/IOOML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/IOOML; 1.5GM/IOOML; 
5.08MG/l00ML; 538MG/l00ML; 448MG/IOOML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/l00ML; 2.5GM/l00ML; 
5.08MG/l00ML; 538MG/l00ML; 448MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/IOOML; 4.25GM/l00ML; 
5.08MG/l00ML; 538MG/l00ML; 448MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/l00ML; 1.5GM/l00ML; 
5.08MG/l00ML; 538MG/l00ML; 448MG/l00ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

DELFLEX 
WI DEXTROSE 1.5% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DELFLEX 
WI DEXTROSE 2.5% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DELFLEX 
WI DEXTROSE 4.25% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DELFLEX 
WI DEXTROSE 1.5% 
LOW MAGNESIUM 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DELFLEX 
WI DEXTROSE 2.5% 
LOW MAGNESIUM 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DELFLEX 
WI DEXTROSE 4.25% 
LOW MAGNESIUM 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

INPERSOL-LM 
WI DEXTROSE 1.5% 
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

APPLICANT NAME 

DELMED 

DELMED 

DELMED 

DELMED 

DELMED 

DELMED 

ABBOTT LABORATORIES 

IV-19 

NDA NO. 
APPROVAL DATE 

18-883 
11-30-84 

18-883 
11-30-84 

18-883 
11-30-84 

18-883 
11-30-84 

18-883 
11-30-84 

18-883 
11-30-84 

18-379 
07-07-82 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNES.IUM CHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/l00ML; 2.5GM/l00ML; 
5.08MG/l00ML; 538MG/l00ML; 448MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM .cHLORIDE; SODIUM CHLORIDE; 
SODIUM LACTATE 
25.7MG/l00ML; 4.25GM/l00ML; 5.08MG/l00ML; 
538MG/lTIOML; 448MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; 
SODiuM LACTATE . 
26MG/100ML; 2.5GM/l00ML; 15MG/l00ML; 
560MG/l00ML;390MG/l00ML 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
33MG/l00ML; 5GM/l00ML; 
30MG/l00ML; 860MG/l00ML 

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; 
POTASSIUM CHLORIDE; SODIUM ACETATE; 
SODIUM CHLORIDE 
16.SMG/ML; 25.4MG/ML; 74.6MG/ML; 
121MG/ML; 16.1MG/ML 

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; 
POTASSIUM CHLORIDE; SODIUM ACETATE; 
SODIUM CHLORIDE; SODIUM CITRATE 
35MG/100ML;30MG/l00ML; 74MG/l00ML; 
640MG/100ML; 5.DOMG/lOOML; 74MG/l00ML 

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; 
POTASSIUM CHLORIDE; 
SODIUM CHLORIDE 
17.6MG/l00ML; 325.3MG/100ML; 
119.3MG/l00ML; 643MG/l00ML 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

INPERSOL-LM 
WI DEXTROSE 2.5% 
IN PLASTIC. CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

INPERSOL.,..LM 
WI DEXTROSE 4.251-
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DIALYTE 
WI DEXTROSE 2.51-
IN PLASTIC CONTAINER 

(SOLUTION; INTRAPERITONEAL) 

DEXTROSE 5% AND RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

TPN ELECTROLYTES 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

ISOLYTE E 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

PLEGISOL 
IN PLASTIC CON.TAINER 

( SOLUTION; 
PERFUSION, CARDIAC) 

APPLICANT NAME 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

TRAVENOL LABS 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

IV-20 

NDA NO. 
APPROVAL DATE 

18-379 
07-07-82 

18-379 
07-07-82 

18-460 
11-02-83 

18-635 
02-07-83 

18-895 
07-20-84 

18-899 
10-31-83 

18-608 
02-26-82 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 

NC 
09-24-86 

NC 
09-24-86 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM ACETATE; SODIUM CHLORIDE 
20MG/100ML; 30MG/100ML; 380MG/100ML; 
600MG/100ML 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM CHLORIDE 
33MG/100ML; 30MG/100ML; 860MG/100ML 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM CHLORIDE 
33MG/100ML; 30MG/100ML; 860MG/100ML 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM CHLORIDE 
33MG/100ML; 30MG/100ML; 860MG/100ML 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM LACTATE 
20MG/100ML; 5GM/100ML; 
l05MG/100ML; 600MG/100ML; 
~~ 1 OMGI 100ML 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SOD IUM LACTATE 
20MG/100ML; 5GM/100ML; 
105MG/100ML; 600MG/100ML; 
310MG/100ML 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM LACTATE 
20MG/100ML; 5GM/100ML; 
179MG/100ML; 600MG/100ML; 
310MG/100ML 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM LACTATE 
20MG/100ML; 5GM/100ML; 
179MG/100ML; 600MG/100ML; 
310MG/100ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

ACETATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

RINGER'S 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

RINGERS INJECTION 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
5MEQ IN DEXTROSE 5% 
AND LACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
10MEQ IN DEXTROSE 5% 
AND LACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECT-ION) 

POTASSIUM CHLORIDE 
10MEQ IN DEXTROSE 5% 
AND LACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
20MEQ IN DEXTROSE 5% 
AND LACTATED RINGER'S 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

APPLICANT NAME 

AM MCGAW/AM HOSP 

TRAVENOL LABS 

TRAVENOL LABS 

AM MCGAW/AM HOSP 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

IV-21 

NDA NO, 
APPROVAL DATE 

18-725 
11-29-82 

18-495 
02-19-82 

18-648 
02-07-83 

18-721 
11-09-82 

19-367 
04-05-85 

19-367 
04-05-85 

19-367 
04-05-85 

19-367 
04-05-85 

PATENT NO, 
EXP. DATE 

EXCLUSIVITY 
EXP, DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S} 
STRENGTH( S) 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM lACTATE 
20MGIl DoMl; 5GM/1 ooML ; 
254MG/looMl; 60oMG/100Ml; 
310MG/100Ml 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM lACTATE 
2oMG/10oMl; 5GM/100Ml; 
254MG/1ooML; 6ooMG/10oMl; 
310MG/100Ml 

CALCIUM CHLORIDE; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM lACTATE 
20MGllOOMl; 5GMI lOOt'll; 
328MG/looML; 600MGllooMl; 
310MG/100Ml 

CALCIUM CHLORIDE ; DEXTROSE; 
POTASSIUM CHLORIDE; SODIUM CHLORIDE 
SODIUM LACTATE 
20MG/100Ml; 5GM/10oMl; 
328MGIToOML.; 600MGIl OoMl; 
31oMG/1ooMl 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SOD.JUM CHLORIDE; SODIUM LACTATE 
20MG/180Ml; 3DMG/looMl; 
600MGI 1'00Ml; 31 OMGI 1 OOMl 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM CHLORIDE; SODrUM lACTATE 
28MG/1 ooHl; 30MG/1 oOMl ; 
60oMG/1ooMl; 310MG/100Ml 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; 
SODIUM CHLORIDE; SODIUM lACTATE 
20MG/1ooMl; 3DMG/looMl; 
60o.MGilQOMl; 31oMGIT00Ml 

TRADE .. NAME 
WOSA6E JORM;ROUTE) 

PO'MssrUM CHLORIDE 
15MEQ IN DEXTROSE 5% 
AND lACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
30MEQ IN DEXTROSE 5% 
AND LACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE ; INJECTION ) 

POTASSIUM CHLORIDE 
20MEQIN DEXTROSE 5% 
AND lACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
40MEQ . IN DEXTROSE 5% 
A~D lACTATED RINGER'S 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LACTATEDRINGER'S 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

lACTATED RINGER'S 
Itt PlASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

lACTATED RINGER'S 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

APPLICANT NAME 

TRAVENOl lABS 

TRAVENOt lABS 

TRAVENOl lABS 

TRAVENOl lAaS 

TRAVENOl lABS 

AM MCGAW/AM HOSP 

TRAVENOl lABS 

11)..:22 

NDA NO, 
APPROVAL DATE 

19-367 
04-05-85 

19-367 
04-05-85 

19-367 
04-05-85 

19-367 
04-05-85 

18-494 
02":],9'-82 

18-681 
12-27-82 

1:6'-921 
04-03-84 

PATENT NO. 
EXP, DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CALCIUM METRIZOATE; MAGNESIUM METRIZOATE; ISOPAQUE 440 WINTHROP LABS/STERL 16-847 3476802 
MEGLUMINE METRIZOATE; METRIZOATE SODIUM (INJECTABLE; INJECTION) 11-17-73 11-04-86 
0.78MG/ML; 0.15MG/ML; 75.9MG/ML; 16.6MG/ML 

CALCIUM; MEGLUMINE; METRIZOIC ACID ISOPAQUE 280 WINTHROP LABS/STERL 17-506 3476802 
0.35MG/ML; 140.1MG/ML; 461.8MG/ML (INJECTABLE; INJECTION) 04-30-74 11-04-86 

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20 
12.5MG (TABLET; ORAL) 01-17-85 08-08-95 09-24-86 

0-7 
10-12-87 

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20 
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86 

0-7 
10-12-87 

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20 
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86 

0-7 
10-12-87 

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20 
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86 

0-7-
10-12-87 

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC 
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87 

4217347 
08-12-97 

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/25 ER SQUIBB AND SONS 18-709 4105776 NC 
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 '10-12-87 

4217347 
08-12-97 

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SQUIBB AND SONS 18-709 4105776 NC 
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87 

4217347 
08-12-97 

IV-23 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CAPTOPRIL; HYDROCHLOROTHIAZIDE 
50MG; 25MG 

CARBAMAZEPINE 
200MG 

CARBAMAZEPINE 
100MG 

CARBIDOPA 
25MG 

CARBIDOPA; LEVODOPA 
10MG; 100MG 

CARBIDOPA; LEVODOPA 
25MG; 250MG 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

CAPOZIDE 50125 
(TABLET; ORAL) 

TEGRETOL 
(TABLET; ORAL) 

TEGRETOL 
(TABLET, CHEWABLE; ORAL) 

LODOSYN 
(TABLET; ORAL) 

SINEMET 
(TABLET; ORAL) 

SINEMET 
(TABLET; ORAL) 

IV-24 

APPLICANT NAME 

ER SQUIBB AND SONS 

GEIGY/CIBA-GEIGY 

GEIGY /CIBA-GEIGY 

MS&D/MERCK 

MS&D/MERCK 

MS&D/MERCK 

-- ----

NDA NO. 
APPROVAL DATE 

18-709 
10-12-84 

16-608 
03"'-11-68 

18-281 
12-14-81 

17-830 
04-25-77 

17-555 
05-02-75 

17-555 
05-02-75 

PATENT NO. 
EXP. DATE 

4105776 
08"":08-95 
4217347 
08-12-97 

4409212 
10-11-00 

4409212 
10-11-00 

3462536 
08-19-86 
3830827 
08-20-91 
3781415 
12-25-90 

3462536 
08-19-86 
3769424 
10-30-90 
3781415 
12-25-90 
3830827 
08-20-91 
RE29892 
10-30-'90 

3462536 
08-19-86 
3769424 
10-30-90 
3781415 
12-25-90 
3830827 
08-20-91 
RE29892 
10-30-90 

EXCLUSIVITY 
EXP. DATE 

NC 
10-12-87 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
~TRENGTH(~) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CARBIDOPA; LEVODOPA SINEMET MS&D/MERCK 17-555 3462536 
25MG; 100MG (TABLET; ORAL) 05-02-75 08-19-86 

3769424 
10-30-90 
3781415 
12-25-90 
3830827 
08-20-91 
RE29892 
10-30-90 

CARBOPROST TROMETHAMINE PROSTIN/15M UPJOHN 17-989 3728382 1-32 
EQ 0.25MG BASE/ML (INJECTABLE; INJECTION) 01-09-79 04-17-90 03-21-88 

CELLULOSE SODIUM PHOSPHATE CALCIBINO MISSION PHARMACAL 18-757 NCE 
2.5GM/PACKET (POWDER; ORAL) 12-28-82 12-28-92 

CERULETIDE DIETHYLAMINE TYMTRAN ADRIA LABORATORIES 18-296 3472832 
0.02MG/ML (INJECTABLE; INJECTION) 12-24-81 10-14-86 

CHENODlOL CHENIX ROWELL LABORATORIES 18-513 NCE 
250MG (TABLET; ORAL) 07-28-83 07-28-93 

CHLORD lAZE POX IDE LIBRITABS ROCHE PRODUCTS 13-071 4316897 
25MG (TABLET; ORAL) 10-31-66 02-23-99 

CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897 
5MG (TABLET; ORAL) 10-31-66 02-23-99 

CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897 
10MG (TABLET; ORAL) 10-31-66 02-23-99 

CHLORDIAZEPOXIDE LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF 
30MG (CAPSULE. CONTROLLED 09-12-83 02-23-99 09-24-86 

RELEASE; ORAL) 

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897 
5MG (CAPSULE; ORAL) 02-24-60 02-23-99 

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897 
10MG (CAPSULE; ORAL) 02-24-60 02-23-99 

IV-25 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) ( DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIlJM ROCHE PRODUCTS 12~249 4316897 
25MG (CAPSULE; ORAL) 02-24-60 02-23-99 

CHLORDIAZEPOXIDE HYDROCHlORIDE LIBRIlJM HOFFMANN-LA ROCHE 12.,...301 4316897 
100MG/AMP (INJECTABLE; INJECTION) 07-21-61 02-23-99 

CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOFFMANN-LA ROc:HE 12-750 4316897 
CLIDINIUM BROMIDE (CAPSULE; ORAL) 05-'02-61 02-23-99 
5MG; 2.5MG 

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-'LA ROCHE 14":740 4316897 
5MG; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99 

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIlJM 5-4 HOFFMANN-LA ROCHE 14-740 4316897 
5MG; 0.4MG (TABLET; ORAL) l()-27-69 02-23-99 

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIlJM 10-4 HOFFMANN-LA ROCHE 14-740 4316897 
10MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99 

CHLOROXINE CAPITROL WESTWOOD PHARMS 17-594 3886277 
2% (SHAMPOO; TOPICAL) 10-19-76 05,-27-92 

CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHEIM 17-503 3454701 
15MG; O. lMG (TABLET; ORAL) 08-22-74 07-08-86 

CHLORTHALIDONE; CLON.IDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHEIM 17-503 3454701 
15MG; 0.2MG (TABLET; ORAL) 08-22-74 07-08-86 

CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHEIM 17-503 3454701 
15MG; 0.3MG (TABLET; ORAL) 04-10-84 07-08-86 

CHOLESTYRAMINE OUESTRAN MEAD JOHNSON/B-M 16-019 1-23 
EO 4GM RESIN/PACKET (POWDER; ORAL) 12.,..06-66 09-24-86 

CHO.LESTYRAMINE OUESTRAN MEAD .JOHNSON/B-M 16-640 1-23 
EO 4GM RESIN/PACKET (POWDER; ORAL) 08-03-73 09-24-86 

CHYMOPAPAIN DISCASE TRAVENOL LABS 18-625 .. NCE 
12,500 UNITS/VIAL (INJECTABLE; INJECTION) 01-18-84 11-10-92 

IV-26 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

CHYMOPAPAIN CHYMODIACTIN SMITH LABORATORIES 18-663 4439423 NCE 
10,000 UNITS/VIAL (INJECTABLE; INJECTION) 11-10-82 03-26-01 11-10-92 

CHYMOPAPAIN CHYMODIACTIN SMITH LABORATORIES 18-663 4439423 NCE 
4,00.0 UNITS/VIAL (INJECTABLE; INJECTION) 08-21-84 03-26-01 11-10-92 

CICLOPIROX OLAMINE LOPROX HOECHST-ROUSSEL 18-748 3883545 NCE 
1% (CREAM; TOPICAL) 12-30-82 05-13-92 12-30-92 

CIMETIDINE TAGAMET SK&F LAB 17-920 3950333 
200MG (TABLET; ORAL) 08-16-77 04-13-93 

4024271 
05-17-94 

CIMETIDINE TAGAMET SK&F LAB 17-920 3950333 
300MG (TABLET; ORAL) 08-16-77 04-13-93 

4024271 
05-17-94 

CIMETIDINE TAGAMET SK&F LAB 17-920 3950333 NS 
400MG (TABLET; ORAL) 12-14-83 04-13-93 09-24-86 

4024271 
05-17-94 

CIMETIDINE HYDROCHLORIDE TAGAMET SK&F LAB 17-924 3950333 
EQ 300MG BASE/SML (SOLUTION; ORAL) 08-16-77 04-13-93 

4024271 
05-17-94 

CIMETIDINE HYDROCHLORIDE TAGAMET SK&F LAB 17-939 3950333 
EQ 150MG BASElML (INJECTABLE; INJECTION) 08-16-77 04-13-93 

4024271 
05-17-94 

CINOXACIN CINOBAC ELI LILLY 18-067 3669965 
250MG (CAPSULE; ORAL) 06-13-80 06-13-89 

CINOXACIN CINOBAC ELI LILLY 18-067 3669965 
500MG (CAPSULE; ORAL) 06-13-80 06-13-89 
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TABLE IV. NDAI$ APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLU~IVITY 
STRENGTH ill (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CISPLATIN PLATINOL-AQ BRISTOL LABS/B-M 18-057 4177263 NDf 
0.5MG/ML (INJECTABLE; INJECTION) 07-18-84 12-04-96 09-24-86 

4310515 
01-12-99 

CITRIC ACID; MAGNESIUM OXIDE; IRRIGATING SOLUTION G TRAVENOL LABS 18-519 NC 
SOD IUM CARBONA TE IN PLASTIC CONTAINER 06-22-82 09-24-86 
3.24GM/l00ML; 380MG/l00ML; 430MG/l00ML (SOLUTION; IRRIGATION) 

CITRIC ACID; MAGNESIUM OXIDE; UROLOGIC G ABBOTT LABORATORIES 18-904 NC 
SODIUM CARBONATE IN PLASTIC CONTAINER 05-27-83 09-24-86 
3.24GM/l00ML; 380MG/l00ML; 430MG/l00ML (SOLUTION; IRRIGATION) 

CLEMASTINE fUMARATE TAVIST DORSEY LABS/SANDOZ 18-675 NDf 
EQ 0.5MG BASE/5ML (SYRUP; ORAL) 06-28...;85 06-28-88 

CLEMASTINE fUMARATE; TAVIST 0 DORSEY LABS/SANDOZ 18-298 3933999 NDf 
PHENYLPROPANOLAMINE HYDROCHLORIDE (TABLET, CONTROLLED 12-15-82 01-20-93 09-24-86 
EQ lMG BASE; 75MG RELEASE; ORAL) 

CLOMIPHENE CITRATE CLOMIPHENE CITRATE PLANTEX/lKAPHARM 18-361 
50MG (TABLET; ORAL) 03-22-82 

CLONAZEPAM CLONOPIN HOffMANN-LA ROCHE 17-533 4316897 
0.5MG (TABLET; ORAL) 06-04-75 02-23-99 

CLONAZEPAM CLONOPIN HOffMANN-LA ROCHE 17-533 4316897 
lMG (TABLET; ORAL) 06-04-75 02-23-99 

CLONAZEPAM CLONOPIN HOffMANN-LA ROCHE 17-533 4316897 
2MG (TABLET; ORAL) 06-04-75 02-23-99 

CLONIDINE CATAPRES-TTS-l BOEHRINGER INGELHEIM 18-891 3454701 NR 
2.5MG (fILM, CONTROLLED RELEASE; 10-10-84 07-08-86 10-10-87 

PERCUTANEOUS) 

CLONIDINE CATAPRES-TTS-2 BOEHRINGER INGELHEIM 18-891 3454701 NR 
5MG (fILM, CONTROLLED RELEASE; 10-10-84 07-08-86 10-10-87 

PERCUTANEOUS) 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXPo DATE 

CLONIDINE CATAPRES-TTS-3 BOEHRINGER INGELHEIM 18-891 3454701 NR 
7.5MG (FILM, CONTROLLED RELEASE; 10-10-84 07-08-86 10-10-87 

PERCUTANEOUS) 

CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701 
0.1MG (TABLET; ORAL) 09-03-74 07-08-86 

CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701 
0.2MG (TABLET; ORAL) 09-03-74 07-08-86 

CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701 
0.3MG (TABLET; ORAL) 09-20-79 07-08-86 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315 
3.75MG (CAPSULE; ORAL) 06-23-72 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17_105 RE28315 
7.5MG (CAPSULE; ORAL) 06-23~72 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315 
15MG (CAPSULE; ORAL) 06-23-7"2 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE SO ABBOTT LABORATORIES 17-105 RE28315 
22.5MG (TABLET; ORAL) 03-31-75 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE SO ABBOTT LABORATORIES 17-105 RE28315 
11.25MG (TABLET; ORAL) 08-04-76 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315 
3.75MG (TABLET; ORAL) 03-10-80 06-23-87 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315 
7.5MG (TABLET; ORAL) 03-10-80 06-23:"87 

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315 
15MG (TABLET; ORAL) 03-10-80 06-23-87 

CLOTRIMAZOLE LOTRIMIN SCHERING 17-613 3660577 
1% (SOLUTION; TOPICAL) 02-03-75 05-02-89 

3705172 
12-05-89 
3839573 
10-01-91 
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ACTIVE INGREDIENT( S} 
.. STRENGIHtS} 

CLOTRIMAZOLE 
lra 

CLo.TRJiMAZOLE 
1%' . 

CLOTRlMAZOLE: 
HJo.MG 

CLQTRliJi1.4:l0LE 
:T~.::·' . 

CLmRIMAZOLE 
lo.o.MG . 

CLOTRlMAZOLE 
5o.o.MG 

TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31~85 AND NDA'S WITH APPROPRIATE PATENT ANBEXClUSIVITYJNFORMATION 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

LOTRIMIN 
(CREAM; TOPICAL) 

GYNE-LOrRIMIN 
(CREAM; VAGINAL) 

GYNE-LOTRIMIN 
(TABlET; ., VAGINAL) 

. , '~. ','.. ' " , 

MYCELEX 
(SO,~lIT~'bN.; TOPICAL) 

MycEGE){,..,G 
(TABlEl;'VAGINAL) 

MYHLEX.,...G 
(TABLET; VAGINAL) 

APPLICANT NAME 

SCHERING 

SCHERIcNG 

SCHERING 

MILES· PI1ARMS/MILE'S 

MILESPHAiRMSitULES .. 

MILES PHARMSIMILES 

IV.,...30 

NDA.NO. 
AP~ROVAL.DATE 

17.::.tj 19 
0.3-18-75 

18:"0.52 
11-0.8:"78 

18;"':J81 
o.J.,.-15-79 

18:;"182 
02:""27-79 

19.,...0.69 
0.4:"19-85 

PATENT NO. 
EXP.DATE 

3660.577 
0.5-0'2.::.89 
370.5172 
12.,.-0.5-89 
3839573 
10-0.1-91 

38:39573 
10-0.1-91 
37o.5H:2 
12""0.5::':89 
3660.577 
o.S..,...o.~:"'89 

31539573 
10 . .,...0.1+.91 
31tl5172 
12...:o.5~89 
3660577 
o.5...:o.'2~e9 

383.g~73 
l.a';;:O'l-"91 
370.5112 
12.::.65;;:;89 
3'660.577 . 
0.5-02 ... 89 

3839573 
1O-"o.1L 91 
370.'5.172, 
12~o.5 ... 89 
3660.577 
o.S"'::02:"89 

3839573 
10.-0.1-91 
370.5172 
12-0.5-89 
3660.577 
0.5.,...0.2-89 

EXCLUSIVITY 
EX? • DATE 

NS 
0.4-19"'"88 



TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENTANQ EXCLUSIVITY INfORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CLOTRIMAZOLE 
1% 

CLOTRIMAZOLE 
1% 

CLOTRIMAZOLE 
10MG 

CLOTRIMAZOLE 
1% 

CODEINE PHOSPHATE; 
PHENYLEPHRINE HYDROCHLORIDE; 
PROMETHAZINE HYDROCHLORIDE 
10MG/5ML; 5MG/5ML; 6.25MG/5ML 

CODEINE PHOSPHATE; 
PROMETHAZI NE HYDROCHLOR IDE 
10MG/5ML; ~.25MG/5ML 

CODEINE PHOSPHATE; 
PSEUDOEPHEDRINE HYDROCHLORIDE; 
TRIPROLIDINE HYDROCHLORIDE 
10MG/5ML; 30MG/5ML; 1.25MG/5ML 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

MYCELEX 
(CREAM; TOPICAL) 

MYCELEX-G 
(CREAM; VAGINAL) 

MYCELEX 
(TROCHE/LOZENGE; ORAL) 

LOTRIMIN 
(LOTION; TOPICAL) 

PHENERGAN VC W/ CODEINE 
(SYRUP; ORAL) 

PHENERGAN W/ CODEINE 
(SYRUP; ORAL) 

ACTIFED W/ CODEINE 
(SYRUP; ORAL) 

IV-31 

APPHCANTNAME 

MI LES PHARMSIM'I LES 

MILES PHARMS/MILES 

MILES PHARMS/MILES 

SCHERING 

WYETH LABS/AMHO 

WYETH LABS/ AMHO 

BURROUGHS WELLCOME 

.NDANO .• 
APPROVAL DATE 

18-183 
01-15-79 

18-230 
.02-16-79 

18-713 
06-17-83 

18-813 
02-17 ... B4 

08:"31!16 
04:""02"-84 

08-306 
04-02-84 

12-'-575 
04-04-84 

PATENT. NO" 
EXP. DATE 

3839573 
10-01-91 
3705172 
12-05-89 
3660577 
05~U2-".89 

3839573 
10-U1"'91 
3705172 
12:""05:...89 
366U577 
05-02:...89 

3839573 
10-Ul-91 
3705172 
12-05'-'89 
3660577 
05-'02-89 

3839573 
10-01-91 
3705172 
12-05-89 
3660577 
05-02:::89 

EXCLUSIVITY 
EXP • DATE 

NDF 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

COLESTIPOL HYDROCHLORIDE 
5GM/PACKET 

COLESTIPOL HYDROCHLORIDE 
500GM/BOT 

COPPER 
89MG 

COPPER 
120MG 

CROMOLYN SODIUM 
20MG 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

COLESTID 
(GRANULE; ORAL) 

COLESTID 
(GRANULE; ORAL) 

CU-7 
(INTRAUTERINE DEVICE; 

INTRAUTERINE) 

TATUM.,.T 
(INTRAUTERINE DEVICE; 

INTRAUTERINE) 

INTAL 
(CAPSULE; INHALATION) 

APPLICANT NAME 

UPJOHN 

UPJOHN 

SEARLE PHARMS· 

SEARL[PHARMS 

FISONS 

IV-32 

NDA NO. 
APPROVAL DATE 

]7-563. 
04":04-77 

17-563 
04-04-77 

17-408 
02-25.:..74 

18-.205 
08-16;';79 

16-990 
06-20-73 

PATENT NO. 
EXP .. DATE 

3692895 
09-19-89 

3692895 
09-19..;.89 

3563235 
02;..16-88 
4040417 
08;';09"':94 
3783861 
01-08-,9] 
3803308. 
12.,.01-87 
RE28399 
04-29-92 

3563235 
02-16-88 
4040417 
Ofl",Q'9~94 
3183861 
01-08";;91 
3803308· 
12-0.1.,.137 
RE28399 
0.4':'29",:,92 

3686412. 
08...,22.,,89 
3777:033·· 
08 ... 22'-'89 
3419578 
12:"'31-85 
3957965 
05"':18~93 

EXCLUSIVITY 
EXPo DATE 

1-24 
09-24-86 

1..,.24 
09-24-86 

1-22 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

CROMOLYN SODIUM NASALCROM FISONS 18-306 3686412 NDF 
4% (SOLUTION; NASAL) 03-18-83 08-22-89 09-24-86 

3777033 
08-22-89 
3419578 
12-31-85 
3975536 
08-17-93 
4053628 
10-11-94 

CROMOL YN SODIUM OPTICROM FISONS 18-155 3686412 NDF 
4% (SOLUTION; OPHTHALMIC) 10-03-84 08-22-89 10-03-87 

3777033 
08-22-89 
3419578 
12-31-85 
3975536 
08-17-93 
4053628 
10-11-94 

CROMOLYN SODIUM INTAL FISONS 18-596 3686412 1-22 10MG/ML (SOLUTION; INHALATION) 05-28-82 08-22-89 01-19-::38 
3777033 
08-22-89 
3419578 
12-31-85 
3975536 
08-17-93 

CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643 
5MG (TABLET; ORAL) 08-26-77 07-08-86 

3882246 
05-06-92 

CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643 
10MG (TABLET; ORAL) 08-26-77 07-08-86 

3882246 
05-06-92 

CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS 1GMIVIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86 

IV-33 
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CYCLOPHUSPHAMIDE • 
lGMz'VIAL 

DANir.t~ULENE50DIl:JM 
.• 10QMG;·· . 

DANTROLENE SOOIUM 
. 50MG 

DANTROHNE SODIUM 
·2bMG'IVIAL 

DEfERUXAMINE MESYtATE 
50Ql'lG1Vl!AL . 

TAgLE IV. 

DE:SIP~MHNE I1·YOROCHLOR1oE·· 
Z5MG 

DESIPRAMHJE HYDROCHLORIDE 50MG ...... . 

. QAI':/J'RIIJM 
(GAPSWLE.; ORAL) 

Of(NTiHl:JM 
tmJiECMBLL; INJHTION) 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP, DATE 

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 
50MG (TABLET; ORAL) 01-09-67 07-08-86 

3454554 
07-08-86 

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 
75MG (TABLET; ORAL) 03-01-77 07-08-86 

3454554 
07-08-86 

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 
100MG (TABLET; ORAL) 03-01-77 07-08-86 

3454554 
07-08-86 

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 
150MG (TABLET; ORAL) 03-01-77 07-08-86 

3454554 
07-08-86 

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 NS 
10MG (TABLET; ORAL) 02-11-82 07-08-86 09-24-86 

3454554 
07-08-86 

DESMOPRESSIN ACETATE DDAVP ARMOUR PHARM 17-922 3497491 
0.01% (SOLUTION; NASAL) 02-21-78 02-24-87 

DESMOPRESSIN ACETATE DDAVP ARMOUR PHARM 18-938 3497491 NDF 
0.004MG/ML (INJECTABLE; INJECTION) 03-30-84 02-24-87 09-24-86 

DESONIDE DESOWEN OWEN LABS/DERM PRODS 19-048 
0.05% (CREAM; TOPICAL) 12-14-84 

DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-586 NDF 
0.05% (GEL; TOPICAL) 03-29'-82 09-24-86 

DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-594 NDF 
0.05% (OINTMENT; TOPICAL) 01-17-85 09-24-86 

DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-763 NDF 
0.25% (OINTMENT; TOPICAL) 09-30-83 09-24-86 

(INJECTABLE; INJECTION) 

IV-35 



TABLE IV. NDA I 5 APPROVED FROM 1-1-82 TO 8-31-85 AND NDA IS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON· 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP • .DATE EXP. DATE 

DEXAMETHASONE DECADRON MS&D/MERCK 11-664 NS 
6MG (TABLET; ORAL) 07-30-82 09-24-86 

DEXAMETHASONE DEXAMETHASONE PAR PHARMACEUTICAL 88-481 NS 
6MG (TABLET; ORAL) 11-28-83 09-24-86 

DEXAMETHASONE DEXAMETHASONE ROXANE LABORATORIES 88-316 NS 
6MG (TABLET; ORAL) 09-15-83 09-24-86 

DEXTROMETHORPHANHYDROBROMIDE; PHENERGAN WI DEXTROMETHORPHAN WYETH LABS/AMHO 11.:..265 
PROMETHAZINE HYDROCHLORIDE (SYRUP; ORAL) 04.:..02-84 
15MG/5ML; 6.25MG/5ML 

DEXTROSE DEXTROSE 5% ABBOTT LABORATORIES 19-466 
5GM/100ML IN PLASTIC CONTAINER 07-15-85 

DEXTROSE DEXTROSE 60% IN PLASTIC TRAVENOL LABS 17-521 
60GM/100ML CONTAINER 03-26-82 

(INJECTABLE; INJECTION)' 

DEXTROSE DEXTROSE 70% IN PLASTIC TRAVENOL LABS 17-521 
70GM/100ML CONTAIN.ER 03-26":82 

(INJECTABLE; INJECTION) 

DEXTROSE DEXTROSE 60% ABBOTT LABORATORIES 19-346 
60GM/100ML IN PLASTIC CONTAINER 01-25...,85 

(INJECTABLE; INJECTION) 

DEXTROSE DEXTROSE 30% ABBOTT LABORATORIES 19-345 
30GM/100ML IN PLASTIC CONTAINER 01-26-85 

(INJECTABLE; INJECTION) 

DEXTROSE DEXTROSE 60% IN PLASTIC AM MCGAW/AM HO·SP 17-995 3729568 
60GM/100ML CONTAINER 04-27-78 04-24-90 

(INJECTABLE; INJECTION) 

DEXTROSE DEXTROSE 60% AM MCGAW/AM HOSP 17-995 3729568 
60GM/100ML (INJECTABLE; INJECTION) 09-22-82 04,...24-90 

DEXTROSE DEXTROSE 70% IN PLASTIC ABBOTT LABORATORIES 18-561 
70GM/100ML CONTAINER 03-'23-82 

(INJECTABLE; INJECTION) 

IV-36 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTROSE 
40GM/100ML 

DEXTROSE 
50GM/100ML 

DEXTROSE 
20GM/100ML 

DEXTROSE 
38.5GM/100ML 

DEXTROSE 
50MG/ML 

DEXTROSE; DOPAMINE HYDROCHLORIDE 
5GM/100ML; 80MG/100ML 

DEXTROSE; DOPAMINE HYDROCHLORIDE 
5GM/100ML; 160MG/100ML 

DEXTROSE; DOPAMINE HYDROCHLORIDE 
5GM/100ML; 80MG/100ML 

DEXTROSE; DOPAMINE HYDROCHLORIDE 
5GM/100ML; 160MG/100ML 

DEXTROSE; DOPAMINE HYDROCHLORIDE 
5GM/100ML; 320MG/100ML 

DEXTROSE; HEPARIN SODIUM 
5GM/100ML; 200 UNITS/100ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

DEXTROSE 40% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 50% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 20% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 38.5% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DOPAMINE HCL 
(INJECTABLE; INJECTION) 

DOPAMINE HCL 
(INJECTABLE; INJECTION) 

DOPAMINE HCL IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DOPAMINE HCL IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

DOPAMINE HCL IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 1,000 UNITS 
AND DEXTROSE 5% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

IV-37 

NDA NO. 
APPROVAL DATE 

18-562 
03-23-82 

18-563 
03-23-82 

18-564 
03-23-82 

18-923 
09-19-84 

19-222 
07-13-84 

18-132 
02-04-82 

18-132 
02-04-82 

18-826 
09-30-83 

18-826 
09-30-83 

18-826 
09-30-83 

19-130 
12-31-83 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 

NC 
09-24-86 

NC 
09-24-86 

NC 
09-24-86 

NC 
09-24-86 

NC 
09-24-86 

NC 
09-24-86 



TABLE, IV, NDA I S APPROVED FR0M 1-]-:H2,. TO 8~.31-85AND.· NDA I SWHHAPPR~PRIAIEPATERT.AND ,EXCLUSIVITY INfORMATION 

ACTIVE INGREDIENT(S) 
SIRENGTHfS) 

'DEiTRO:SE';HEPARINSODUiM 
" ~GM;lJ OOMk; 200 UNlrS/'HlOML 

DEXTROSE; .. HEPARIN SODIUM 
SGM.flOOML; 1,000 UNITS/lOOML 

DEXTROSE; HEPARINSOQIUM 
SGrilt:lqOML; '4; OO@UN:IH/1 OOML 

DEXTROSE'· , HEPA·RIN" SODftiM 
, 5~M/l OQML;' 5, OUO UNHsfl.oOML 

".' ;'/: '"' 

DEXTRost;.HEPARIN SODIUM 
SGt:1Jin::O:Q;ML', 5000 uNITs/moNL 

o,i :':', , O'{, :,,: ~:: ;:~ :';: < : " , ,', ,~ , " , 

IliE~1irif;j@E:·;8Ep'ARTN,SQf):rUM . ',. " 
';~:~iit;i;]'O:O;ML,·; :5,6Jj)0'i:JN~Tsj,1 /!lOML 

"., /',"",' '; , " '" ,/, ,'" 

>,": 

:[)rXTRo~E; .. HEPARIN .s'omUM , 
. ·SGr!l140:@r;\!:J..·;5000,UNITSl,JO'oML 

;, ,'.":~, ' ,.~' <: ~', 0 t " ,', :, 

DEx;timsE;HEPARIN SODIUM 
5GMllOQML.; 10, 000 UNITS/ 100M£: 

TRADE.NA·ME 
WOSAGE,FORM; .'ROHTE) 

HEPA:RIN SOOIUM2; 000 UNHS 
ANElOEXTROSE 5%IN 
PLNS'TIC ,CONTAINER 

(a~5EC;T ABLE;· INJHJ ION) 

I1EPAlUN>,SQDIUM5".000 UNITS 
A'ND"DEXTcROSE .5% IN 

;P.L,ASl'rC CONTAINER 
dr\fJECTAEfLE; ·INJEcnON) 

HEPARIr\fSODIUM:ZO .. OOO .UNITS 
ANO(;BE'l<JR:CrSE ;5~iN . ',. 

" PLASrfCCffNTAINER 
(INJECTABLE; INJECTION) 

'HE~ARt:N 'SO[JH:JM 
"12 50.0 'UN;ITS 
, IN; ~DEXTROSf5% 
(:r:NJ.8G;ftH3LE ;'IN,']E{T ION) 

>ll'lJ;ii~2~·. 
. fIN!JEG~]':tiB'ILE/;,.rNiJEGT.;L@N;) 

:':' "">', ,,:,:,:':":,::"'~',; ':':"~:~: ",",'::,' "' " : 
, HEP'A'R[~, ,SOD;IliM 

. 2a:O~:O;€H\II.rS " 
It:JiiD\r)(TRosjf s:'P. , 

'ir:J:PL.A:ST It;tMtA INER 
(I:t:JlJECM8'£:E; INJECTION) 

HEPARIN SODIUM 
To;obo UNITS 
IN'DElHR@SE 5% 

(INJECTABLE;;' INJECTION) 

APr LICANI.NAM[, 

AM MCGAW/AM HO'SP, 

,'NMN0:, ' 
A~PRUV~!lDAtE 

19~130 
12'-'31'-"83 

NC 
09'-'24':'"86 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTROSE; HEPARIN SODIUM 
5GM/l OOMl; 10,000 UNITSI 1 OOML 

DEXTROSE; HEPARIN SODIUM 
5GM/l00Ml; 10,000 UNITS/l00ML 

DEXTROSE; HEPARIN SODIUM 
5GM/100ML; 10,000 UNITS/l00ML 

DEXTROSE; LIDOCAINE HYDROCHLORIDE 
5GM/l00ML; 800MG/100ML 

DEXTROSE; LIDOCAINE HYDROCHLORIDE 
5GM/l00ML; 800MG/l00ML 

DEXTROSE; LIDOCAINE HYDROCHLORIDE 
5GM/l00ML; 200MG/l00ML 

DEXTROSE; LIDOCAINE HYDROCHLORIDE 
5GM/100ML; 400MG/l00ML 

DEXTROSE; LIDOCAINE HYDROCHLORIDE 
5GM/l00ML; 800MG/l00ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

HEPARIN SODIUM 
10,000 UNITS 
IN DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 
25,000 UNITS 
IN OEXTROSE 5% 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 
25,000 UNITS 
IN DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LIDOCAINE HCL 0.8% 
IN DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LIDOCAINE HCL 0.8% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LIDOCAINE HCL 0.2% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LIDOCAINE HCL 0.4% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

LIDOCAINE HCL 0.8% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

TRAVENOL LABS 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AMHOSP 

IV-39 

NDA NO. 
APPROVAL DATE 

19-339 
03-27-85 

18-911 
01-30-85 

19-339 
03-27-85 

18-388 
11-05-82 

18-'-461 
02-22-82 

18-967 
03-30-84 

18-967 
03-30-84 

18~967 

03-'-30-84 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 

NS 
09-24-86 

NS 
09-24-86 

NS 
09-24-86 

NS 
09-24-86 

NS 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTROSE; MAGNESIUM CHLORIDE; 
POTASSIUM CHLORIDE; 
POTASSIUM PHOSPHATE OIBASIC; 
SODIUM ACETATE . 
5GMll OOMl; 31 MG/ lOOHl; 
130MG/l00Ml; 26MG/l00Hl; 
320MGljOOMl 

DEXTROSE; OXYTOCIN 
5GM/100Ml; 1 USP UNIT/100Ml 

D£XTRO~E; OXYTOCIN 
5GM/l00Ml; 1 USP UNIT/l00Ml 

DEXTROSE; OXYTOCIN 
5GM/lOOMl; 2 USP UNIT/l0Q.Ml 

DEXTROSE; OXYTOCIN 
5GM/100Ml; 2 USP UNIT/l00Ml 

DEXTROSE; POTASSIUM CHLORIDE 
5GM/ lOOMl; 75MG/l OOMl 

DEXTROSE; POTASSIUM CHLORIDE 
5GM/l00Ml; 150MG/l00Ml 

DEXTROSE; POTASSIUM CHLORIDE 
5GM/l00Ml; 220MG/100Ml 

DEXTROSE.; POTASSIUM. CHLORIDE 
5GM/l00ML; 300MG/l00Hl 

TRADE·NAME 
(DOSAGE FORM;. ROUTE) 

ISOLYTE PW/ 
DEXTROSE 5% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

OXYTOCIN 5USP 
UNITS IN DEXTROSE 5% 

(INJECTABLE; INJECTION) 

OXYTOCIN 10 USP 
UNITS IN DEXTROSE 5% 

(INJECTABLE; INJECTION) 

OXYTOCIN 10 USP 
UNITS IN DEXTROSE 5% 

(INJECTABLE; INJECTION) 

OXYTOCIN 20 USP 
UNITS IN DEXTROSE 5% 

(INJECTABLE; INJECTION) 

DEXTROSE 5% AND 
POTASSIUM CHLORIDE 0.075% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5% AND 
POTASSIUM. CHLORIDE 0.15% 
IN. PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5% AND 
POTASSIUM CHLORIDE 0.22% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5% AND 
POTASSIUM CHLORIDE 0.3% 
IN PLASTIC CONTAINER 

(IN;}ECTABlE; INJECTION) 

APPLICANT NAME 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

ABBOTT lABORATORIES 

ABBOTT lABORATORIES 

ABBOTT lABORATORIES 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

AM MCGAW/AM HOSP 

IV-40 

NDA NO. 
APPROVAL DATE 

19-025 
12.,...27~84 

19-.185 
03-29-85 

19'-185 
o 3-29.,...a 5 

19-185 
03-29-85 

19-185 
03-29-85 

18-744 
11-09-'-82 

18-744 
11-09-82 

18..,744 
11-09-82 

18-744 
11-09~82 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM 
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE; 
SODIUM LACTATE 
5GM/100ML; 205MG/100ML; lOOMG/100ML; 
120MG/100ML; 220MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 900MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 75MG/100ML; 900MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 900MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 900MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 300MG/100ML; 900MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 224MG/100ML; 900MG/100ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

DEXTROSE 5% AND ELECTROLYTE 
NO 75 IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
5MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
10MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
10MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
20MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
20MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE 
30MEQ IN DEXTROSE 5% 
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

IV-41 

APPLICANT NAME 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

NDA NO. 
APPROVAL DATE 

18-840 
06-29-83 

19-308 
04-05-85 

19-308 
04-05-85 

19-308 
04-05-85 

19-308 
04-05-85 

19-308 
04-05-85 

19-308 
04-05-85 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV i . NDA '. S APPRO~~D; :R~OWI-J';~2T08-31~85AN9NrrMS ·wnHAPp~O~RI;Att<lpAm~NT~~ND.EXCLU£lVTTY I NFORHAT ION 

ACTIVE INGREDIENT (5) 
STRENGTH(S) 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLQRIDE 
5GM/1 OOMl; 300MG/1 OOMl; 900MG/lOOMl 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE . 
5GM/TOOMl; 150MG/lOOMl; 45.oMGIlOOMl 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100Ml; 224MG1100ML; 450MG/100Ml 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100Ml; 300MG/100Ml; 450MG/100Ml 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 450MGl100Ml 

DEJ(TROSE; POTASSIUM CHLORIDE; SODIUM 
CHtORIDE . 
5GM/1 OOML; 224MG/1O@ML; 450MGl 1 OOMl 

DEXTROSE; POTASSTUM.CHlOR1DE; SODIUM 
CHLORIDE 
5GM/100Ml; 30 0 MG/lOQML; 450MG/1 OOMl 

; DEXTROSE; POTASSIUM Ct~lORIDE;. SODIUM 

·~~~~~~g~L; .150MG!c.tOOMt{.200MG1100ML. 

UADENAME 
WOSAGEFnRM.; lOUTE) 

POMS;SIUM.CHl:ORIDE··· 
.<iOMEQ .rN ·riJEXTROSE5% 
AND iSOOIUMCRLORI DE 
0.9% INF'LASfIC CONTAINER 

(INJECMB'l:E;iNJECTIONj 

DEXTROSE 5%, SODIuM CHLORIDE 
O.4~;% AND. POTASSIUM CHLORIDE 
10MEQ.INPLASTrc CONTAINER 

(INJECTABLE; INJECTHlN) 

DEXTROSE 50/0, SHDIUM CHLQRIDE 
0.45% AND POTASSIuM CHLORlDE 
1SMEQ. IN ·PLASTIC CONTAINER 

(IN.JECTABL E; INJECTION) 

DEXTR.OSES%, SODIUM CHLORIDE 
0.45% AND POTASSIUM CHLORIDE 
20MEQ IN PL.AStiC CONTAINER. 

(INJECTABtE; INJECTION) 

DEXTROSE 5%,. SODIUM CHLORIDE 
0 .. 45%. AND POTASsiuM CHLORIDE 
ZOMEQ TN PLASTIC C'ONTAINER 

(H-IJECTABLE:; INJECTION) 

D.EXIROSE 5'%, SODHJM CHt.ORHiE 
0.45% AND POTASSIuM CHLORIoE 
30MEQiIN ·PLASTIC' CONTAINER 

HN.1E CT ABLE; INJECTION Y 

'DEXT'ROSE5%,'SHI:HUMCHLORIDE . 
6.,;4S%AND'.POTASSrI!JM.CHLOiuDE 
40MEQ. IN PLAsnCCON.TAINER 

(INJEC:t'ABLE; '.I%JE.CTION) 

IJEXif·R:o'gE •. 5'1-, ... ·SJ;WIHM>G.Ht.ORIOE 
O,Z%ANO' PO:z[AssriJM·CHIJOR>FDE 

, .. j~t-1,E#;;:I:6iPJ;~~iT;;f~ .• ~~~+AI<N ER 
(Ir:J;:JE~TA:B·L.E;l'NJECHON ) 

IV-:.42 

APPLICANIN~ME. 

TRAVENOL.~A:BS 

TRAVENOL LABS. 

TRfNENOL LABS 

TRAV5NOLLABS 

RDANQ. 
:>APPROVAL·. DA IE 

19-"S'OS 
Oil:-05',-a'5 

18:';:'566 . 
;Ola~~:(j~83 

,l.1l-506 
0.~::-10",83 

18,-5.66 
02':'10'-83 

'18-"566 
o.il';" 10:'-83 

PATENLND. 
EXP . DATE 

EXCLUSIVITY 
rn.~E . 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 224MG/100ML; 200MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 200MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 224MG/100ML; 200MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 75MG/100ML; 330MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 330MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 224MG/100ML; 330MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 150MG/100ML; 330MG/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100ML; 75MG/100ML; 330MG/100ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.2% AND POTASSIUM CHLORIDE 
15MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.2% AND POTASSIUM CHLORIDE 
20MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.2% AND POTASSIUM CHLORIDE 
30MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
5MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
10MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
15MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
20MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
10MEQ IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

IV-43 

APPLICANT NAME 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

TRAVENOL LABS 

NDA NO, 
APPROVAL DATE 

18-567 
02-16-83 

18-567 
02-16-83 

18-567 
02-16-83 

18-629 
03~23-82 

18-629 
03-23-82 

18-629 
03-23-82 

18-629 
03-23-82 

18-629 
03-23-82 

PATENT NO, 
EXP, DATE 

EXCLUSIVITY 
EXP, DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 ANDNDA'$ WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH! 5 ) 

DEXTROSE;POTASSlUM CHLORIDE; SODIUM 
CHLORIDE 
.5GMI 1 OOMl; 300MGI 1 OOMl; 330MG/1 OOMl 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/100Ml;224MG/10flML; 330MG/100Ml 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM 
CHLORIDE 
5GM/1 OOMl; 300l1GI lOOMl; 330MGI 1 OOMl 

DEXTROSE; THEOPHYllINE 
5GM/100Ml; 40MG/100Ml 

DEXTROSE; THEOPHYLLINE 
5GM/100Ml; 40MG/100Ml 

DExtROSE; THEOPHYLLINE 
5GM/100Ml; 80MG/100ML 

DEXTROSE; THEOPHYllINE 
5GM/100Ml; 80MG/100Ml 

DEXTROSE; THEOPHYllINE 
5GM/100Ml; 160MG/100Ml 

DEXTROSE; THEOPHYllINE 
5GM/100Ml; 160MG/100Ml 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

DEXTROSE 5%, SOOIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 

.20MEQ IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POTASSIUM CHLORIDE 
30MEQ IN PLASTIC CONTAINER 

(INJECTABLE.; INJECnON) 

DEXTROSE 5%, SODIUM CHLORIDE 
0.33% AND POJASSIUM CHLORIDE 
40MEQ INPlASnC CGNTAINER 

(INJECTABLE; INJECTION) 

THEOPHYLLINE IN 
DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

njEoPHYU INE 0.04% 
AND DEXTRD.SE 5% 
INPtASnC CGNTAINER 

( INJECTABLE; ··HlJECTION.) 

THEOPHYLLINE IN 
. DEXTRO,5£· 5%. . 

IN pLASTIC CONTAINER 
(IN..:!ECTABLE;' INJECTION) 

HifOPHYLLINE 0.08% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

THEOPHYLLINE IN 
DEXTROSE 5% 
IN. PLASTIC CONTAINER 
(INJEtTABlE; INJECTION) 

THEOPHYllINE 0.16% 
AND DEXTROSE 5% 
IN PLASTIC CONTAINER 

( INJECTABLE; INJECnON) 

IV-44 

APPLICANT NAME 

TRAVENOL LABS 

TRAVENOl lABS 

TRAVENOl LABS 

ABBOTT lABORATORIES 

AM MCGAW/AM HOSP 

ABBOTT LABORA TOR rES 

AM MCGAW/AM HOSP 

ABBOTT lABORATORIES 

AM MCGAW/AM HOSP 

NOA.NO. 
APPROVAL DATE 

18-629 
03-23-82 

18-629 
03-23-82 

18-629 
03-23-82 

19-211 
12-14-84 

19-083 
11-07-84 

19-211 
12-14-84 

19~083 
11-07-84 

19-211 
12-14-84 

19-083 
11-07-84 

PATENT NO. 
EXP. ·DATE 

EXCLUSIVITY 
EXP. DATI 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP, DATE 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211 
5GM/100ML; 200MG/100ML DEXTROSE 5% 12-14-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.2% AM MCGAW/AM HOSP 19-212 
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 11-07-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211 
5GM/100ML; 400MG/100ML DEXTROSE 5% 12-14-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.4% AM MCGAW/AM HOSP 19-212 
5GM/100ML; 400MG/100ML AND DEXTROSE 5% 11-07-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649 
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82 

(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649 
5GM/100ML; 80MG/100ML IN PLASTIC CONTAINER 07-26-82 

(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LA8S 18-649 
5GM/100ML; 160MG/100ML IN PLASTIC CONTAINER 07-26-82 

(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649 
5GM/100ML; 200MG/100ML IN PLASTIC CONTAINER 07-26-82 

(INJECTABLE; INJECTION) 

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649 
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82 

(INJECTABLE; INJECTION) 

IV-45 



.• :A.eTI\~f~JtNERmU:N,rcS).······ 

.. , ;;S.f:REN.~T:MJS) . 

DIATRTZOATE 
'MEGLUMINE 

30% 

DIATRIZOATE MEGLUMINE; 
DIATR I ZOA IE SOD IUM 
52%.;.8'7.. 

OIATRIZOATE MEGLUMINE; 
DIATRIZOATE SODIUM 
66%;10% 

DIAZEPAM 
2MG 

OIAZEPAM 
5MG 

[) rAzEPAI!I 
l'OMG····· 

DIAZEPAM 
5MG/ML 

DTAZEF!:t\M 
15MG 

DIAzQXIDE. 
15MG!ML 

DICYCLOMINE HYDROCHLORIDE 
lOM.G 

DICYCCOMINE HYDROCHLORIDE 
20MG 

, ,~" ~>' c 

NDA I;S APBROV,EB.· fROM··1~]:~$2·:JO··8~3·1""g5.MD····NBAIS.· ·WIT:H'.APP:R~.~R'l~ktE "PA~EN]· '.A~~:8Xfl.U~;IV'IJY 'INEORMlT:I0N 

. ·JMrrr·NAME. .. 
WO~SA·GfmRM: .. ROWTE} 

RENO-'M-mp 
(INJECTABLE; INJECTION) 

RENOGRAFIN-60 
(INJECTABLE; INJECTION) 

RENOGRAFIN-76 
(INJECTABLE; INJECTION) 

VALIUM 
(TABHT; ORAL) 

VALlUM 
(TABLET; ORAL) 

VALIUM 
(TABLET; ORAL) 

VALIUM . 
(~NJECtABL E; .JNJ E(}:HlN ) 

J~LR:E:LEASE ..••.. "... 
(CAPSULE ,CONTROLLED 
·R:~t;.E~.S.Ei."ORAl.c) 

J;i't'PERSJAT 
(INJECTABLE; . INJECtION). 

BE~'-~I£ , 
(CAPSULE:; ORAL) 

BENTYL 
(CAPSULE; ORAL) 

IV-"46 

ARRLI~AN1:[lAMe.;r: ,j " ~'" 't>.J:j, j ':o~' ,,>,' 

ER SQUIBB AND80t:JS 

ER SQUI8B AND SONS 

ER SQUIBBANb SONS 

HO FfI"iANN-"LA·· ROCHE 

HOEFMANR-tA •. R0CHE 

HOFFMANN7 LA ROCHE.' 

" , ,':':~' 

••. :;N0A.'NO, • 
';~~~ROMAtDAlE 

1.0':':040 
01-08.,..60 

10-040 
08-29"'74 

10-040 
10..:..27 ... 7"2 

. 'r3L 263 
·11-15 ..... 03· 

13:~'6tii 
11~1'sL63· 

l';3:::'20B,' 
. 11f)5'::63 

HOHMA:NN::'LA:ROCI-lE . . 16;..d"87 . " . . ... ' '0:8;,.a4i.66 

HOff:MANN~t~::~~~H~.· .' ...•.•.•.• ····.~~~1~~f31 .. ' 

St'HER:I!iG .;;) 

'. . 
MERRELLg()'WID~Wc"l-lEM 

MERRELLO.oW/OOW CHEM 07'::469 
j()~lS~84 

431689.1 
02-23 .... 99 

431;6897 
02 .... ~3...;99. 

4316$9] 
02...;23-,·99 

4316897 
02-"23..,99 

4316'897 
'O?'-:LJ;"'99 

. E~CLU5IVHY 
EXP,"'OAIE 

1:;-7; 1-8 
09.:.:24...;86 

1-8 
09-24~86 

1-5 
09~24-86 

1-1 
09~24""86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

DICYCLOMINE HYDROCHLORIDE BENTYL MERRELL DOW/DOW CHEM 08-370 
10MG/ML (INJECTABLE; INJECTION) 10-15-84 

DICYCLOMINE HYDROCHLORIDE BENTYL MERRELL DOW/DOW CHEM 07-961 
10MG/5ML (SYRUP; ORAL) 10-15-84 

DIFLORASONE DIACETATE FLORONE UPJOHN 17-741 3980778 
0.05% (CREAM; TOPICAL) 09-14-77 09-14-93 

DIFLORASONE DIACETATE FLORONE UPJOHN 17-994 3980778 
0.05% (OINTMENT; TOPICAL) 03-01-78 09-14-93 

DIFLORASONE DIACETATE DIFLORASONE DIACETATE UPJOHN 19-259 3980778 
0.05% (CREAM; TOPCIAL) 08-28-85 09-14-93 

DIFLORASONE DIACETATE DIFLORASONE DIACETATE UPJOHN 19-260 3980778 
0.05% (OINTMENT; TOPCIAL) 08-28-85 09-14-93 

DIFLUNISAL DOLOBID MS&D/MERCK 18-445 3714226 NCE 
250MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92 

3674870 
07-04-89 

DIFLUNISAL DOLOBID MS&D/MERCK 18-445 3714226 NCE 
500MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92 

3674870 
07-04-89 

DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF 
0.2MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86 

DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF 
0.05MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86 

DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NS 
0.15MG (CAPSULE; ORAL) 09-24-84 05-09-95 09-24-86 

DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF 
O.lMG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86 

DIHYDROERGOTAMINE MESYLATE; EMBOLEX SANDOZ PHARMS/SANDOZ 18-885 4451458 NC 
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE (INJECTABLE; INJECTION) 11-30-84 05-29-01 11-30-87 
0.5MG/0.5Ml; 2500 UNITS/O.5ML; 4402949 
5.33MG/O.5ML 09-06-00 

IV-47 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

DIHYDROERGOTAMINE MESYLATE; EMBOLEX SANDOZ PHARMS/SANOOZ 18-885 4451458 NC 
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE (INJECTABLE; INJECTION) 11-30-84 05.-29-01 11-30-87 
0.SMG/0.7ML; 5000 UNITS/0.7ML; 4402949 
7.46MG/0.7ML 09-06-:00 

DILTIAZEM HYDROCHLORIDE CAROIZEM MARION LABORATORIES 18-602 3562257 NCE 
30MG (TABLET; 'ORAL) 11-'05-82 02-09-88 11-05-92 

DILTIAZEM HYDROCHLORIDE CARDIZEM MARION LABORATORIES 18-602 3562257 NCE 
60MG (TABLET; ORAL) 11-05-82 02-09-88 11-05-92 

DIMETHYL SULFOXIDE RIMSO-50 RESEARCH INDUSTRIES 17-788 3549770 
50% (SOLUTION; URETHRAL) 04-04-78 12-22-87 

DINOPROST TROMETHAMINE PROSTIN F2 ALPHA UPJOHN 17-434 365.7327 
EO SMG BASElML (INJECTABLE; INJECTION) 11-26-73 04-18,...87 

3706789 
12-.19-89 
3778506 
12-11-90 

DINOPROSTONE PROSTIN E2 UP.JOHN )7-810 3899587 
20MG (StiPPOSITORY; VAGINAL) 08-23:-77 08-12-92 

3598858 
08":'10-88 

DIPIVEFRIN HYDROCHLORIDE PROPINE ALLERGAN PHARMS 18-239 3839584 
O. T% (SOLUTION; OPHTHALMIC) 05-02-80 10-01-91 

3809714 
05-07-91 

DISOPYRAMIDE PHOSPHATE NOR PACE CR SEARLE/SEARLE .PHARMS 18-655 NOF 
EO 100MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86 

RELEASE; ORAL) 

DISOPYRAMIDE PHOSPHATE NORPACE CR SEARLE/SEARLEPHARMS 18-655 NDF 
EO 150MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86 

RELEASE; ORAL) 

DIVALPROEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE 
EO 250MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86 

ORAL) 
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TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTtlru. (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

DIVALPROEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE 
EQ 500MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86 

ORAL) 

DOBUTAMINE HYDROCHLORIDE DOBUTREX ELI LILLY 17-820 3987200 
EQ 250MG BASE/VIAL (INJECTABLE; INJECTION) 07-18-78 10-19-93 

DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 
80MG/ML (INJECTABLE; INJECTION) 07-09-82 

DOPAMINE HYDROCHLORIDE DOPAMINE ELKINS-SINN/AHROBINS 18-398 
80MG/ML (INJECTABLE; INJECTION) 03-22-82 

DOPAMINE HYDROCHLORIDE DOPAMINE HCL BRISTOL LABS/B-M 18-549 
40MG/ML (INJECTABLE; INJECTION) 03-11-83 

DOPAMINE HYDROCHLORIDE DOPAMINE ASTRA PHARM PRODS 18-656 
40MG/ML (INJECTABLE; INJECTION) 06-28-83 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 25MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 50MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 10MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 100MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 75MG BASE (CAPSULE; ORAL) 06-04-76 01-07-86 

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851 
EQ 150MG BASE (CAPSULE; ORAL) 03-15-78 01-07-86 

DOXEPIN HYDROCHLORIDE ADAPIN PENNWALT PHARM 16-987 3420851 
EQ 10MG BASE (CAPSULE; ORAL) 01-31-72 01-07-86 

IV-49 



TABLE ·.IV, NDA'.S .A;PPROMEQJROMl~ 1~82·.·T08::31~85ANDNOA'S ·WITH.APPROPRIAI[,PA;I5Nl,ANa'[XCflU,SI,UW INrnR~IWN 

ACTIVE INGREDIENJ(S) 
. SJRENGTHIS ) 

. DUXEF'IN.H;iQROCH LOR.IDE· 
EQ~$iilG'BASE 

:DOXEPI'Ni~YDRQCHLO.RtbE· 
89~2~G BASE 

DOXE.IUNHYDRO~HLOR'IDE . 
E~l(fOMG BASE 

DOXEPIN.HYDfWCHLORIDE 
.8Q 75MG.BASE 

DOXEP·LN.·HYDROCHLORIDE 
Ei') 'lOMGHASElML 

DRONAEl;lNOL . 
2: 5M(J· ... 

DRONABINOL, 
5MG 

DR0NABINOL 
iO;~(J; 

~~~~~~~N~' 
EPE~t;R~~i;~E; ET LD~CAINE.H¥DROCHLORI.D£ 
O~b:O§Mt;iMC.; 0,5%···· .. '. . 

·T;RAD'ENAME 
(DO$AGEF@:RM.;.ROUTE) 

. A·PA:P·LN 
(;CAp'SElliE; ORAL) 

~ ~, < • i .. 

AIlA.p;I.t-j .. ' 
(CAPSIJLE;. ORAL) 

ADAPJtII 
t(J,\'PSU~E; ORAL) 

ADAPIN., 
(CAPSliiLE; ORAL) 

51NEQIJAN 
(CONC;[tiJr'RATf; ORAL) 

MARINPL , 
(CAPSULE; URAL), 

MARINOL 
(0APS!rJlE; ORAL) 

MltI'NOL. 
:('$~:P'SU~E; '. ORAL) 

,~.¢~~~~~:g~3~i;CAtlJ" 

.dUR~NES:T ,', 

. tl·t'Ut:t;TABt E ; I NiJECTIOtiJ ) 
~; , < ;-: 
;",,/ 

PENNWAL TPHARM 

PENNWALT PHARM 

PENNWALT PHARM 

PENNWALT Pl1ARM 

PFIZER·LABS,,t.PfIZER·· .. 

UNlMED 

lV'-50 

JlrYiA ···'NO··';····· 
···ip~~ovi;l:·'DATE··· ... 

1.5",:9'8:7 
0~.,,3j':':12 

16"..1987 
.Ol-'31,..72 

.16,..987: ... 
.12'::12'-77 

16":;987 
:04':1'5"780 . 

"1,/:,,516. 
~o3":;H,..·'7l4 

)8"7ti5l'H 
(:)5:.:3 '1 ;:.,8:S .... 
'" ., ' , , 

342'08:51 
012.:d1~86 

3420851 .. 
()]-07.,:86 

342'()85.l 
O}':'07.,;86 

342085.~ .. 
01-:(rr"fl.6 .. 

3420851. 
OJ-:07,...S'6 

.• ·~··:~~:~,~g~~.o, ...... 
383957'4< . 

< ·j!9·-0}, •• 9:1 

..... ,B4;§90.";1 .... 
··09:c,Z3::..B6 

35278q 
09:':':08~8i7 

, ' ' : "~\ " 

·H:GLW&IY:IJY 
EXtOA$E' 

NCE 
05-3];:.,90 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17-751 3862321 
0.005MG/ML; 1% (INJECTABLE; INJECTION) 08-30-76 01-21-92 

3812147 
05"':21-91 

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17-751 3862321 
0.005MG/ML; 1.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92 

3812147 
05-21-91 

ERGOLOID MESYLATES HYDERGINE LC SANDOZ PHARMS/SANDOZ 18-706 4366145 NDF 
1MG (CAPSULE; ORAL) 01-18-83 12-'28-99 09-24-86 

ERGOLOID MESYLATES HYDERGINE SANDOZ PHARMS/SANDOZ 18-418 4138565 
1MG/ML (SOLUTION; ORAL) 01-30-81 02-06-96 

ESTRADIOL ESTRACE MEAD JOHNSON/B-M 86-069 4436738 NDF 
0.01% (CREAM; VAGINAL) 01-31-84 03-13-01 09-24-86 

ESTROGENS, CONJUGATED PREMARIN AYERST LABS/AMHO 04-782 NS 
0.9MG (TABLET; ORAL) 01-26-84 09-24-86 

ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTE-21 WYETH LABS/AMHO 18-668 3666858 NC 
0.03MG; 0.15MG (TABLET; ORAL-21) 05-10-82 05-30-89 09-24-86 

3850911 
11-26-91 
3959322 
11-26-91 

ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTE-28 WYETH LABS/AMHO 18-782 3666858 NC 
O. 03MG; O. 15MG (TABLET; ORAL-28) 07-21-82 05-30-89 09-24-86 

3850911 
11-26-91 
3959322 
11-26-91 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 ANDNDA'$ WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(Sl TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH ( Sl (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL-28 WYETH LABS/AMHO 19-190 3666858 NS 
0.03MG; 0.05MG (TABLET; ORAL-28) 11-01-84 05-30-89 11-01-87 
0.04MG; 0.075MG 3850911 
0.03MG; 0.125MG 11-26-91 

3959322 
11-26 ... 91 
3957982 
05-18-93 

ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL-21 WYETH LABS/AMHO 19-192 3666858 NS 
0.03MG; 0.05MG (TABLET; ORAL-21) 11-01-84 05-30-89 11-01-87 
0.04MG; 0.075MG 3850911 
0.03MG; 0.125MG 11"-26-91 

3959322 
11 ... 26"-91 
3957982 
05;..;18"-93 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 10111-21 ORTHO PHARMACEUTICAL 18-354 D'-5 
0.035MG; O.5MG AND lMG (TABLET; ORAL-21) 01'-11...;82 09-24-86 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-'NOVUM 10/11-28 ORTHO PHARMACWf:ICAL 18-354 0~5 
0.035MG; 0.5MG AND IMG (TABtET; (JRAL-28) 01-11~82 09-24-86 

ElHINYL ESTRADIOL; NORETHINDRONE TRI-NORINYL 21-DAY SYNTEX (FP) 18-977 4390531 0-6 
0.035MG; 0.5MG AND IMG ( TABLET; ORAL ...:21) 04-13-84 06-28-00 09...:24-86 

ETHINYL ESTRADIOL; NORETHINDRONE TRI'-'NORINYL 28-DAY SYNTEX (FP) 18-977 4390531 D-6 
0.035MG; O.5MG AND IMG (TABLET; ORAL-28) 04-13-84 06'-28-00 09-24-86 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 7/7/7-21 ORTHO PHARMACEUTICAL 18-985 4530839 0-3 
0.035MG;.G.5MG, 0.75MG AND IMG (TABLET;ORAL-21) 04"04-84 07-23-02 09,..24-86 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 7/7/7-28 ORTHO PHARMACEUTICAL 18-985 4530839 D-3 
O.035MG; 0.5MG, O.75MG ANO IMG (TABLET; ORAL~28) 04-04-84 07--23'-02 09-24-86 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 7/14-21 OR THO PHARMACEUTICAL 19-004 D-4 
0.035MG; 0.5MG AND IMG (TABLET; ORAL-21) 04~04-84 09-24-86 

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 7/14-28 ORTHO PHARMACEUTICAL 19-004 D-4 
0.035MG; 0.5MG AND IMG (TABLET; ORAL-28) 04-04-84 09-24-86 

ETHINYL ESTRADIOL; NORGESTREL OVRAL WYETH LABS/AMHO 16:":'672 3666858 
0.05MG; 0.5MG (TABLET; ORAL-21) 04"-'16-68 05-30-89 

3850911 
11-26-91 
3959322 
1l~26-91 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLI CANT NAME NDANO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE .EXt. DATE EXP. DATE 

ETHINYL ESTRADIOL; NORGESTREL OVRAL-28 WYETH LABSI AMHO 16-806 3666858 
0.05MG; 0.5MG (TABLET; ORAL-28) 11-26-68 05-30-89 

3850911 
11-26-91 
3959322 
11-26-91 

ETHINYL ESTRADIOL; NORGESTREL LOIOVRAL WYETH LABS/AMHO 17-612 3666858 
0.03MG; 0.3MG (TABLET; ORAL-21) 03-17-75 05-30-89 

3850911 
11-26-91 
3959322 
11-26-91 

ETHINYL ESTRADIOL; NORGESTREL LOIOVRAL-28 WYETH LABS/AMHO 17-802 3666858 
0.03MG; 0.3MG (TABLET; ORAL-28) 03-16-76 05-30-89 

3850911 
11-26-91 
3959322 
11-26-91 

ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17-751 3862321 
0.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92 

3812147 
05-21-91 

ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17-751 3862321 
1% (INJECTABLE; INJECTION) 08-30-76 01-21-92 

3812147 
05-21-91 

ETIDRONATE DISODIUM DIDRONEL NORWICH EATON/P&G 17-831 4254114 
200MG (TABLET; ORAL) 09-01-77 03-03-98 

4216211 
08-05-97 
4137309 
01-30-96 
3683080 
08-08-89 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

ETID~ONATE DISODIUM 
400MG 

nOMIOATE 
2MG/ML 

ETOPOSIDE 
20MG/ML 

FENFLURAMINE HYDROCHLORIDE 
60MG 

HNDPROFEN C1ILCIUM 
EO 3ooNG·BASE 

FENOPROHN'CALCIUM 
EQ .200MG BASE 

FEN(~)PROFENCALCIUM 
Eft 600MG,BASE 

FENTANYL CITRATE 
EQ O.o.S.MG B1ISElML 

FENTANYL ClTRIUE 
EQO.05MG BASElML 

fLUMETH1ISONE P IVALA TE 
0.03% . 

FLUNISOLIOE 
0.025MGIINH 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

OIDRONEL 
( TABLET; ORAL) 

AMlDAH 
(rN'JECTABLE; H-lJECTION) 

VE~tS£D' 
(INJECTABLE; INJECTION) 

PONOTMIN 
frABLEJ,;'CONTROtlED 

REI::EtlSE; ORAL) . 

NALFON 
(CAPSULE; ORAL) 

NALfIDN200 
. Ce~P'S81':E: >·oRcAIL ~ 

NA~F()~ 
(TABtEl:; ORAL) 

,FENTANYL CITRATE 
(INJECTABLE; IN,JECTION) 

H:N'TANYL 
(INJECTABLE; INJECTION) 

LOCORTEN 
(CREAM; TOPICAL) 

BRONALIOE 
(1IEROSOL; INH1IL1ITION) 

APPLICANT NAME 

NORWICH EATON/P&G 

ABBOTTLIIBORATORIES 

BRISTOL" L1IBS/B":/'I 

1IH ROBINS 

DIST1IPROOS/LILLY 

DISTA PR00S/ULEY 

OISTAPRQOS/LILLY 

ABBon LABORATORIES 

ELKINS~SINNf;A;HROBINS 

CIBMCIBA~GEIGY 

SYNTEX LABS/SYNTEX 

IV-54 

NDA NO, 
APPROVAL DATE 

17-831 
07~06-84 

18~227 
0·9":07.,:g2 

18.:.768 
i1'-10-83 

16'-'618 
07.,:n:..:.a2 

17-604. 
OJ~ 16-7:6 

1]':"604 
10:::'15+'80 

17i 7JO 
03":].·6.,:16 

19~1l5 
01:-l2-"85 

19 .... "l01 . 
07-11-84 

16-379 
.09-16::"69 

18.,;,.340 '. 
, 08.:..17-84 

PATENT NO. 
EXP. DATE 

4254114 
03-'03:':98 
42362·11. 
08-05:.:.97 
4137309 
01:::30":96 
3683080' 
08"'0'8-89 

3524844 
08:"18":87 

36.00437 
08-,li·,.88 

.36004'37 

.,08"":'17:':88 

36004;37 
ij8:':.17;.:.a~. 

3499016 
03.:..03.:.81 

EXCLUSIVITY 
EXPo DATE 

NS 
09-24-86 

NeE 
09-07-92 

NCE 
.11::"10":93 

NOF 
09_24"-86 

N[jF 
09'-.24-86 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGT.tl.W. (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 18-849 NDF 
0.05%. (SOLUTION; TOPICAL) 04-06-84 09-24-86 

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-908 3888995 
0.05% (CREAM; TOPICAL) 06-30-71 07-13-88 

3592930 
07-13-88 

FLUOCINONIDE VASODERM K-LINE PHARMS 19-117 
0.05% (CREAM; TOPICAL) 06-26-84 

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-909 4017615 
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12-94 

FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SQUIBB AND SONS 16-727 3394131 
25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85 

FLUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER SQUIBB AND SONS 16-110 3394131 
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85 

FLURANDRENOLIDE CORDRAN DISTA PRODS/LILLY 16-455 3632740 
0.004MG/SQ CM (TAPE; TOPICAL) 07-29-69 01-04-89 

FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897 
15MG (CAPSULE; ORAL) 04-07-70 02-23-99 

FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897 
30MG (CAPSULE; ORAL) 04-07-70 02-23-99 

FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369 
20MG (TABLET; ORAL) 05-14-82 

FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369 
40MG (TABLET; ORAL) 05-14-82 

FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370 
40MG (TABLET; ORAL) 02-10-83 

FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370 
20MG (T ABLET; ORAL) 06-26-84 

FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413 
20MG (TABLET; ORAL) 11-30-83 
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ACTIVEINGREDIENTIS) 
STRENGTHIS) 

FUROSEMIDE 
40MG 

FUROSEMIDE 
20MG 

FUROSEMIDE 
40MG 

FUROSEMIDE 
80MG 

FUROSEMIDE 
20MG 

FUROSEMIDE 
40MG 

FUROSEMIDE 
80MG 

FUROSEMIDE 
lOMG/ML 

FUROSEMIDE 
lOMG/ML 

FUROSEMIDE 
80MG 

FUROSEMIDE 
lOMG/ML 

FUROSEMIDE 
lOMG/ML 

FUROSEMIDE 
10MG/ML 

FUROSEMIDE 
40MG 

TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 ANDNDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(INJECTABLE; INJECTION) 

FUROSEMIOE 
(INJECTABLE; INJECTION) 

FUROSEMIDE 
(TABLET; ORAL) 

FUROSEMIDE 
(INJECTABLE; INJECTION) 

FUROSEMIDE 
(INJECTABLE; INJECTION) 

FUROSEMIDE 
(INJECTABLE; INJECTION) 

FUROSEMIDE 
(TABLET; ORAL) 

IV-56 

APPLICANT NAME 

ZENITH LABORATORIES 

LEDERLE LABS/AM CYAN 

LEDERLE LABS/AM CYAN 

LEDERLE LABS/AM CYAN 

PARKE-DAVIS/W-L 

PARKE-DAVIS/W-L 

PARKE-DAVIS/W-L 

PARKE-DAVIS/W-L 

LYPHOMED 

CORD LABORATORIES 

NATCON 

ABBOTT LABORATORIES 

WYETH LABS/AMHO 

DRUMMER/PHOENIX 

NDANO. 
APPROVAL DATE 

18:";413 
11":30-83 

18-415 
07-27-82 

18-415 
07-27-82 

18-415 
11-26-84 

18-419 
01-31-83 

18.,..419 
01-31-83 

18-419 
11-13-84 

18~20 
02-26-82 

18-507 
07-30-82 

18-569 
08-14-'84 

18~579 

11-30-83 

18~667 

05-28-82 

18-670 
07-20-82 

18.::.750 
07-30-84 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO, EXCLUSIVITY 
STRENGTH( S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753 
20MG (TABLET; ORAL) 02-28-84 

FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753 
40MG (TABLET; ORAL) 02-28-84 

FUROSEMIDE FUROSEMIDE BARR LABORATORIES 18-790 
40MG (TABLET; ORAL) 11-29-83 

FUROSEMIDE FUROSEMIDE ROXANE LABORATORIES 18-823 
20MG (TABLET; ORAL) 11-10-83 

FUROSEMIDE FUROSEMIDE ROXANE LABORATORIES 18-823 
40MG (TABLET; ORAL) 11-10-83 

FUROSEMIDE FUROSEMIDE KALAPHARM 18-868 
20MG (TABLET; ORAL) 06-28-83 

FUROSEMIDE FUROSEMIDE KALAPHARM 18-868 
40MG (TABLET; ORAL) 06-28-83 

FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779 
20MG (TABLET; ORAL) 05-07-74 04-13-99 

FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779 
40MG (TABLET; ORAL) 07-01-66 04-13-99 

FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779 
80MG (TABLET; ORAL) 04-24-78 04-13-99 

FUROSEMIDE LASIX HOECHST-ROUSSEL 17-688 4324779 
10MG/ML ( SOLUTION; ORAL) 03-08-77 04-13-99 

FUROSEMIDE LASIX HOECHST-ROUSSEL 16-363 4324779 
10MG/ML (INJECTABLE; INJECTION) 03-20-68 04-13-99 

FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 18-902 
10MG/ML (INJECTABLE; INJECTION) 05-22-84 

FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 19-036 
10MG/ML (INJECTABLE; INJECTION) 08-13-84 
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ACTIVE INGREDIENT(SJ 
STRENGTH(S) 

GEMF IBROZI L 
200MG 

GEMF I BROZI L 
300MG 

GLIPIZIDE 
5MG 

GLIPIZIDE 
10MG 

GLYBURIDE 
1.25MG 

GLYBURIDE 
2.5MG 

GLYBURIDE 
5MG 

TABLE IV. NDA I S APPROVED FROM 1-1-"82 TO 8-31-85 AND. NDA I S WITH APPROPRIATLPATENTAND EXCLUSIVITY INFORMA nON 

TRADE NAME 
(DOSAGE FORM;. ROUTE) 

L0PID 
(CAPSULE; ORAL) 

L:OPTD 
(CAPSULE; ORAL) 

GUlCOTROL 
(TABLET; ORAL) 

GLUCOTROL 
(TABLET; ORAL) 

MICRONASE 
(TABLET; ORAL) 

MICRONASE 
(TABLET; ORAL) 

MICRONASE 
(TABLET; ORAL) 

APPLICANT NAME 

PARKE-DAVTS/W.:.;.t 

PARKE-DAVI'S/WA'L 

ROERIG/PPIIER 

ROERIG/PPIZER 

UPJOHN 

UPJOHN 

UPJ0HN 

IV-58 

·NDANO. 
APPROVAL DATE 

18"""422 
12-21-81 

18..;422 
12-21-81 

11-7"83 
05-08-84 

17-183 
05-08"'-84 

17-498 
05-01-84 

17-498 
05":01-84 

·17..:,49.8 
05-01-84 

PATENT NO, 
EXP ,DATE 

3614836 
01-04-89 

3614836 
01-04~89 

3669966 
04-21-92 

3669966 
04-21-92 

3426061 
04-21-92 
3454635 
04-21-92 
3501954 
04-21"""92 
3501961 
04-21-92 

3426061 
04-21-92 
345463.5 
04-21-92 
3501954 
04'-21-92 
3501961 
04-21-92 

3426067 
04-21-92 
3454635 

·04,..21-92 
3501954 
04-2i-92 
3507961 
04-21.,-92 

EXCLUSIVITY 
.EXP. DATE 

NCE 
05-08-94 

NeE 
05-08-94 

NCE 
05-01-94 

NCE 
05-01-94 

NeE 
05-01-94 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(~) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

GL YBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE 
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94 

3454635 
04-21-92 
3507961 
04-21-92 
3507954 
04-21-92 
4060634 
09-07-93 

GL YBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE 
2.SMG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94 

3454635 
04-21-92 
3507961 
04-21-92 
3507954 
04-21-92 
4060634 
09-07-93 

GL YBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE 
SMG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94 

3454635 
04-21-92 
3507961 
04-21-92 
3507954 
04-21-92 
4060634 
09-07-93 

GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE 
EQO.1MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92 

4110438 
08-29-95 

IV-59 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT{ 5) TRADE NAME APPLICANT NAME NDA.NO. PATENT NO. EXCLU~IVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

GONADORELIN HYDROCHLORIDE fACTREL AYERST LABS/AMHO 18"-123 3947569 NeE 
EQ 0.2MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30:"93 09-30-92 

4110438 
08-29..:95 

GONADORHIN HYDROCHLORIDE fACTREL AYERST LABS/AMHO ~8'-123 3947569 NCE 
EQ 0.5MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03.;..30:..93 09-30-92 

4110438 
08-29-95 

GONADOTROPIN, CHORIONIC CHORIONIC GONADOTROPIN CARTER-GLOGAU LABS 17-016 
2,000 UNITS/VIAL (INJECTABLE; INJECTION) 12-27-84 

GONADOTROPIN, CHORIONIC CHORIONIC GONADOTROPIN CARTER-GLOGAU LABS 17-016 
15,000 UNITS/VIAL (INJECTABLE; INJECTION) 02-15-85 

GUANABENZ ACETATE WYTENSIN WYETH LABS/AMHO 18-587 3658993 NCE 
EQ 4MG BASE (TABLET; ORAL) 09-07-82 04-25-89 09-07-92 

GUANABENZ ACETATE WYTENSIN WYETH LABS/AMHO 18-587 3658993 NCE 
EQ 8MG BASE (TABLET; ORAL) 09-07-82 04-25":89 09-07-92 

GUANADREL SULfATE HYLOREL UPJOHN 18-104 3547951 NeE 
lOMG (TABLET; ORAL) 12-29-82 12-15-87 12-29-92 

GUANADREL SULfATE HYLOREL UPJOHN 18-104 3547951 NCE 
25MG (TABLET; ORAL) 12-29-82 12-15-87 1Z-29-92 

HALAZEPAM PAXIPAM SCHERING 17-736 3429874 
20MG (TABLET; ORAL) 09-24-81 02-25-86 

HALAZEPAM PAXIPAM SCHERING 17_736 3429874 
40MG (TABLET; ORAL) 09-24-81 02-25-86 

IV-60 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 
0.5MG (TABLET; ORAL) 04-12-67 04-15-86 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 
1MG (TABLET; ORAL) 04-12-67 04-15-86 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 
2MG (T ABLET; ORAL) 04-12-67 04-15-86 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 
5MG (TABLET; ORAL) 04-16-74 04-15-86 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 
10MG (TABLET; ORAL) 04-16-74 04-15-86 

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 NS 
20MG (TABLET; ORAL) 02-02-82 04-15-86 09-24-86 

HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-922 3438991 
EO 2MG BASElML (CONCENTRATE; ORAL) 04-12-67 04-15-86 

HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-923 3438991 
EO SMG BASElML (INJECTABLE; INJECTION) 05-18-71 04-15-86 

HEPARIN SODIUM HEPARIN LOCK FLUSH INVENEX LABS/LIFE 17-029 
10 UNITS/ML (INJECTABLE; INJECTION) 05-06-82 

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-911 
100 UNITS/ML; 4.SMG/ML IN SODIUM CHLORIDE 0.45% 01-30-85 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-916 
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-31-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,500 UNITS ABBOTT LABORATORIES 18-916 
5,000 UNITS/100ML; 450MG/l00ML IN SODIUM CHLORIDE 0.45% 01-31-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 
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TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA' SWITH APPROPRLAlE. PATENT. ANBUCWSIVITY INFORMATION 

ACUVEINGREDIENT ( S) 
.STRENGTH(S) 

HEPARIN SODIUM; SODIUM CHLORIDE 
5,.0.00 UNITS/l ODML; 45·DMG/1DOML 

HEPARIN SODIUM; SODIUM CHL.oRIDE 
l.o,Da.o UNITS/1DOML; 450MG/lO.oML 

HEPARIN SODIUM; SODIUM CHLORIDE 
10., . .00'0' UNITSll.o.oML; 45.oMGllO.oML 

HEPARIN S.oDIUM; SODIUM CHL.oRIDE 
1.0,.0.0.0 UNITS/1DDML; 450MG/1.o.oML 

HEPARIN SODIUM; S.oDIUM CHL.oRIDE 
2.00 UNITS/1DDML; 9DOMG/1D.oML 

HEPARIN SODIUM; SODIUM CHLORIDE 
2.0.0 UNITS/l.oDML; 9DOMG/1 DOML 

HEPARIN SODIUM; SODIUM CHLORIDE 
20.0 UNHS/1DDML; 9.o.oMG/l.oOML 

HEPARIN SODIUM; SODIUM CHLORIDE 
2.00 UNITS/1DOML; 90DMG/1DOML 

TRADE NAME 
(DOSAGE· FORM;· ROUTE) 

HEPARIN SODIUM ~5,OD0· UNITS 

~·~~~~~~~C C~~~~!~~E~' 45% 
(INJECTABLE; INJECTION) 

HEPAIHN SODIUM 10 ;0.00 UNITS 
INSOIilIUM CHLO'RIDE il.45% 

(JI'jJEpABLE; INJECTI.oN) 

HEPARIN SODIUM 1.0,.0.0.0 UNITS 
IN SODIUM CHLORIDE .0.45% 
IN PLASTIC C.oNTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 25,.0.0.0 UNITS 
IN SODIUM CHLORIDE .0.45% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 1.0.0.0 UNITS 
IN SODIUM CHLORIDE .0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM. 1 . .0.0.0 . UNITS 
AND SODIUM CHLORIDE .0.9% 
I~.PLASTIC CONTAINER 

( INJ Ecr ABLE; INJ ECTlON) 

HEPARIN SODIUM. 2 . .0.0.0 UNITS 
IN SODIUM CHLORIDE .0.9% 
IN PLAST IC CONTAINER 

(INJECTABLE; •. · INJ ECT ION) 

HEPARIN SODIUM 2.0.00 UNITS 
AND SODIUMCHLOR IDED. 9% 
IN PLASTIC C.oNTAINER 

(INJECTABLE; INJECTION) 
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APPLICANT NAME 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

TRAVENOt . LABS 

AM MCGAW/AM HOSP 

TRAVENOL LABS 

NDANO •. 
APPROVAL.DATE 

18-916 
.01-31""84 

18~9.11 
:Ol-3D~85 

18-'916 
.o1~31-84 

18'-916 
.01-31".84 

19-.042 
.03-29-85 

18~609 
.04:':'28-82 

1·9~.o42 
.03':"2·9:...85 

18~6.o9 
04;-28:':'82 

PATENT NO. 
EXP.DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(Sl 

HEPARIN SODIUM; SODIUM CHLORIDE 
500 UNITS/looML; 900MG/lo0ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
1,000 UNITS/l00ML; 900MG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
1,000 UNITS/l00ML; 900MG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
5,000 UNITS/l00ML; 90oMG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
5,000 UNITS/loOML; 90oMG/looML 

HEPARIN SODIUM; SODIUM CHLORIDE 
10,000 UNITS/l00ML; 900MG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
10,000 UNITS/l00ML; 900MG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
5,000 UNITS/l00ML; 90oMG/l00ML 

HEPARIN SODIUM; SODIUM CHLORIDE 
5,000 UNITS/100ML; 90oMG/lo0ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

HEPARIN SODIUM 5000 UNITS 
AND SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 5000 UNITS 
IN SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 5000 UNITS 
IN SODIUM CHLORIDE 0.9% 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 12,500 UNITS 
IN SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 
25,000 UNITS 
IN SODIUM CHLORIDE 0.9% 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 10,000 UNITS 
IN SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 10,000 UNITS 
IN SODIUM CHLORIDE 0.9% 

(INJECTABLE; INJECTION) 

HEPARIN SODIUM 12,500 UNITS 
IN SODIUM CHLORIDE 0.9% 
(INJECTABLE; INJECTION) 

HEPARIN SODIUM 25,000 UNITS 
IN SODIUM CHLORIDE 0.9% 
(INJECTABLE; INJECTION) 

APPLICANT NAME 

TRAVENOL LABS 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

AM MCGAW/AM HOSP 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 
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NDA NO. 
APPROVAL DATE 

18-609 
04-28-82 

18-916 
01-31-84 

19-042 
03-29-85 

18-916 
01-31-84 

19-135 
03-29-85 

18-916 
01-31-84 

18-911 
01-30-85 

18-911 
01-30-85 

18-911 
01-30-85 

PATENT NO. 
EXP. DATE 

EXCLUSIVITY 
EXP. DATE 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,000 UNITS ABBOTT LABORATORIES 18-916 
5,000 UNITS/l00ML; 900MG/l00ML IN SODIUM. CHLORIDE 0.9% 01-31-84 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

HEXACHLOROPHENE TURGEX XTTRIUM LABS 19-055 
3% (SOLUTION; TOPICAL) 11-30-84 

HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 50/25 GEIGY/CIBA-GEIGY 18-303 3876802 NC 
METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92 12-31-87 
25MG; 50MG 3998790 

12-21-93 

HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 100/25 GEIGY/CIBA-GEIGY 18-303 3876802 NC 
METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92 12-31-87 
25MG; 100MG 3998790 

12-21-93 

HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 100/50 GEIGY/CIBA-GEIGY 18-303 3876802 NC 
MEfOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92 12-31-87 
50MG; 100MG 3998790 

12-21-93 

HYDROCHLOROTHIAZIDE; INDERIDE LA 80/50 AYERST LABSIAMHO 19-059 
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07-03-85 
50MG; 80MG RELEASE; ORAL) 

HYDROCHLOROTHIAZIDE; INDERIDE LA 120/50 AYERST LABS/AMHO 19-059 
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07'-03-85 
50MG; 120MG . RELEASE; ORAL) 

HYDROCHLOROTHIAZIDE; INDERIDE LA 160/50 AYERST LABS/AMHO 19-059 
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07-03-85 
50MG; ·160MG RELEASE; ORAL) 

HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE TIMOLIDE MS&D/MERCK 18-061 3655663 
25MG; 10MG ( TABLET; ORAL) 12-11-81 04-11-89 

4238485 
12-09-97 

HYDROCHLOROTHIAZIDE; TRIAMTERENE MAXZIDE MYLAN PHARMS 19-129 4444769 NS 
50MG; 75MG (TABLET; ORAL) 10-22-84 04-24-01 10-22-87 
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TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

HYDROCORTISONE ACETATE CORTI FOAM REED&CARNRICK PHARMS 17-351 NDF 
10% (AEROSOL; RECTAL) 02-10-82 09-24-86 

HYDROCORTISONE BUTYRATE LOCOID OWEN LABS/DERM PRODS 18-795 NP 
0.1%, (CREAM; TOPICAL) 01-07-83 09-24-86 

HYDROCORTISONE BUTYRATE LOCOID OWEN LABS/DERM PRODS 19-106 NP 
0.1% (OINTMENT; TOPICAL) 07-03-84 09-24-86 

HYDROCORTISONE VALERATE WESTCORT WESTWOOD PHARMS 18-726 NDF 
0.2% (OINTMENT; TOPICAL) 08-08-83 09-24-86 

HYDROMORPHONE HYDROCHLORIDE DILAUDID-HP KNOLL PHARMACEUTICAL 19-034 NCE 
10MG/ML (INJECTABLE; INJECTION) 01-11-84 01-11-94 

HYDROXYUREA HYDREA ER SQUIBB AND SONS 16-295 3968249 
500MG (CAPSULE; ORAL) 12-07-67 07-06-93 

IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 1-2 
300MG (TABLET; ORAL) 09-19-74 09-24-86 

IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 1-2 
400MG (TABLET; ORAL) 09-19-74 09-24-86 

IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 1-2 
600MG (TABLET; ORAL) 03-09-79 09-24-86 

IBUPROFEN RUFEN BOOTS PHARMACEUTICAL 18-197 1-2 
400MG (TABLET; ORAL) 05-19-81 09-24-86 

IBUPROFEN RUFEN BOOTS PHARMACEUTICAL 18-197 1-2 
600MG (TABLET; ORAL) 03-05-84 09-24-86 

INDAPAMIDE LOZOL USV PHARMACEUTICAL 18-538 3565911 NCE 
2.5MG (TABLET; ORAL) 07-06-83 02-23-88 07-06-93 

INDOMETHACIN INDOCIN MS&D RES LABS/MERCK 17-814 3644630 NDF 
50MG (SUPPOSITORY; RECTAL) 08-13-84 02-22-89 09-24-86 

3849549 
11-19-91 
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TABLE IV. NDA '5 APPROVED FROM 1-1-82 TO 8-31-85 AND NDA '5 WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT (5) 
STRENGTH(S) 

ISOTRETINOIN 
40MG 

KETOC0 NAZOLE 
200MG 

lABETALOL HYDROCHLORIDE 
200MG 

LABETALOL HYDROCHLORIDE 
300MG 

LABETALOL HYDROCHLORIDE 
400MG 

LABETALOL HYDROCHLORIDE 
5MG/ML 

LABETALOL HYDROCHLORIDE 
100MG 

LABETALOL HYDROCHLOR![}E 
200MG 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

ACCUTANE 
(CAPSULE; ORAL) 

NIZORAL 
(TABLET; ORAL) 

NORMODYNE 
(TABLET; ORAL) 

NORMODYNE 
(TABLET ; ORAL ) 

NORMODYNE 
(TABLET; ORAL) 

NORMODYNE 
(INJECTABLE; INJECTION) 

T.RANDATE 
(TABLET; ORAL) 

TRANDATE 
(TABLET; ORAL) 
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APPLICANT NAME 

HOFFMANN4A ROCHE 

JANSSEN PHARMA 

SCHERING 

SCHERING 

SCHERING 

SCHERING 

GLAXO 

GLAXO 

NDA NO. 
APPROVAL DATE 

18-662 
05-07':"82 

18-533 
06-12-81 

18-687 
08-01-84 

18-687 
08-01-84 

18-687 
08-01-84 

18-686 
08-01-84 

18..,.716 
05-24-85 

18-716 
08-'-01-84 

PATENT NO. 
EXP.DATE 

4200647 
04-29-97 
4322438 
03..:30..:99 
4464394 
08-07,..01 

4335T25 
06-15-99 

4012444 
03..:.15-94 
4066755 
01-03-95 

4012444 
03-15":94 
4066755 
01-03-95 

4012444 
03-15-94 
4066755 
01-"03-95 

4012444 
03.;:.15-94 
4066755 
01-03-95 
4328213 
05-04'-99 

4012444 
03-15-94 
4066755 
01-03-95 

4012444 
03-15-94 
4066755 
01-03-95 

EXCLUSIVITY 
EXP I DATE 

NeE 
05-07-92 

1,..25. 
09"-24--'86 

NCE 
08-01-94 

NCE 
08-01-94 

NCE 
08":'01-94 

NCE 
08-01-94 

NCE 
08-"01-94 

NCE 
08-'01-94 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTHW (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE 
300MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94 

4066755 
01-03-95 

LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE 
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94 

4066755 
01-03-95 

LACTULOSE CEPHULAC MERRELL DOW/DOW CHEM 17-657 3461204 
10GM/15ML ( SYRUP; ORAL) 03-25-76 08-12-86 

3867524 
02-18-92 
3860708 
01-14-92 
3860707 
01-14-92 
3562388 
02-09-88 
3558774 
01-26-88 

LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WHLCOME 18-342 NDF 
EQ 5MG BASE (TABLET; ORAL) 07-08-83 09-24-86 

LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WELLCOME 18-342 NDF 
EQ 25MG BASE (TABLET; ORAL) 07-08-83 09-24-86 

LEUPROLIDE ACETATE LUPRON TAP PHARMACEUTICALS 19-010 NCE 
1MG/0.2ML (INJECTABLE; INJECTION) 04-09-85 04-09-90 

LITHIUM CARBONATE LITHOBID C I BA/CI BA-GEl GY 18-027 4264573 
300MG (TABLET; CONTROLLED 04-27-79 04-28-98 

RELEASE; ORAL) 

LITHIUM CARBONATE LITHANE MILES PHARMS/MILES 18-833 
300MG (TABLE; ORAL) 07-18-85 

LITHIUM CARBONATE LITHIUM CARBONATE ROXANE LABORATORIES 18-558 
300MG (TABLET; ORAL) 01-29-82 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

LITHIUM CARBONATE 
45DMG 

LOPERAMIDE HYDROCHLORIDE 
2MG 

LOPERAMIDE HYDROCHLORIDE 
lMG/SML 

LORAZEPAM 
2M(i/ML 

LORAZEPAM 
4MG/ML 

LOXAPINE HYDROCHLORIDE 
EQ 5DMG BASE/ML 

LOXApINE HYDROCHLORIDE 
EQ.2SMG BASE/ML 

LOXAPINE.SUCCINATE 
EQ5MGBASE 

LO,XAPINE SUCCINATE 
EQ rDMG BASE 

LOXAPINE SUCCINATE 
EQ25MG BASE 

LOXAPINE SUCCINATE 
EQ 5DMG BASE 

MAFENIDE ACETATE 
EQ 85MG BASEIGM 

MAGNESIUM ACETATE TETRAHYDRATE; POTASSIUM 
ACETATE; SODIUM CHLORIDE 
32MG/TOOML; 128MG/l0DML; 234MG/1DDML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

ESKALITH CR 
(TABLET, CONTROLLED 
R~LEASE; ORAL) 

IMOnIUM . 
(CAPSULE; ORAL) 

IMODIUM 
(SOLUTION; ORAL) 

ATIVAN 
(INJECTABLE; INJECTION) 

AHVAN 
(INJECTABLE; INJECTION) 

LOXITANE 
(INJECTABLE; INJECTION) 

LOX I TANE 
(CONCENTRATE; ORAL) 

LOXITANE 
(CAPSULE; ORAL) 

LOXITANE 
(CAPSULE; ORAL) 

LOXITANE 
(CAPSULE; ORAL) 

LOXITANE 
(CAPSULE; ORAL) 

SUUAMY:LON 
(CREAM; TOPICAL) 

PLASMA~L YTE 56 IN PLASTIC 
CON1AINER 

{INJEC;TABLE; INJECTION) 

APPLICANT NAME 

SK&F LABORATaRIES 

JANSSEN PHARMA 

JANSSEN PHARMA 

WYETHLABS/AMHO 

W.YETHLABS/AMHO 

LEDERLE LAB SIAM CYAN 

LEDERLE LABS/AMCYAN 

LEDERLE LABS/AM CYAN 

LEDERLE LABS/AM CYAN 

LEDERL[ LABS/AM CYAN 

LEDERLE LABS/AM CYAN 

WINTHROPLABS/STERL 

TRAVENOL LABS 

NDA NO. 
APPROVAL DATE 

18-152 
03-29-82 

17-694 
12'-28-76 

19-0.37 
0.7-31-84 

18'-140. 
07~;25-8D 

'18-l'4D 
D}~,25':'8D 

18-0.39 
lQ,-26 ... 7g 

17~658 
DS-D4-76 

17-525 
10~25-77 

17'-525 
0.2-25-75 

17-525 
0.2'-'2.5-75 

17-525 
0.2-25-75 

16-763 
0.1'-24..,.69 

19-047 
D6~15-84 

PATENT NO. 
EXP. DATr 

3714159 
0.1-30.-90. 

3714159 
0.1-30-90. 

40.17616 
0.4-12-94 

40..17616 
0.4.-12'-94 

3540226 
12..c08~87 

3546226 
12'-0.8'-37 
404980..9 
0.9-:-20.'-"94 

3.546226 
12'-08-87 

3546226 
12-0.8-87 

3546226 
12-.0.8-87 

3546226 
12-'0.8-87 

3497599 
0.1-26-88 

EXCLUSIVITY 
EXP. DATE 

NS 
0.9-24-86 

I-3D 
0.9-24-86 

NOF 
0.9-24'-86 

NC 
0.9-:,24-86 



TABLE IV, NDA'~ APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'~ WITH APPROPRIATE PATENT AND EXCLU~IVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAl DATE EXP, DATE EXP, DATE 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; ISOLYTE S PH 7.4 IN PLASTIC AM MCGAW/AM HOSP 19-006 NC 
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM CONTAINER 04-04-84 09-24-86 
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE; (INJECTABLE; INJECTION) 
SODIUM PHOSPHATE, DIBASIC 
30MG/100ML; 37MG/100ML; 0.82MG/1OOML; 
370MG/100ML; 530MG/100ML; 500MG/100ML; 
lZMG/l00ML 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIO$OL IN PLASTIC ABBOTT LABORATORIES 17-637 NC 
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86 
GL lJrONA TE (SOLUTION; IRRIGATION) 
30MG/IOOML; 37MG/100ML; 222MG/100ML; 
526MG/l00ML; 502MG/100ML 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 18-406 NC 
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86 
GLUCONATE (SOLUTION; IRRIGATION) 
30MG/100ML; 37MG/l00ML; 2Z2MG/l00ML; 
526MG/100ML; 502MG/l00ML 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOLYTE IN PLASTIC AM MCGAW/AM HOSP 19-024 NC 
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 06-08-84 09-24-86 
GLlICONATE (SOLUTION; IRRIGATION) 
30MG/l00ML; 37MG/100ML; 370MG/l00ML; 
5]OMG/l00ML; 500MG/100ML 

MAGN~SrUM CHLORIDE; POTASSIUM CHLORIDE; SYNOVALYTE TRAVENOL LABS 19-326 
SODIUM ACETATE; SODIUM CHLORIDE; IN PLASTIC CONTAINER 01-25-85 
SODIUM GLUCONATE (SOLUTION; IRRIGATION) 
~OMG/IOOML; 37MG/100ML; ]68MG/l00ML; 
5c6MG/100ML; 502MG/1OOML 

MAGNESIUM SULFATE; POTASSIUM CHLORIDE; TIS-U-SOL TRAVENOL LABS 18-508 NC 
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM (SOLUTION; IRRIGATION) 02-19-82 09-24-86 
CHLORIDE; SODIUM PHOSPHATE 
20MG/100ML; 40MG/100ML; 6.Z5MG/10OML; 
800MG/10QML; 8.75MG/l00ML 

MALATHION PR IODERM PURDUE FREDERICK 18-613 NCE 
0.5/'; (LOTION; TOPICAL) 08-02-82 08-02-92 

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201 
25MG (TABLET; ORAL) 12-01-80 08-27-85 
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TABLE IV, NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORIIJA nON 

ACTIVE INGREDIENT(Sl TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) @)AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201 
50MG (TABLET; ORAL) 12-01-80 08--27-85 

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-0543 3399201 NS 
75MG (TABLET; ORAL) 09-30-82 08,..27-85 09-24-86 

MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763178 
1MG (TABLET; ORAl) 06-14-73 10-02-90 

MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763]78 
2MG (TABLET; ORAL) 06-14-73 10-02..,90 

MAZINDOL MAZANOR WYETH LABS/AMHO 17-'980 3763178 
,6MG (TABLET; ORAL) 08-28-80 10--02-90 

MAZIND9L MAZANOR WYETH LABS/AMHO 17-980 3763178 
TMG, (TABLET; ORAL) 02-11-81 10·-02-90 

MEBENDAZ()lE VERI10X JANSSEN PHARMA 17-481 3657267 
100MG (TABLET. CHEWABLE; ORAL) 06-28-74 04-18-89 , 

MEDROXYPROGESTERONf ACETATE DEP()-PROVERA UPJOHN 12-541 4038389 
100MG/ML ' ,." (IN;)ECTABLE; INJECTION) 01-16-76 07--26-94 

MEDROXYPROGESTERON£ ACETATE DEP()-PROVERA UPJOHN 12-541 4038389 
400MG/ML (IN;)ECTABLE; INJECTION) 01-16-76 07--26-94 

MEGLUMINE; METRIZOIC ACID ISOPAQUE-280 WINTHROP LABS/STERL 17-506 3476802 
140.1MG/ML; 461.8MG/ML (INJECTABLE; INJECTION) 04-30-74 11--04-86 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 15-874 3422196 
20MG (TABLET; ORAl) 05-13-74 01-14-86 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 15-874 3422196 
10MG (TABLET; ORAL) 08-08-77 01-·14-86 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 16-402 3422196 
o . 65MG/INH (AEROSOL; INHALATION) 07-31,..73 01-14-86 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 17-571 34,~2196 
10MG/5ML (SYRUP; ORAL) 05-23-75 01-·14-;86 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) iQQSAGE FORM: ROUTE) APPROVAL DATE EXPo DATE EXPo DATE 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 17-659 3422196 
5% (SOLUTION; INHALATION) 09-18-80 01-14-86 

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 18-761 3422196 
O. 6~';' (SOLUTION; INHALATION) 06-30-83 01-14-86 

METHYLDOPA METHYLDOPA CORD LABORATORIES 18-934 
250MG (TABLET; ORAL) 06-29-84 

METHYLDOPA METHYLDOPA CORD LABORATORIES 18-934 
500MG (TAIBLET; ORAL) 06-29-84 

METHYLDOPA ALDOMET MS&D/MERCK 18-389 4404193 
250MG/5ML (SUSPENSION; ORAL) 08-28-81 09-13-00 

METHYLPHENIDATE HYDROCHLORIDE RITALIN-SR CIBA/CIBA-GEIGY 18-029 NDF 
20MG (TABLET, CONTROLLED 03-30-82 09-24-86 

REILEASE; ORAL) 

METOCLOPRAMIDE REGI_AN AH ROBINS 18-821 NDF 
EO 5MG BASEl5ML (SYRUP; ORAL) 3-25,..83 09-24-86 

METOCLOPRAMIDE HYDROCHLORIDE REG I_AN AH ROBINS 17-862 1-12; 1-13; 
EO 5MG BASElML (INJECTABLE; INJECTION) 02-07-79 1-14 

09-24-86 

METOCLOPRAMIDE HYDROCHLORIDE REGLAN AH ROBINS 17-854 1-4 
EO 10MG BASE (TABLET; ORAL) 12-30-80 09-24-86 

METOPROLOL TARTRATE LOPRESSOR GEIGY /CIBA-GEIGY 17-963 3876802 
50MG (TABLET; ORAL) 08-07-78 04-08-92 

3998790 
12-21-93 

METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 17-963 3876802 
100MG (TABLET; ORAL) 08-07-78 04-08-92 

3998790 
12-21-93 

METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 18-704 3876802 NDF 
1MG/ML (INJECTABLE; INJECTION) 03-30-84 04-08-92 09-24-86 

3998790 
12-21-93 
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ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METR I ZAMIDE 
3.75GM/VIAL 

METRIZAMIDE 
6.75GM/VIAL 

METRONIDAZOLE 
500MG 

METRONIDAZOLE 
250MG 

MET RONI DAZO L E 
500MG 

METRONIDAZOLE 
250MG 

METRON IDAZOLE 
500MG 

METRONIDAZOLE 
500MG/l00ML 

METRONIDAZOLE 
250MG 

METRONIDAZOLE 
5DOMG 

METRONIDAZOLE 
250MG 

METRONIDAZOLE 
500MG 

METRONIDAZOLE 
250MG 

TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

TRADE NAME 
illQSAGE fORM; ROUTE) 

AMIPAQUE 
(INJECTABLE; INJECTION) 

AMIPAQUE 
(INJECTABLE; INJECTION) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRYL 
(TABLET; ORAL) 

METRYL 500 
(TABLET; ORAL) 

METRO 1. V. 
(INJECTABLE; INJECTION) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 
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APPLICANT NAME 

WINTHROP LABS/STERL 

WINTHROP LABS/STERL 

ZENITH LABORATORIES 

CHELSEA LABORATORIES 

CHELSEA LABORATORIES 

DRUMMER/PHOENIX 

DRUMMER/PHOENIX 

AM MCGAW/AM HOSP 

CORD LABORATORI [S . 

CORD. LABORATORIES 

DANBURY PHARMACAL 

DANBURY PHARMACAL 

BARR LABORATORIES 

NDA NO, 
APPROVAL DATE 

17-982 
08-23-78 

17-982 
08-23-78 

18-517 
05-0.5-82 

18-599 
09-17-82 

18-599 
02..,.13-84 

18-620 
03...:.04-82 

lB-620 
06-02-83 

18-674 
08..:..31-82 

18:::.740 
10-22-82 

1:8":'" NO 
10-22-82 

18-764 
09...:.17':"82 

18-764 
12-20-82 

18-81B 
02-,16-83 

PATENT NO, 
EXP, DATE 

3701771 
10-31...:.89 

3701771 
10-31-89 

EXCLUSIVITY 
EXP, DATE 

1-26 
09-24-86 

1-26 
09-24-86 



TABLE IV. NDAI~ APPROVED F~!OM 1-1-82 TO 8-31-85 AND NDAI~ ~ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
~TRENGTH(~) llil~AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

METRONIDAZOLE METRONIDAZOLE BARR LABORATORIES 18-818 
500MG (TA,BLET; ORAL) 02-16-83 

METRONIDAZOLE METRONIDAZOLE PAR PHARMACEUTICAL 18-845 
250MG (TABLET; ORAL) 08-18-83 

METRONIDAZOLE PROTO STAT ORTHO PHARMACEUTICAL 18-871 
250MG (TABLET; ORAL) 03-02-83 

METRONIDAZOLE PROTOSTAT ORTHO PHARMACEUTICAL 18-871 
500MG (TA,BLET; ORAL) 03-02-83 

METRONIDAZOLE METRONIDAZOLE ABBOTT LABORATORIES 18-889 
500MG/100ML (INJECTABLE; INJECTION) 11-18-83 

METRONIDAZOLE METRONIDAZOLE IN PLASTIC ABBOTT LABORATORIES 18-890 
500MG/100ML CONTAINER 11-.18-83 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRO I.V. IN PLASTIC AM MCGAW/AM HOSP 18-900 
500MG/l00ML CONTAINER 09-29-83 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRONIDAZOLE ELKINS-SINN/AHROBINS 18-907 
500MG/100ML (INJECTABLE; INJECTION) 03-30-84 

METRONIDAZOLE FLAGYL I.V. RTU SEARLE PHARMS 18-353 1-11 
500MG/l00ML (INJECTABLE; INJECTION) 05-29-81 12-20-87 

METRONIDAZOLE FLAGYL LV. RTU SEARLE PHARMS 18-657 1-11 
500MG/l00ML IN PLASTIC CONTAINER 12-24-81 12-20-87 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRONIDAZOLE PAR PHARMACEUTICAL 18-930 
500MG (TABLET; ORAL) 08-18-83 

METRONIDAZOLE METRONIDAZOLE LNK INTERNATIONAL 19'-029 
250MG (TABLET; ORAL) 04-10-84 
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TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) iQQSAGl FORM~ ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

METRONIDAZOLE FLAGYL I. V. SEARLE PHARMS 18-353 1-11 
HYDROCHLOR IDE (INJECTABLE; INJECTION) 11-28-80 12-20-87 
EQ 50QMG BASE/VIAL 

MICONAZOLE MONISTAT JANSSEN PHARMA 18-040 3717655 1-27 
10MG/ML (INJECTABLE; INJECTION) 10":04-78 02-20-90 09-24-86 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 17-450 3717655 
2% (CREAM; VAGINAL) 01-30-74 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-494 3717655 
2% (CREAM; TOPICAL) 01-30-74 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-739 3717655 
2'" /. (LOTION; TOPICAL) 12-16-75 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONfSTAT 7 ORTHO PHARMACEUTICAL 18-520 3717655 NDF 
100MG (SUIPPOSITORY; VAGINAL) 03-15 ... B2 02-20-90 9-24-86 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT 3 ORTHO PHARMACEUTICAL 18-888 3717655 NS 
200MG (SUPPOSITORY; VAGINAL) 08-15-84 02-20-90 09-24-86 

3839574 
10-01-91 

MINOXIDIL LONITEN UPJOHN 18-154 3461461 
2.5MG (TABLET; ORAL) 10-18-79 08-12-86 
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TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHW (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

MINOXIDIL LONITEN UPJOHN ·18-154 3461461 
lOMG (TABLET; ORAL) 10-18-79 08-12-86 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
5MG (TABLET; ORAL) 07-03-74 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
10MG (TABLET; ORAL) 07-03-74 01-20-87 

MOlINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
25MG (TABLET; ORAL) 07-03-74 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
50M(, (TABLET; ORAL) 01-05-81 01-20-87 

MOLINDONE HYDRO(HLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
100MG (TABLET; ORAL) 01-05-81 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093 
20MG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87 

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8 
O.SMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86 

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8 
lMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
40MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
80MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
l20MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 
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TABU IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE LNGREDL ENHS) 
STRENGTH(S) 

NADOLOl 
N:jOMG 

NADOLOL 
40:MG 

NADOLOL 
80:MG. 

NADOLOL 
120MG 

NADOLOL 
16QMG 

t-J1ilf3tfPI:lINE HYDROCHt.bRHlE 
., JiO!i1GiM L 

·N~~B8P8.IN[ HYDROCHLORIDE 
·20NGfML 

NALl:DIXIC ACID 
250MG 

NALIDixIC ACID 
500MG 

NALIDIXIC ACID 
lGM 

TR,ADENAME 
(DOSAGE FORM; ROUTE) 

CORGARD 
(TABLET; ORAL) 

CORGARD 
(TABLET; ORAL) 

CORGARD 
(TABtET; ORAL) 

CORGARQ 
(TABLET; ORAL) 

CORGARD 
(TABLET; ORAL) 

NUBAIN 
(lN~tCTABLE ;;1 NJECHON) 

NUBAIN 
( IN'JECTAf3U;.INJECTION) 

NEGGRAM 
(TABLET;. OR,AL) 

NEGGRAM 
(TABLET; ORAL) 

NEGGRAM 
(TABLET; ORAL) 
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APPLICANT NAME 

ERSQUIBB AND SONS 

ER SQUIBB AND SONS 

ER SQUIBB AND. SONS 

ER SQUIBB AND SONS 

ER SQUIBB AND SON·S 

DUPONT PI:lA~MSllJl.lpoNr 

DUPONT PHARMSJD:JpoNT 

WINTHROP lAf3Sfst,ERL.· 

WINTHROP LABS/STERL 

WINTHROP LABS/STERL 

NDANO. 
APPROVAL DATE 

18-063 
12-10-79 

18-064 
12-10-79 

18:....064 
12-10:""79 

18"-064 
12-10-79 

18-064 
12-1.0f-79 

18;"024 
0$;..j:5"::'9 

18:...024 
05-272.82 

14-214 
1Z'-27:c...67 

14-214 
03-06...:64 

14-214 
03-06-64 

PATENT NO. 
EXP. DATE 

3982021 
09-21-93 
3935267 
01-27;"93 

.3982021 
09-21-93 
3935267 
01:""27--,93 

3982021 
09-21-'93 
3935·267 
01,...27.:.93 

3982021 
09'-21-93 
3935267 
0.1-27-93 

3982021 
09-'-21-:,93 
3935267 
01.-27...;93 

339~197 
07:c...16:""S5 

3590036 
06,,-29~88 

3590036 
06-29'-88 

3590036 
06-29-88 

EXCLUSIVITY 
EXP .• DATE 

NS 
09-24-86 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

NALIDIXIC ACID 
250MG/5ML 

NALOXONE HYDROCHLORIDE 
0_4MG/ML 

NALOXONE HYDROCHLORIDE 
1MG/ML 

NALOXONE HYDROCHLORIDE; PENTAZOCINE 
HYDROCHLORIDE 
0_5MG; EQ 50MG BASE 

NALTREXONE HYDROCHLORIDE 
50MG 

NAPROXEN 
125MG 

NAPROXEN 
250MG 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

NEGGRAM 
(SUSPENSION; ORAL) 

NARCAN 
(INJECTABLE; INJECTION) 

NARCAN 
(INJECTABLE; INJECTION) 

TALl4IN NX 
(TABLET; ORAL) 

TREXAN 
(TABLET; ORAL) 

NAPROSYN 
(TABt£T; ORAL) 

NAPROSYN 
(TABLET; ORAL) 

APPLICANT NAME 

WINTHROP LABS/STERL 

DUPONT PHARMS/DUPONT 

DUPONT PHARMS/DUPONT 

WINTHROP LABS/STERL 

DUPONT PHARMS/DUPONT 

SYNTEX PR 

SYNTEX PR 
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NDA NO. 
APPROVAL DATE 

17-430 
04-17-73 

16-636 
04-13-71 

16-636 
09-17-84 

18-733 
12-16-82 

18-932 
11-20-84 

17-581 
03-11-76 

17-581 
03-11-76 

PATENT NO. 
EXP. DATE 

3590036 
06-29-88 

4105659 
08-08-95 

3904682 
09-09-92 
3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

3904682 
09-09-92 
3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

EXCLUSIVITY 
EXP. DATE 

0-9, 
0-10, 0-11, 
1-33 
09-24-86 

NS, 0-9, 
0-10, 0-11 
1-33 
09-24-86 

NC 
09-24-86 

NCE 
11-20-89 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLI~ANT NAME NDA NO. PATENT NO. EX~LUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 
375MG (TABLET; ORAL) 07-18-80 09-09-92 

3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 NS 
500MG (TABLET; ORAL) 04-15-82 09':"09-92 09-24-86 

3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

NAPROXEN SODIUM ANAPROX SYNTEX PR 18-164 3998966 
275MG (TABLET; ORAL) 09-04-80 12-21-93 

4001301 
09-09-92 
4009197 
09-09-92 

N IC LOSAMI DE NICLOCIDE MILES PHARMS/MILES 18-669 NCE 
500MG (TABLET, CHEWABLE; ORAL) 05-14-82 05-14-92 

NICOTINE POLACRILEX NICORETTE MERRELL DOW/DOW CHEM 18-612 NCE 
EQ 2MG BASE (GUM, CHEWING; ORAL) 0.1-13_84 01-13-94 

NIFEDIPINE PROCARDIA PFIZER LABS/PFIZER 18-482 3644627 
lOMG (CAPSULE; ORAL) 12-31.-81 02-22-89 

3784684 
01-08-91 

NITROGL YCERIN TRIDIL AM CRITICAL CARE/AHS 18..:.537 NDF 
0.5MG/ML ( INJECT ABLE; INJECTION) 06-16-83 09-24-86 

NITROGLYCERIN NITROSTAT PARKE-DAVIS/W-L 18-588 NDF 
5MG/ML (INJECTABLE; INJECTION) 12-23-83 09-24-86 
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TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

NITROGL YCERIN NITRO-BID MARION LABORATORIES 18-621 NDF 
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86 

NITROGL YCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF 
1MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86 

NITROGL YCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF 
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86 

NITROGL YCERIN NITROL KREMERS-URBAN 18-774 NDF 
0.8MG/ML (INJECTABLE; INJECTION) 01-19-83 09-24-86 

NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE 
2SMG (CAPSULE; ORAL) 12-31-84 12-31-89 

NOHIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NeE 
SOMG (CAPSULE; ORAL) 12-31-84 12-31-89 

NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405 
5MG (TABLET; ORAL) 04-21-82 

NORGE:S fRU OVRETTE WYETH LABS/AMHO 17-031 3666858 
0.075MG (TABLET; ORAL) 10-23-73 05-30-89 

3850911 
11-26-91 
3959322 
11-26-91 

NORfRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305 
EO 10MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305 
EO 25MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305 
EO 10MG BASEl5ML (SOLUTION; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305 
EO 10MG BASEl5ML (SOLUTION; ORAL) 08-01-77 11-25-92 
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TABLE IV. NDA 15 APPROVED FROM 1-1 ~8T TO 8~31-85ANDNDA 15 WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

NORTRIPTYLINE HYDROCHLORIDE 
EQ10HG BASE 

NORTRIPTYLINE HYDROCHLORIDE 
EQ i~MG BASE 

NORTR IPTYLINE HYDROCHLORIDE 
TQT5MGBASE . 

NORTRIPTYLINE HYDROCHLORIDE 
EQ 50MG BAsE 

OXAMNIQU.INE 
2S0MG 

OXPRENOLOL HYDROCHLORIDE 
20MG 

OXPRENOLOL HYDROCHLORIDE 
40MG 

OXPRENOLOL HYDROCHLORIDE 
. 80MG 

OXPRENOLOL HYDROCHLORIDE 
160MG. 

PANCURONLUM BROMIDE 
2MG/Mt 

PANCUR0NTUM BROMIDE 
lNG/ML 

PARAMETHASONE ACETATE 
lMG 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

PAMELPR 
(CAPSULE; ORAL) 

PAMELOR . 
(CAPSULE; ORAL) 

PAMELOR 
(CAPSULE; ORAL) 

PAMELOR 
(CAPSULE; ORAL) 

VANSIL 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

TRASlCOR 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

PAVULON 
(INJECTABLE; INJECTION) 

PAVULON 
.(INJECTABLE; INJECTION) 

HA.LDgONE 
(TABtET; ORAL) 
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APPLICANT NAME 

SANDOZ PHARMS/SANPOZ 

SANDOZ PHARMS/SANDOZ 

SANDOZ PHARMS/SANDOZ 

SANDOZ PHARMS/SANDOZ 

PFIZER LABS/PFIZER 

CIBA/CIBA-GEIGY 

CIBA/CIBA~G£IGY 

CIBA/CIBA-GEIGY 

CIBA/CIBA-GEIGY 

ORGANON/AKZONA 

ORGANON/AKlONA 

ELI LILLY 

NDA NO. 
APPROVAL DATE 

18-013 
08,...01-77 

18-013 
08."'\01-77 

18-013 
06.-14-79 

18-013 
06-14-79 

18-069 
07-23-80 

18-166 
12-28-83 

18-166 
12-28-83 

18-166 
12-28-83 

1.8-166 
12-28-83 

17-015 
10-24-72 

17-015 
09,..14-:73 

12:"'772 
04-17-61 

PATENT NO. 
EXP. DATE 

3922305 
11-25-92 

3922305 
11,..?-5-92 

3922305 
11-25-:92 

3922305 
11-25-92 

3903283 
09-02-92 
3821228 
06-28-91 
3925391 
12-09-92 

3483221 
12-09-86 

3483221 
12-09-86 

3483221 
12-09-86 

3483221 
12-09-86 

3553212 
01-05-88 

355.3212 
01-05-88 

3499016 
03-03-87 

EXCLUSIVITY 
EXP. DATE 

NCE 
12-28-93 

NCE 
12.,...28-93 

NCE . 
12..,.28~93 

NCE 
12-28-93 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016 
2MG (TABLET; ORAL) 04-17-61 03-03-87 

PENTAGASTRIN PEPTAVLON AYERST LABS/AMHO 17-048 3896103 
0.25MG/ML (INJECTABLE; INJECTION) 07-26-74 07-22-92 

PENTAMIDINE ISETHIONATE PENTAM 300 LYPHOMED 19-264 
300MG/VIAL (INJECTABLE; INJECTION) 10-16-84 

PENTAZOCINE LACTATE TALWIN WINTHROP LABS/STERL 16-194 4105659 
EQ :lOMG BASE/ML (INJECTABLE; INJECTION) 07-24-67 08-08-95 

PENIETATE INDIUM DISODIUM, IN-111 MPI INDIUM DTPA IN 111 MEDI-PHYSICS 17-707 NCE 
I r1C IIML (INJECTABLE; INJECTION) 02-18-82 02-18-92 

f'ENTOXIFYLLINE TRENTAL HOECHST-ROUSSEL 18-631 3737433 NCE 
400MG (TABLET, CONTROLLED 08-30-84 06-05-90 08-30-94 

RELEASE; ORAL) 4189469 
02-02-97 

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE PHENERGAN VC WYETH LABS/AMHO 08-604 
HYDROCHLORIDE (SYRUP; ORAL) 04-02-84 
5MG/5ML; 6.25MG/5ML 

PILOCARPINE. HYDROCHLORIDE PILOPINE HS ALCON LABORATORIES 18-796 NDF 
4% (GEL; OPHTHALMIC) 10-01-84 10-01-87 

PIMOZIDE ORAP MCNEIL PHARM 17-473 NCE 
2MG (TABLET; ORAL) 07-31-84 07-31-94 

PINDOLOL VISKEN SANDOZ PHARMS/SANDOZ 18-285 3471515 NCE 
5MG (TABLET; ORAL) 09-03-82 10-07-86 09-03-92 

PINDOLOL VISKEN SANDOZ PHARMS/SANDOZ 18-285 3471515 NCE 
10MG (TABLET; ORAL) 09-03-82 10-07-86 09-03-92 

IV-83 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

PINDOLOL 
15MG 

PIROXICAM 
lOMG 

PIROXICAM 
20MG 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SOD IUM CHLOR 10 E ; 
SODIUM SULfATE 
236GM/BOT; 
2.97GM/BOT; 
6.74GM/BOT; 
5.86GM/BOT; 
22. 74GM/BOT 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

VISKEN 
(TABLET; ORAL) 

fELDENE 
(CAPSULE; ORAL) 

fELDENE 
(CAPSULE; ORAL) 

GOLYTELY 
(POWDER fOR 
RECONSTITUTION; ORAL) 

APPLICANT NAME 

SANDOZ PHARMS/SANDOZ 

PfIZER LABS/PfIZER 

PfIZER LABS/PfIZER 

BRAINTREE LABS 

IV-84 

NDA NO. 
APPROVAL DATE 

18-285 
09-03-,82 

18-147 
04-06-82 

18-147 
04-06-82 

19-011 
07-13-84 

PATENT NO. 
EXP. DATE 

3471515 
10-07-86 

3591584 
07-06-88 
3674876 
07-04-89 
3862319 
01-21-92 
4100347 
07-11-95 
3927002 
12-16-92 
RE29668 
12-10-91 

3591584 
07-06-88 
3674876 
07-04-89 
3862319 
01-21-92 
4100347 
07-11-95 
3927002 
12-16-92 
RE29668 
12-10-91 

EXCLUSIVITY 
EXP, DATE 

NCE 
09-03-92 

NCE 
04-06-92 

NCE 
04-06-92 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
1 LOGM/PACKET; 
1 . 49GM/PACKET; 
3.36GM/PACKET; 
2.92GM/PACKET; 
11.36GM/PACKET 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
227.1 GM/PACKET; 
2.S2GM/PACKET; 
6. 36GM/PACKET; 
5.53GM/PACKET; 
21.5GM/PACKET 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
360GM/PACKET; 
4.47GM/PACKET; 
10.0SGM/PACKET; 
S.76GM/PACKET; 
34.0SGM/PACKET 

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE 
O. 5MG; 1 MG 

TRADE NAME 
(DOSAGE FORM: ROUTEl 

COL YTE 
(POWDER FOR 
RECONSTITUTION; ORAL) 

COL YTE 
(POWDER FOR 

RECONSTITUTION; ORAL) 

COLYTE 
(POWDER FOR 
RECONSTITUTION; ORAL) 

MINIZIDE 
(CAPSULE; ORAL) 

APPLICANT NAME 

EDLAW PREPARATIONS 

EDLAW PREPARATIONS 

EDLAW PREPARATIONS 

PFIZER LABS/PFIZER 

IV-S5 

NDA NO. 
APPROVAL DATE 

lS-983 
10-26-84 

18-983 
10-26-84 

18-983 
10-26-84 

17-986 
06-13-80 

PATENT NO. 
EXP. DATE 

3511836 
05-12-87 
3663706 
05-16-89 
4130647 
12-19-95 

EXCLUSIVITY 
EXP. DATE 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE 
0.5MG; 2MG 

PO~YTHIAZIDE: PRAZOSIN HYDROCHLORIDE 
0.5MG; 5MG 

POTASSIUMACET ATE 
2MEQ/ML 

POTASSIUM CHLORIDE 
8MEQ 

POTASSIUM CHLORIDE 
io.MEQ 

Po.TASSIUM CHLORIDE 
10MEQ 

POTASSIUM CHLORIDE; S().DIUM CHLORIDE 
15o.MG/lOo.ML; 90o.MGll OOML 

P()'TASSTUM CHLORIDE; SODIUM CHLORIDE 
300MG/ FOQMl; 90o.MG/ HJo.ML 

TRADE NAME 
(DOSAGE FORM; ROUTE), 

MINIZIDE 
(CAPSULE; ORAL) 

MINIZIDE 
(CAPSULE; ORAL) 

POTASSIUM ACETATE IN 
PLASTIC CONTAINER 

(INjECTABLE; INJECTION) 

MICRO-K 
(CAPSULE,CONTROLLED 
RELEASE; ORAL) 

MICRO-'K 10 
(CAPSULE, CONTROLLED 

RELEASE; ORAL) 

KLOTRIX 
(TABLET, CONTROLLED 
RELEASE; ORAL) 

SODIUM CHLORIDE 0.9% AND 
POTASSIUM CHLORIDElo.MEQ 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% AND 
P()'TASSIUMCHLORIOE.20MEQ 
INPL'ASHC CONTAINEI~ 

(INJECTABLE; INJECTION) 

IV-86 

APPLICANT NAME 

PFIZER LABS/PFIZER 

PFIZER LABS/PFIZER 

ABBOTT LABORATORIES 

AH ROBINS 

AH ROBINS 

MEAD J().HNS()'N/B~ 

TRAVENOL LABS 

TRAVENOL LABS 

NDA NO, 
APPROVAL DATE 

17-986 
0.6,-13-80. 

17-986 
0.6-13-80. 

18-896 
0.7-20-84 

18-238 
10-17-80. 

18-238. 
0.5-14-84 

17..;.85(). 
05-22-80. 

18-630 
0.2-17-83 

18-630. 
0.2-17-83 

PATENT NO, 
EXP, DATE 

3511836 
0.5-12-87 
366370.6 
0.5-16-89 
4130.647 
12-19-95 

3511836 
05-12-87 
366370.6 
0.5,...16-89 
4130.647 
12-19-95 

4259315 
0.3-31-98 

4259315 
0.3-31-98 

4140.756 
02-20.-96 

EXCLUSIVITY 
EXP, DATE 

NDF 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO. EXCLUSIVITY 
STRENGTH(Sl (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630 
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 20MEQ 02-17-83 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630 
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 40MEQ 02-17-83 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.15% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
2?OMG/100ML; 900MG/100ML POTASSIUM CHLORIOE 0.22% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CITRATE POTASSIUM CITRATE UNIV TX HLTH SCI CTR 19-071 NP 
5MEQ (TABLET; ORAL) 08-30-85 08-30-88 

PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST .LABS/AMHO 18-799 3629425 NDF 
300MG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86 

PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF 
300MG/ML (INJECTABLE; INJECTION) 04-26-83 09-24-86 

PRAZEPAM CENTRAX PARKE-DAVIS/W-L 18-144 NS 
20MG (CAPSULE; ORAL) 05-10-82 09-24-86 

PRAZIQUANTEL BILTRICIDE MILES PHARMS/MILES 18-714 4001411 NCE 
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92 

IV-87 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHIS) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
5MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130647 
12-19-95 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
1MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130£47 
12-19-95 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
2MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130647 
12-19-95 

PROBUCOL LORELCO MERRELL DOW/DOW CHEM 17-535 3576883 
250MG (TABLET; ORAL) 02-01-77 04-27-88 

3862332 
01-21-92 

PROCARBAZINE HYDROCHLORIDE MATULANE HOFFMANN-LA ROCHE 16-785 3520926 
EO 50MG BASE (CAPSULE; ORAL) 07-22-69 07-21-87 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
10MG (TABLET; ORAL) 11-13-67 09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
20MG (TABLET; ORAL) 10-16-74 09-24-86 

PROPRANOLOL HYDROCHLOR1DE INDERAL AYERST LABS/AMHO 16-418 1-10 
40MG (TABLET; ORAL) 11-13-67 09-24-86 

IV;..88 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-41B NS 
60MG (TABLET; ORAL) 10-18-82 09-24-86 

1-10 
09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
80MG (TABLET; ORAL) 10-16-74 09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
80MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 NS 
CJOMG (TABLET; ORAL) 10-18-82 09-24-86 

I-10 
09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
120MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
160MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROTAMINE SULFATE PROTAMINE SULFATE UPJOHN 07-413 NS 
250MGIVIAL (INJECTABLE; INJECTION) 08-02-84 09-24-86 

PROTEIN HYDROLYSATE AM1NOSOL 5% ABBOTT LABORATORIES 05-932 
5% (INJECTABLE; INJECTION) 01-31-85 

PROTIRELIN THYPINONE ABBOTT LABORATORIES 17-638 3746697 
0.5MG/ML (INJECTABLE; INJECTION) 11-05-76 07-17-90 

PROTIRELIN RELEFACT TRH HOECHST-ROUSSEL 18-087 3746697 
0.5MG/ML (INJECTABLE; INJECTION) 07-18-78 07-17-90 

PYRANTEL PAMOATE ANTIMINTH ROERIG/PFIZER 16-883 3644624 
EQ 250MG BASE/5ML (SUSPENSION; ORAL) 12-30-71 02-22-89 

3549624 
12-22-87 

IV-89 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREOIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 18-703 4128658 NCE 
EQ lS0MG BASE (TABLET; ORAL) U6-09-83 12-05-95 06-09-93 

4521431 1-15 
06-04-02 06-28-88 

RANITIDINE HYDROCHLORIDE Z:ANTAC GLAXO 19-'090 4128658 NCE 
EQ 25MG BASElML (INJ.ECTABLE.; INJECTION) 10-19-84 12-05-95 06-09-93 

4521431 
06-04-02 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18~555 3410944 
10MG (TABLET; ORAL) 12-'12-80 11-12-85 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18:"'580 3410944 
10MG/ML (INJECTABLE; INJECTION) 12-12-80 11-12-85 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18-580 3410944 
15MGlML (INJECTABLE; INJECTION) 12-12~80 11-12-85 

SAFFLOWER OIL; SOYBEAN OIL LIPOSYN II 20% ABBOTT LABURATORIES 18-991 NP 
10%; 10% (INJECTABLE; INJECTION) 08-27-84 09-24-86 

SAFFLOWER OIL; SOYBEAN OIL LI POSYN II 10% ABBOTT LABORATORIES 18-997 NP 
5%; 5% (INJECTABLE; INJECTION) 08-27-84 09-24-86 

SARALASIN ACETATE SARENIN NORWICH EATON/P&G 18-009 3932624 
EQO.6MG BASElML (INJECTABLE; INJECTION) 05-29:....81 01-13-93 

3886134 
05-27-92 

SCOPOLAMINE TRANSDERM-SCOP CIBAICIBA,...GEIGY 17-874 4031894 
1.5MG (FILM, CONTROLLED 12-3i-79 06-28"';94 

RELEASE; PERCUTANEOUS) 4262003 
04-14-98 
4436741 
04-14-98 

SELENIUM SULFIDE SELSUN ABBOTT LABS 07 .... 936 1-3 
2 .. 5% (SHAMPOO/LOTION; TOPICAL) 05-17 .... 51 09-24-86 

IV-90 



TABLE IV. NDA'~ APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'~ WITH APPROPRIATE PATENT AND EXCLU~IVITY INFORMATION 

ACTIVE INGREDIENT(~) 
~TRENGTH()) 

SILVER SULFADIAZINE 
1% 

SILVER SULFADIAZINE 
1% 

SINCALIDE 
O.OOSMG/VIAL 

SODIUM ACETATE, ANHYDROUS 
2MEQ/ML 

SODIUM BICARBONATE; 
TARTARIC ACID 
460MG/GM; 420MG/GM 

SOUIUM CHLORIDE 
4S0MG/100ML 

SODIUM CHLORIDE 
9MG/ML 

SODIUM CHLORIDE 
9MG/ML 

SODIUM CHLORIDE 
2.SMEQ/ML 

SODIUM CHLORIDE 
3GM/100ML 

SODIUM CHLORIDE 
SGM/100ML 

SODIUM CHLORIDE 
9MG/ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

SILVADENE 
(CREAM; TOPICAL) 

SSD 
(CREAM; TOPICAL) 

KINEVAC 
(INJECTABLE; INJECTION) 

SODIUM ACETATE IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

BAROS 
(GRANULE; ORAL) 

SODIUM CHLORIDE 0.4S% 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

BACTERIOSTATIC SODIUM 
CHLORIDE 0.9% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 3% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE S% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

MARION LABORATORIES 

TRAVENOL LABS 

ER SQUIBB AND SONS 

ABBOTT LABORATORIES 

MALLINCKRODT 

TRAVENOL LABS 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

TRAVENOL LABS 

TRAVENOL LABS 

ABBOTT LABORATORIES 

IV-91 

NDA NO. 
APPROVAL DATE 

17-381 
11-26-73 

18-578 
02-25-82 

17-697 
07-21-76 

18-893 
OS-04-83 

18-S09 
08-07-85 

18-497 
02-19-82 

18-800 
10-29-82 

18-803 
10-29-82 

18-897 
07-20-84 

19-022 
11-01-83 

19-022 
11-01-83 

19-217 
07-)3-84 

PATENT NO. 
EXPo DATE 

3761S90 
09-24-90 

3839315 
10-01-91 

EXCLUSIVITY 
EXPo DATE 

PP 
09-24-86 

NP 
08-07-88 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND.NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(SI TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLU~IVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218 
9MG/ML IN PLASTIC CONTAINER 07-13-84 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% TRAVENOL LABS 19-319 
900MGIl00ML IN STERILE PLASTIC 05-17-85 

CONTAINER 
(SOLUTION; IRRIGATION) 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19~465 
900MG/100ML IN PLASTIC CONTAINER 07-15-85 

(INJECTABLE; INJECTION) 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
100 UCI (CAPSULE; ORAL) 05-27-82 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
200 UCI (CAPSULE; ORAL) 05~27-82 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
400 UCI (CAPSULE; ORAL) 05-27-82 

SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS 
5MEQ/ML PLASTIC CONTAINER 09-05-84 09-24-86 

(INJECTABLE; INJECTION) 

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIDE ELKINS-SINN/AHROBINS 18-581 
50MG/VIAL (INJECTABLE; INJECTION) 07-28-82 

SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP 
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86 
142MG/ML; 276MG/ML (INJECTABLE; INJECTION) 

SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS 
2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86 

SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512 
3GM/l00ML CONTAINER 05-27-82 

(SOLUTION; IRRIGATION) 

SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465 
10% (INJECTABLE; INJECTION) 06-29-83 

IV-92 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660 
10% (INJECTABLE; INJECTION) 02-26-82 

SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758 
20% (INJECTABLE; INJECTION) 02-15-83 

SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786 
20% (INJECTABLE; INJECTION) 06-29-83 

SOYBEAN OIL LIPOSYN III 10% ABBOTT LABORATORIES 18-969 
10% (INJECTABLE; INJECTION) 09-24-84 

SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970 
20% (INJECTABLE; INJECTION) 09-25-84 

STANOZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 1-28 
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86 

STREPTOZOCIN ZANOSAR UPJOHN 17-961 NCE 
1GM/VIAL (INJECTABLE; INJECTION) 05-07-82 05-07-92 

SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489 
1GM (TABLET; ORAL) 10-30-81 03-11-86 

SULCONAZOLE NITRATE SULCOSYN SYNTEX LABS/SYNTEX 18-738 4055652 NCE 
1% (SOLUTION; TOPICAL) 08-30-85 10-25-94 08-30-90 

SUFENTANIL CITRATE SUFENTA JANSSEN PHARMA 19-050 3998834 NCE 
EO 0.05MG BASE/ML (INJECTABLE; INJECTION) 05-04-84 12-21-93 05-04-94 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-377 RE28636 
400MG; 80MG (TABLET; ORAL) 07-30-73 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM DS HOFFMANN-LA ROCHE 17-377 RE28636 
800MG; 160MG (TABLET; ORAL) 03-01-78 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-560 RE28636 
200MG/5Ml; 40MG/5ML (SUSPENSION; ORAL) 04-16-75 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEDIATRIC HOFFMANN-LA ROCHE 17-560 RE28636 
200MG/5ML; 40MG/5ML (SUSPENSION; ORAL) 12-10-79 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564 
80MG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87 

RE28636 
06-02-87 
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TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGRED lENT (S l TRADE NAME APPLICANT NAME NDA NO. PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlfAMETHOXAZOlE AND DRUMMER/PHOENIX 18-59.8 
400MG; 80MG TRIMETHOPRIM 05-19-82 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlFAMETHOXAZOlE AND DRUMMER/PHOENIX 18-598 
aqoMG; 160MG TRIMETHOPRIM DOUBLE STRENGTH 05-,19-B2 

(TABLET; ORAL) . 

SULFAMETHOXAZOlE; TRIMETHOPRIM SUlFATRIM PEDIATRIC NATl PHARM .MFG/BARRE .18-615 
20dMG/SMl.; 40MG/5Ml (SUSPENSION; ORAL) .01-07...,83 

SULFAM~THOXAZOLE; TRIMETHOPRIM SUlFATRIM NATL PHARM MFG/BARRE 18-615 
200MGISML; 40MGl5ML (SUSPENSION; ORAL) 01...;07-.83 

SULFAMETHOXAZOlE; TRIMETHOPRIM SMZ-TMP BIOCRAFT lABS 18-812 
200MG15ML; 40MG/5ML (SUSPENSION ; ORAL) 01-28-"83 

SUL:RAMETHOXAZOLE; TRIMETHOPRIM SMl.-:TMP PEDIATRIC BIOCRAFTlABS 18-B12 
200MGJ5ML; 40MGl5ML (SUSPENSION; ORAL) 06~10-.83 

SULFAMETHOXAZOLE; TRIMETHOPRIM SULFAMETHOXAZOLE AND DANBURY PHARMACAL 18-852 
400NG; 80MG TRIMETHOPRIM 05-09-83 

(TABLET; ORAL) 

SULfAMETHOXAZOlE; TRIMETHOPRIM SUlFAMETHOXAZOLE AND DANBURY PHARMACAL 18-854 
800MG; ·160MG TRIMETHOPRIM DOUBLE STRENGTH 05"':09-.83 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlFAMETHOXAZOlE & HEATHER DRUG 18-946 
400MG; 80MG TRIMETHOPRIM 08~10-:84 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SULFAMETHOXAZOLE & HEATHER DRUG 18-946 
800MG; 160MG TRIMETHOPRIM 08-10.,-84 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SEPTRA BURROUGHS WElLCOME 17-376 4209513 
400MG; 80MG (TABLET; ORAL) 07...,30:-73 06-24-97 

SULFAMETHOXAZOLE; TRIMETHOPRIM SEPTRA DS BURROUGHS WHlCOME 17~376 4209513 
800MG; 160MG (TABLET; ORAL) 02~12-76 06-24-97 
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TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(~) (DO~AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SULFASALAZINE AZULFIDINE PHARMACIA/PHARMACIA 07-073 NDF 
500MG (TABLET, ENTERIC COATED; 04-06-83 09-24-86 

ORAL) 

SULFASALAZINE SULFASALAZINE BOLAR PHARMACEUTICAL 88-052 NDF 
500MG (TABLET, ENTERIC COATED; 05-24-83 09-24-86 

ORAL) 

SULINDAC CLINORIL MS&D/MERCK 17-911 3654349 
150MG (TABLET; ORAL) 09-27-78 04-04-89 

3725548 
04-03-90 

SULINDAC CLINORIL MS&D/MERCK 17-911 3725548 
200MG (TABLET; ORAL) 09-27-78 04-03-90 

3654349 
04-04-89 

SUTILAINS TRAVASE TRAVENOL LABS 12-828 3409719 
82,000 UNITS/GM (OINTMENT; TOPICAL) 06-12-69 11-05-85 

TAMOXIFEN CITRATE NOLVADEX STUART PHARMS/ICI 17-970 4536516 
EQ 10MG BASE (T ABLET; ORAL) 12-30-77 08-20-02 

TECHNETIUM, TC-99M SODIUM PERTECHNETATE MINITEC ER SQUIBB AND SONS 17-339 1-31 
GENERATOR (SOLUTION; INTRAVENOUS, 06-03-74 09-24-86 
0.22-2.22CI/GENERATOR ORAL) 

TECHNETIUM, TC-99M, ALBUMIN COLLOID MICROLITE MED DIAG/NE NUCLEAR' 18-263 
KIT (INJECTABLE; INJECTION) 03-25-83 
N/A 

TECHNETIUM. TC-99M, DISOFENIN KIT HEPATOLITE MED DIAG/NE NUCLEAR 18-467 NP 
N/A (INJECTABLE; INJECTION) 03-16-82 09-24-86 

TECHNETIUM, TC-99M, GLUCEPTATE KIT TECHNESCAN GLUCEPTATE MS&D/MERCK 18-272 
N/A (INJECTABLE; INJECTION) 01-27-82 

TECHNETIUM, TC-99M, MEDRONATE OSTEOLITE MED DIAG/NE NUCLEAR 17-972 
N/A (INJECTABLE; INJECTION) 12-16-77 

TECHNETIUM, TC-99M, MEDRONATE AMERSCAN AMERSHAM/RADIOCHEM 18-335 
N/A (INJECTABLE; INJECTION) 08-05-82 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8~31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

TECHNETIUM, TC-99M, SUCCIMER KIT MPI DMSA KIDNEY REAGENT MEDI-PHYSICS 17-944 4208398 NP 
N/A (INJECTABLE; INJECTION) 05-18-82 06-17-97 09-24-86 

4233285 
11-11-97 

TERBUTALINE SULFATE BRETHAIRE GEIGY/CIBA-GEIGY 18-762 3937838 NDF 
0.2MGIINH (AEROSOL; INHALATION) 08-17-84 02-10-93 09-24-86 

4011258 
03-'08-94 

TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 18-000 3937838 
0.2MGIINH (AEROSOL; INHALATION) 03-19-85 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRICANYL MERRELL :DOW/DOW CHEM 17-466 3937838 
lMG/ML (INJECTABLE; INJECTION) 03-25-'74 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 17-618 3937838 
2.5MG ( TABLET; ORAL) 04-22-75 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULfATE BRICANYL MERRELL DOW/DOW CHEM 17-618 3937838 
5MG (TABLET; ORAL) 04-22-75 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 17-849 3937838 
2.5MG (TABLET; ORAL) 05-17.-76 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 17-849 3937838 
5MG (TABLET; ORAL) 05-17-76 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 18-571 3937838 
lMG/ML (INJECTABLE; INJECTION) 11-30-81 02-10-93 

4011258 
03-08-94 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLI CANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
~TRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

TERFENADINE SELDANE MERRELL DOW/DOW CHEM 18-949 3806526 NCE 
60MG (TABLET; ORAL) 05-08-85 04-23-91 05-08-90 

3878217 
04-15-92 
3965257 
06-22-93 
3966949 
06-29-93 
4254129 
03-03-98 
4285957 
08-25-98 

THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18-110 NS 
2MCIIML (INJECTABLE; INJECTION) 02-01-82 09-24-86 

THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548 
lMCIIML (INJECTABLE; INJECTION) 12-30-82 

THEOPHYLLINE QUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660 
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01 

ORAL) 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
5MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
10MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
20MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085 
EQ 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97 

3655663 
04-11-89 

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085 
EQ 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97 

3655663 
04-11-89 
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TABLE IV. NDA I S APPROVED fROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORM nON 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

TOCAINIDE HYDROCHLORIDE 
400MG 

TOCAINIDE HYDROCHLORIDE 
600MG 

TOLAZAMIDE 
100MG 

TOLAZAMIDE 
250MG 

TOLAZAMIDE 
500MG 

TOLAZOLINE HYDROCHLORIDE 
25MG/ML 

TOLMETIN. SODIUM 
EQ 200MG BASE 

TOLMETIN SODIUM 
EQ 40BMG BASE 

TRAZODONE HYDROCHLORIDE 
150MG 

TRETINOIN 
0.05% 

TRETINOIN 
0.1% 

TRETINOIN 
0.05% 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUS IVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

TRETINOIN RETIN-A ORTHO PHARMACEUTICAL 17-955 3729568 
0.01% (GEL; TOPICAL) 10-05-78 04-24-90 

4247547 
01-27-98 

TRETINOIN RETIN-A ORTHO PHARMACEUTICAL 17-579 3729568 
0.025% (GEL; TOPICAL) 04-18-75 04-24-90 

4247547 
01-27-98 

TRIAMCINOLONE ACETONIDE AZMACORT WILLIAM H RORER 18-117 3897779 NDF 
0.25MGIINH (AEROSOL; INHALATION) 04-23-83 08-05-92 09-24-86 

3927806 
12-23-92 

TRIAMCINOLONE ACETONIDE KENALOG-H ER SQUIBB AND SONS 86-240 4048310 
0.1% (CREAM; TOPICAL) 06-22-78 09-13-94 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
0.125MG (TABLET; ORAL) 04-26-85 09-14-93 11-15-92 

3987052 
10-19-93 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
0.25MG (TABLET; ORAL) 11-15-82 09-14-93 11-15-92 

3987052 
10-19-93 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
O.SMG (TABLET; ORAL) 11-15-82 09-14-93 11-15-92 

3987052 
10-19-93 

TRILOSTANE MODRASTANE WINTHROP LABS/STERL 18-719 NCE 
30MG (CAPSULE; ORAL) 12-31-84 12-31-89 

TRILOSTANE MODRASTANE WINTHROP LABS/STERL 18-719 NCE 
60MG (CAPSULE; ORAL) 12-31-84 12-31-89 

TRIMETHOPRIM PROLOPRIM BURROUGHS WELLCOME 17-943 NS 
200MG (TABLET; ORAL) 07-14-82 09-24-86 

TRIMETHOPRIM TRIMPEX 200 HOFFMANN-LA ROCHE 17-952 NS 
200MG (TABLET; ORAL) 11-09-82 09-24-86 

IV-99 

-- .. -------- - -- - -- ----



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(SI 
STRENGTH(S) 

TRIMETHOPRIM 
100MG 

TRIMIPRAMINE MALEATE 
EQ100MG BASE 

VECURONIUM BROMIDE 
10MG/VIAL 

VERAPAMIL HYDROCHLORIDE 
80MG 

VERAPAMIL HYDROCHLORIDE 
120MG 

VERAPAMIL HYDROCHLORIDE 
80MG 

VERAPAMIL HYDROCHLORIDE 
120MG 

VERAPAMIL HYDROCHLORIDE 
2.5MG/ML 

VERAPAMIL HYDROCHLORIDE 
2.5MG/ML 

WATER FOR INJECTION, STERILE 
100% 

WATER FOR INJECTION, STERILE 
100% 

TRAOE NAME 
(DOSAGE FORM: ROUTE) 

TRIMETHOPRIM 
(TABLET; ORAL) 

SURMONTIL 
(CAPSULE; ORAL) 

NORCURON (NC-45) 
(INJECTABLE; INJECTION) 

ISOPTIN 
(TABLET; ORAL) 

ISOPTIN 
(TABLEt; ORAL) 

CALAN. 
(TABLET; ORAL) 

CALAN 
(TABLET; ORAL) 

CALAN 
(INJECTABLE; INJECTION) 

CALAN 
(INJECTABLE; INJECT)ON) 

STERILE WATER FOR INJECTION 
IN PLASTIC CONTAINER 

(LIQUID; N/A) 

STERILE WATER IN PLASTIC 
CONTAINER 

(LIQUID; N/A) 

APPLICANT NAME 

BIOCRAFT LABS 

IVES LABS/AMHO 

ORGANON/AKZONA 

KNOLL PHARMACEUTICAL 

KNOLL PHARMACEUTICAL 

SEARLE/SEARLE PHARMS 

SEARLE/SEARLE PHARMS 

SEARLE PHARMS 

SEARLE PHARMS 

TRAVENOL LABS 

TRAVENOL LABS 

IV-l00 

NDA NO. 
APPROVAL DATE 

18-679 
07-30-82 

16-792 
09-15-82 

18-776 
04-30-84 

18-593 
03-08-82 

18-593 
03-08-82 

18-817 
09-10-84 

18-817 
09-10-84 

18-925 
03-30-84 

19-038 
03-30-84 

18-595 
01-17";83 

18-632 
06-30-82 

PATENT NO. 
EXP .. DATE 

3553212 
01-05-88 
4237126 
12-02-97 
4297351 
10-27-98 

EXCLUSIVITY 
EXP. DATE 

NS 
09-24-86 

NCE 
04-30-94 

NR 
09-24-86 

NR 
09-24-86 

NR 
09-24-86 

NR 
09-24-86 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVjJY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DAn; 

WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC ABBOTT LABORATORIES 18-801 
100% CONTAINER 10-27-82 

(LIQUID; N/A) 

WATER FOR INJECTION, STERILE BACTERIOSTATIC WATER IN ABBOTT LABORATORIES 18-802 
100% PLASTIC CONTAINER 10-27-82 

(LIQUID; N/A) 

WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION AM MCGAW/AM HOSP 19-077 
100% IN PLASTIC CONTAINER 03-02-84 

(LIQUID; N/A) 

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE 
5MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92 

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE 
10MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92 

XENON, XE-133 XENON XE 133 MALLINCKRODT 18-327 
10MCI/VIAL (GAS; INHALATION) 03-09-82 

XENON, XE-133 XENON XE 133 MALLINCKRODT 18-327 
20MCI/VIAL (GAS; INHALATION) 03-09-82 

IV-l0l 





SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
6TH EDITION (1985) 

MAIL TO: 

Superintendent of Documents 
Government Printing Office 
Washington, DC 20402 
(202) 783-3238 

DATE: 

PURCHASER: SHIP TO: 
(If different than purchaser) 

CONTACT: TELEPHONE (Include Area Code) 

METHOD OF PAYMENT 

[ ] Charge my GPO Account No. _____ _ 
[ ] Purchase Order Number 
[ J Check enclosed for $ 

(Make check payable to Sup-e-rl~'n~t-en-d~e-n~t-o~f Documents) 

AUTHORIZING DATE: 
SIGNATURE 

DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE 

DOMESTIC @ $103.00 $ 

FOREIGN @ $128.75 $ 

ENTER TOTAL $ 



I, 


