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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

8th EDITION 

CUMULATIVE SUPPLEMENT 7 

JULY 1988 

1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the Approved Drug Products with Therapeutic Equivalence Evaluations, 
8th Edition {the List). The List is composed of foiJr parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter (OTC) drug products that require approved applications 
as a condition of marketing, drug products in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products which have had their approval 
withdrawn for other than safety or efficacy reasons. 

The Cumulative Supplement provides, among other things, information on 
newly approved drugs and, if necessary, revised therapeutic equivalence 
evaluations and updated patent and exclusivity data. The Addendum con­
tains appropriate drug patent and exclusivity information required of the 
Agency by the 11 Drug Price Competition and Patent Term Restoration Act of 
198411 for the Prescripticn, OTC, and Drug Products in the Division of 
Blood and Blood Products Approved Under Section 505 of the Act lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by 
active ingredient name. For those products with multiple active ingre­
dients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name will be displayed to the right of the 
active ingredient name for each product, along with the application number 
and product number ( FDA I s internal file number). A 11 pa tents with their 
expiration dates are di splayed for each application number. Use patents 
are indicated with the symbol 11 U" followed by a number representing a 
specific use. Exclusivity information for a specific drug is indicated by 
an abbreviation followed by the date upon which the exclusivity expires. 
Refer to the Exclusivity Terms section in the Patent and Exclusivity 
Information Addendum for an explanation of all codes and abbreviations. 

iii 



Because all parts of the publication are subject to changes, additions, 
or deletions, the List must be used in conjunction with the most current 
Cumulative Supplement. Users may wish to place an asterisk (*) to the 
left of the ingredient(s} ir. the List to indkate that changes to that 
entry appear in the Cumulative Supplement. 

Drug product information is provided in each Cumulative Supplement for 
completeness to assist in locating the proper place in the List for 
the revision. [Strength(s} which already exist in the List will not be 
repeated for context.] The effective date for the approved drug product 
(the earliest date a product may be marketed) appears, when appropriate, 
to the left of the approval date. 

The presence of any therapeutic equiva1 ence code indicates that the drug 
product is multisource; the deletion of a therapeutic equivalence code 
indicates that the drug product has become :,ingle source. (An infrequent 
exception exists when a therapeutic equivalence code is revised. In that 
case the deletion of the therapeutic equivalence cede is foll owed 
immediately by the addition of the revised one.) 

Additions new to the Prescription Drug Product List, OTC Orug Product 
List, List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >..ML> to the left of the 1 ine on which new 
information. exists. The >_._> symbol is then dro~ped in subsequent 
Cumulative Supplements for that item. A newly approved product is also 
identified by a lozenge ( • ) to the right of its strength which remains 
throughout all Cumulative Supplements for this edition. 

Deletions new to the Prescription Drug Product List, OTC Drug Product 
List, List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >.Jll.L.> (DELETE) to the left of the 1 ine 
containing overstruck print. The >..ILL> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print will remain in 
the Prescription Drug Product List and OTC Drug Product Lists in all 
Cumulative Supplements for this edition. However, the overstruck print in 
the List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
will be dropped in subsequent Cumulative Supplements. 

Products discontinued from marketing or products which have had their 
approval withdrawn for other than safety or effectiveness reasons, will be 
flagged in this Cumulative Supplement with the " a II symbol to designate 
their non-marketed status. All products having a II a" symbol in the 12th 
Cumulative Supplement of the 8th Edition list will then be added to the 
"Discontinued Drug Product List" appearing in the 9th Edition. 

iv 
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1.2 ?ROO~lClS RE:.QUIRING REVISCD LABELING FOR FULL APPROVAL 

0:--ug ,.-.-Jducts in this category (1) initially received apprc,val only on the 
basis -:-,f safety before effectiveness studies w;-:~,'e require1"4s or (2) were 
condit ,ona'i 1./ approved under the temporary eYe,nption that al lowed these 
produ.:e:, to be marketed while effectiveness st:.!dies were being c.onducted. 
Listed below are those drugs which are r.ow required to revise their 
labelir:J and provide additional information n£cessary for fu11 approval on 
the bas:;; of requirements listed in the Federal Register. As approval is 
granted ~Y the Agency for a specific product, based OP additional 
information submitted by the app1 karet, th€ product will be included in 
the appropriate Drug Product List. 

Products 

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

1.3 APPLICANT (NAME) CHANGES 

Federal Ragister Reference 

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

Because it is not practical to identify in the Cumulative Supplement each and 
every product involved when an applicant transfers its entire line of approved 
drug products to another applicant, or when an applicant changes its name, the 
cumulation of these transfers and name changes will be identified in this 
section only. Where only partial approved product lines are transferred 
between applicants, each approved product involved will appear as an applicant 
name ch;.nge in the Cumulative Supplement. 
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1.4 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

_.._ 

This report provides summary counts derived from the product information in the Prescription Drug 
Product List and the current Cumulative Supplement. Products included in the counts are domestically 
marketed drug products approved for both safety and effectiveness under sections 505 and 507 of the 
Federal Food, Drug, and Cosmetic Act. Excluded are approved drug products marketed by di stri bu tors; 
those marketed solely abroad; and those now regarded as medical devices, biologics or foods. 

The baseline column (Dec 1987) refers to the products in the Prescription Drug Product List. For each 
three-month period, a column of quarterly data is added which incorporates counts of product activity 
from the previous quarter(s) with those in the baseline count. 

DEFINITIONS 

Drl;g Product 

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

New Molecular Entity 

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

vi 



CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTI SOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPTIONS 2 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

COUNTS CUMULATIVE BY QUARTER 1 

DEC 1987 MAR 1988 

9709 9528 
2096 (21.6:Cl 1997 (21.0%) 
7613 (78.4%) 7531 ( 79. o:c l 

6691 (68.9%) 6660 ( 69. 9:C l 
848 ( 8,7:C) 770 ( 8,I:C) 

74 c o. 0:c > I 01 < I • 0 > 

349 361 

JUN 1988 

9769* 
1975 (20.2%) 
7!94 (79,8:C> 

6937 < 11. o:o 

2 
378 

757 ( 7. 8:C) 
100 ( I • 0:C ) 

*This number Is Inclusive of products discontinued since December 1987, and any products approved or 
discontinued through July 1988, 
(I) Cumulative counts are calculated from January I, 1988 to, and including, the month Indicated. 
(2) Amino acid-containing products of varying composition <see Introduction, page 1-8 of the List). 
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PRESCRIPTION DRUG PRODUCT UST BEST' MP" iHthi,_ Ult l 
8TH EDITION ' ~v~u u~, f 

CUitJLATIVE SUPPLEH£NT NUH8ER 7 / JAN 188 - JUL'88 

ACETAHINQPHEN; BUTALHTAL i CAFFEINE 

TABLET; ORAL 
BUT'ALBITAL, ACETAMIN'lPHEN AND CAFFEINE 

MIKART SOOHG;SOHG;40MGII 

MAYUALt APAP1 MP CAFFmtl 
Al HALSEY DRUG lll!:!§;~;~ 

ACETAHINQPHENi CODEINE PHOSPHATE 

ELIXIR; ORAL 
H'CAPAP MP CODmtl 

Aa MV K LABS 
/ffi~ 

I W 7rt.t/~rtl.f,~F ---
1 W ~}._ym11 

AA MCNEIL PHARH 

TABLET; ORAL 

IW 

12QHG/5HL;l2HGf5HL 

/Uftldl~JUtkU~/ 

ltl.dtldlR"Jtttk§l~'1 
l2QMG/SHL,12MG/5ML 

> -AU..> ACQ'RJIHOIIHEH MP CODmtE ffl9SIIHATI 
>-AU..> M HALSEY DRUG 1.2!!:!.:!Hfilm!:z 

ACQ'RJIHOPHEH AHP CODmtl ffl9SIIHAU 
AA HUTUAL PHARH ~;.lfil:!§N 

M ~;Etp 

M 

AA 

IW 

PHARHAFAIR 

HCNEIL PHARH 

AA MCNEIL PHARH 

IW 

~.~ 

~.~ 

I. 

iul!!I~ 
HSH§;.z..n 
HSH§;ll!:§ 
HSH§;~ 
H5M§ jfilm!,z 
l 
'j~f1~~, 
~;.z..n 
I 

,1~ 

N89451 001 
HAY 23, 1988 

N89536 001 
FEB 16, 1988 

N87006 001 

l~iddl,1'.dU 
ltWd$HdfJ.I 

N85057 001 

ld,~1}~1iij~~ 
N86549 001 

N8967l 001 
FEB 10, 1988 

N89672 001 
FEB 10, 1988 

N89673 001 
FEB 10, 1988 

N87762 00\ 
DEC 10, 1982 

/~$(+,/d"I 

~rm:~~~::~~ 
~~,~,~~~~~~ 

N85056 001 
N85056 002 
N85056 003 
N85056 004 

/~$d$f>ldd"J.I 
N85055 001 

l~f>d'f.f>lddU 

ACETAMINOPHEN> CODEINE PHOSPHATE 

TABLET; ORAL 
J\'LHL W CODmtlE HO. 2 

AA HCNEIL PHARl1 l!!.!lt!!HllMG 
:rwHOt n n,m, HO. I IMJ tit nr I .lt.lttklJi.ittkl/ 

AA HCNEIL PHARl1 l.2!1H§;l!!M§ 

1mEHOl ~mtl HO • .!t '"'~i r ·,i.1t.1ttklJ,.1ttkl1 AA HCNEIL. PHARl1 l.2!1H§»i!W§ 

ACETAMINOPHEN> HYDROCOQONE 8ITARTRATE 

CAPSULE ; ORAL 
CO-CESIC 

AA CENTRAL PHARMS ~;fil:P 

TABLET; ORAL 
HYQROCODOHI H'J'@IRATI AHQ ACETRJIHOIIHEH 

AA BEECHAM LABS ~•.z.Ji.MG 

AA 

AA 

LUCHEl1 PHARMS 

11IKART 

~;fil:P 

~ .~ 
ACETAMINOPHEN> PROPOXVPHENE NAPSYLATE 

TABLET; ORAL 
PROPO>n'IIIHEHI Ha!llba:IE AHD ACETAMXHOPHEH 

g HALSEY DRUG ,llSH_G ; SOMGDI 

g 65011G;lQ.OMGIII 

g MYLAN PHARMS ~;lQ.OMGIII 

ACETA~LAMIDI; 

TABLET; ORAL 
ACETAZOLAIUQE 

g MUTUAL PHARH llSH§II 

g 250116N 

~ 
g LEDERLE LABS mt!§ 

l 

N85055 002 

l~f>df>f>ldd'J.I 
NSSOSS 003 

l~f>.d'f.f,fdd(t/ 
NSSOSS 004 

N89360 001 
MAR 02, 1988 

N89725 001 
SEP 30, 1987 

N89696 001 
APR 21, 1988 

N89689 001 
JUN 29, 1988 

N72105 001 
MAY 13, 1988 

N72106 001 
HAY 13, 1988 

N72195 001 
FEB 16, 1988 

N89752 001 
JUN 22, 1988 

N89753 001 
JUN 22, 1988 

N08943 001 



ACETAZOLAHIQE SQDIW 

Rl< DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'S& - JUL'S& 

AMINO ACIDS 

2 

INJECTABLE; INJECTION 
MUMPW1JPI IOPM 

!! WAD PHARHS SOQHGMALII 

&ala 
!! LEDERLE LABS SOOH6/VIAL 

ALl!WTERQl SULFATE 

CAPSULE; INHALATION 
VENTOLIN ROTACAPS 

GLAXO 

ALSEROXVLQN 
TABLET; ORAL 

RAUTENSIN 
td,t l~~tl/t/14,/ 

a DORSEY LABS 

AMANTADINE HYQBQCHLQBIDE 
CAPSULE; ORAL 

EQ O, fflG BASEII 

#Na/ 
2116 

> ..RJ.L> /~:BM 'IN" 
> ..RJ.L>/W l~ttJj/~lul /'IJ.IIIJ/ 

lJlms 

>.Jl!.L> 
>..!!IL> lfflAUHI 
>..!!IL> al REID ROHELL 
>..!!IL> 

AMCINQNIQE 
LOTION; TOPICAL 

CYCLOCORT 
LEDERLE LABS 0.1~ 

AMILQRIDE HVDBQCHLORIQEi ID'QBQCHLORQTHJAZIQE 
TABLET; ORAL 

WLOgPJ tteL MP ~I.MfflfflAffl• 
al BARR LABS ~•H.mN 

N69619 001 
JAN 13, 1988 

N09388 001 

Nl9'+89 001 
HAY 04, 1988 

/ttd~#~/ddJ/ 
N09215 001 

,~,~}~::,,~,~~ 
N71000 001 

SEP 04, 1986 

Nl9729 001 
JUN 13, 1988 

N71111 001 
HAY 10, 1988 

Q 

INJECTABLE; INJECTION 
NEOPHAM 6,4i! 
/~1't-Jt~I l~.:~f./ 

a KABIVITRUM 6.4% 

TRAVASOL 10% IN PLASTIC CONTAINER 
BAXTER 10%11 

/)~~111,~~,~~ 
Nl8792 001 

JAN 17, 1984 

Nl8931 004 
APR 27, 1988 

>..!!lll.> AMINO ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID; POTASSIUM 
>..!!lll.> ACETATE> POTASSIUM CHLORIDE; SODIUM ACETATE 

INJECTABLE; INJECTION >..&m.,.> 
>..&m.,.> 
>..&m.,.> 
>..!!lll.> 
>..!!lll.> 
>..!!lll.> 

FREAMINE III 8.5% HI ELECTROLYTES 
KENDALL MCGAH 8.S%,ll0116/lOOML;230116/lOOML; 

AMINQCAPRQIC ACID 
lNJECTABLE; INJECTION 

BJINOCAPRO:EC ACU 
AP ABBOTT LABS 

AHINQHIPPYRATE SODIUM 
INJECTABLE, INJECTION 

WHOHZl'MATIE SODM 
MS&D >..!!lll.> !! 

> ..!!llL > Al? 
>..!!lll.> 

QUAD PHARMS 

AHINQPHYLLINE 
TABLET; ORAL 

AHINOPHVLUNE 
/mil l~M1.~/t.lrl,~/ 
/mil 

a BARR LABS 

a 

10116/lOOML,440116/lOOML; 
69011G/lOOMlJI Nl6822 007 

2SOMG/HL11 

~ 
.2.®I 

/'J.dd!Val 
/M6Na/ 

100116 

200116 

JUL 01, 1988 

N70888 001 
JUN 16, 1988 

NOS619 001 
N89821 001 

JUL 14, 1988 

l~~~i1.11:du 
#~~~14~~6~~~ 
/1.-.;¢/tf :tJ.~~'JI 

N88297 001 
AUG 19, 1983 

N88298 001 
AUG 19, 1983 



8f.S1 AVA\l~\\U 

RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUHBER 7 I JAN'88 - JUL'88 

Wt«>PHYLLINE 
TABLET; ORAL 

AHINOPHVLLINE 
lddll'l~/.tl.lt~tis.! 

VALE CHEM 

AHINQSAUCVLATE SQPIW 

TABLET; ORAL 
TEEBACIN 

/di/ l~t/'4td'l.lt4JI 
ii CNSOL MIDLAND 

n,~, 
lOOMG 

,,,,~, 
SOONG 

&:!IIBJPIYLINE HYDRQCHI.QRIQE 
TABLET; ORAL 

~, -ldA~t;t/ 

~ I 
~ 

Ail HARNER CHILCOTT 
D 
All 
D 
D 
D 

WIBJPJYUNE HYDRQCHLQRIQEi CHLQRQIAZEPQXIDE 
TABLET; ORAL 

CMLCHJA.ZJBRH Ml n:m;,aa.p11 HCL 
All PAR rMARM Eg 12,.ffli BA§E>m:P 

D m:§;DJ:P 

D 

D 

PHARM BASICS Eg 12 • .ffli HH>m:P 

E9 it.ffli IMIHDJ:P 

11¥r.,,'J'Jlddtl 
NM533 001 

l~d:Uidld#I 
N07320 002 

l~'J.4-JjflfJU 
~M~l~?1

1:~~~ 
'-~,~~/'d'd';'z­
~~~'d4:,/'dit~-, 
~~,~~g,~,i~ 

N83939 001 
N83937 001 
Nt\3938 002 
NM957 001 
N85093 001 
N8629S 001 

N7227i' 001 
MAV 09, 1988 

N72278 001 
MAV 09• 1988 

N70477 001 
JAN 12, 1988 

N70478 001 
JAN 12, 1988 

3 

AMQXICJLLIN 
CAPSULE; ORAL 

AMOXmX:LLPI 
Ail CLONMEL CHEMS 

g 

llmP 

~ 

POHDER FOR RECONSTITUTIOtU ORAL 
~ 

g BRSTL MVRS IND }~SMG/5HLIII 

D 25QMG/5MLM 

AHPICILLIN/Af'IPICILLIN TRIHVDRATE 
CAPSULE; ORAL 

fflpml:LLXH 
Ail CLONMEL CHEMS 

g 

IPOLfflLLXH 
Ail BRSTL MYRS IND 

g 

Eg 250MG 8ASE111 

EQ SOOMG BASE• ~­
EQ SOQMG BASE• 

AspJRINi CAFFEINE> QRPHENAQRINE CITRATE 
TABLET; ORAL 

ORPHJNADBJHIE cctlP9UNQ 
g VITARINE ~;J.Qf:!!i>llt!§N 

ORfflWQBJHI cctlllOUNQ QCUBLIII: fflENG'IJ:I 
g VITARINE mt!§;iQm;5!ll:P 

ASPIRIN> CAFFEINE; PRQPQXYPHENE HYDROCHLORIDE 
CAPSULE; ORAL 

/IN 7JB7M~rt;t/ ,~,,~,"8V 
a BANMAX PHARMS 389MG;32.4HG;6SHG 

3 

N62884 001 
FEB 2s. 1988 

N62881 001 
FEB 2S, 1988 

N6288S 001 
MAR 08, 1988 

N6288S 002 
MAR 08, 1988 

N62883 001 
FEB 25, 1988 

N6~882 001 
FEB 25, 1988 

N62888 001 
MAR 04, 1988 

N62888 002 
MAR 04, 1988 

N71564 001 
JUN 23, 1988 

N7156S 001 
JUN 23, 1988 

,l11,1,i,:~~ 
N845S3 002 

AUG 17, 1983 



RX DRUG PRODUCT UST/ CutM.ATIVI: SUPPLEMENT NUHBER 7 / JAN'88 - JUL'88 4 

ASPIBJtli liXRROCOOONE IJI6!IBW BACLQfEN 

TABLET; ORAL TABLET; ORAL 
AZOONE WWEPI 

CENTRAL PHARHS SOOHG;SMGN N8'420 001 >...,UL> M ZENITH LABS litP N72234 001 
JAN 25, 1988 >...,UL> JUL 21, 1988 

>...,UL> 61 ~ N72235 001 
>...,UL> JUL 21, 1988 

ATENQLQL YPBQAL 
M GEIGY PHARMS .lm!i Nl78Sl 001 

TABLET; ORAL LmRQAlz l,ll 
>..A!!L> &IRPWL M GEIGY PHARMS 1m:!!i Nl78Sl 003 
>..A!!L> M ICI PHARMS stP N72303 001 JAN 20, 1982 
>..A!!L> JUL 15, 1988 
>..A!!L> M 1!mtP N72304 001 
>..!Im..> Jul 15, 1988 HNZJ:HIAZIDE 

IIIM'JlH 
>..A!!L> M STUART PHARMS S!S NUS240 001 TABLET; ORAL 
>..A!!L> M 1m!:!i Nl8240 002 BENZTHIAZIOE 

/di/ l~t~Att/ft4f:~/ ,~,~, /t11.'J#U,,J/ 
a PRIVATE FHLTNS SOHG N83206 001 

aTfmelt:I; UfA!E i D;EEENm<IN liXl,lB.m;HLQBIDE 

TABLET; ORAL l!Etlafmflt:li t!;§XL!TE 
>.JU.I_> 

~~-i¢~/tk§~/ 1'.:,i~JJ~/ ltlttJ!t!t1'l# >.JU.I_> TABLET; ORAL 
>..AWL> CARNRICIC. LABS O. 025HG;lHG Nl7744 002 IIHZTROm!I HIIXIAU 

M PAR PHARH L.ltS N88877 001 
APR 11, 1985 

a~aIUIBJl!i §!mlY!::I M lt§ N88894 001 
APR 11, 1985 

INJECTABLE; INJECTION M zm N88895 001 
B&"l'KmPDHI APR 11, 1985 

!e QUAD PHARMS H ;J,OOHG l§EaJal.lll N71056 001 /dJS/ 1'.:~~, ,~~'-ii]ii!i~~ JUN 08, 1988 
~ /dJI/ /J~I ,~,~~~f,~~~~ !e BURROUGHS NELLC H ;s.gn 1maia1. Nl73tl 001 

/di/ U~/ ,~~~fflJi~~l~ 
BACL!,!flEN M PHARH BASICS ~ N892ll 001 

JUN 14, 1988 
TABLET; ORAL M lt!§II N89212 001 

WWPI JUN 14, 1988 
M PHARH BASICS litP N71260 001 M mza N89213 001 

HAY 06, 1988 JUN 14, 1988 
M lllP N7126l 001 

HAY 06, 1988 
M VITA.RINE J&l:!!iN N71901 001 

APR 13, 1988 
a lllP N71902 001 

APR 13, 1988 

0( 



UNZJROPINE HESYbAJE 

RX DRUG PRODUCT LIST/ CUtl.lLATIVE SUPPLEMENT NUNBER 7 / JAN'88 - JUL'88 

BETHANEtHQL CHLORIDE 
TABLET; ORAL 

IHRJ'BOPJ,NI lmlYLAJI 
M QUANTUH PHARHCS ~ 

M 

M 

Id,/ 
Id,/ 
/d,i 

mlllNTDI 
M HS&D 
!A 

n,1 
~,~~ 

J.t§ 

1!S ,,.:~, 
lJ.~I 

#~/ 

~ 
J.t§ 

~;~, 
U.~I 

UIAtlTHASU DIPBQPIONATIE 
LOTION; TOPICAL 

IVffllllWIOHI R~JI 
Al COPLEY PHARH H o.os,; IA§EN 

BETAHETHASQNE VALERATE 
CREAM; TOPICAL 

Q1£1'11Mff 
Al TARO PHARHS 

LOTION; TOPICAL 
fOIT,w::myoHI YALQAII 

1E9 0.1~ USE• 

Al COPLEY PHARN 1E9 0.17. usae 

BETAZQI.E HVDRQCHLQRIQE 
INJECTABLE; INJECTION 

HISTALOG 
> ..JU.L> /f.'J.f.f:J/ l!>~lr'af.l 
>..AWL> a LILLY !SOMG/ML 

N8851'+ 001 
JAN 31, 1984 

N88510 001 
JAN 31, 1984 

N88511 001 
JAN 31, 1984 
l~tf+l~~il 

/)~i.~~~i~ 
o~,i~~~~ 
/J~llJ..:lJ.°16f+I 

N09193 00'+ 
N09193 003 
N09193 002 

'1~::~:~1,,:11, 
,~,~ifJ1~~1, 

N71882 001 
JUN 06, 1988 

N72Ml 001 
JAN 06, 1988 

N71883 001 
APR 22, 1988 

/~.d~$r./t1',J.I 
N09344 001 

INJECTABLE, INJECTION 
llffl:WiRffl'PL CMLWH 

!e QUAD PHARHS ~Ill 

UHCHCH.;Dil 
A!? HS&D ~ 

BREJYLIUH JOSYLATE 
INJECTABLE; INJECTION 

ll)Rfflt.;WH TOSYLAU 
LUITPOLD PHARHS >..AWL> A!? 

>..Alm,_> 
soMG/MLn 

fil)MGIHLM 

15 

A!? QUAD PHARHS 

BROHpHENIRAHJNE HALEATE 
TABLET; ORAL 

IW 'mmw"' !'!ALMI,~/ 
a BARR LABS 4MG 

8\JPJVACAINE HYQRQCHLQRJDE> EPINEPHRINE 
INJECTABLE; INJECTION 

BUPIVACAINE HCL AND EPINEPHRINE 
ABBOTT LABS o.2sx;o,oosHG/Ml.lil 

0.2Si!;0.00SMG/MLN 

0,2Si!;0.00SMG/Ml.lil 

0. Si! ;o. 00SMG/Ml.lil 

0.Si!;0.00SHG/Ml.lil 

0.Si!;0.00SMG/Ml.lil 

0.7Si!;0.00SMG/Hl.lil 

s 

N8981S 001 
APR 12, 1988 

N06S36 001 

N70891 001 
JUL 26, 1988 

N71181 001 
FEB 16, 1988 

/t¥f+~~/~,J./ 
N84468 001 

N71166 001 
JUN 16, 1988 

N7116S 001 
JUN 16, 1988 

N71167 001 
JUN 16, 1988 

N71168 001 
JUN 16, 1988 

N71169 001 
JUN 16, 1988 

N71170 001 
JUN 16, 1988 

N71171 001 
JUN 16, 1988 



RX DRUG PRODUCT UST I CUHULATIVE SUPPLEMENT NUHBER 7 I JAN'88 - .JUL'88 6 

CALCIUM CHLORIDE• DEXJ:BOSE ii HAUSJUM CtJLORlf.Hl i SODIUM 
CHLQRIQEi SODIUM bACJm 

SOLUTION; INTRAPERITONEAL 
PMHQ\L Pl•l W PAD9H ll,B m PLMJ1C PfflIMHD 

AI BAXTER 25.7tfi/lOOHL;3.SGMllOOML> 
1S.2MGflQOML;S67tfi/19QML> 
392H§tl00Ml.lil Nl75l2 010 

NOV Uh 1985 
PMHQ\L n-z W PQD911 a.gm PLAl]JC PfflIMHD 

AI BAXTER 25.7tfi/lOOML;3.SGMllOOML; 
S.O§HGllQOML;S3§MGllQOML; 
'd§HG!lOOMl,lil Nl7512 011 

NOV 18, 1985 
lffl!DIOL W PIIQffllOIJ l,B m PLM'J'D PfflIMHD 

A! AB80TT LABS 25,7tfi/lOOMp3.SGH/lOOML; 
lS,2MG/lQOML;S67tfi/lOOML; 
392MGflOOMl,lil Nl8379 007 

JUN 24, 1988 
P!QIOL•L,M W PAD91J l,B m PLMl'D PfflIMHD 

AI AB80TT LABS 25.7tfi/lQOML;3.5GHllQOML> 
S,Q§MGllOOML;s3SMGllQOML> 
'd§HG!lOOMl,lil Nl8379 008 

JUN~- 1988 

CALCIUM CHLORIDE; HXIROSJ:i POTASSIUM CHLORIDEi SODIUM 
CHLORIDE i SODIUM ucme 

Al! 

INJECTABLE; INJECTION 
DEXTROSE 2.5% IN HALF-STRENGTH LACTATED RINGER'S IN 

PLASTIC CONTAINER 
KENDALL HCGAN lOMG/lOOHL;2.SGH/lOOHL;l!SMGJ'lOOHL; 

300MG/lOOHL; 
l60MG/lOOHI.N Nl9634 001 

FEB 24, 1988 
DEXTROSE 4Y. IN MODIFIED LACTATED RINGER'S IN PLASTIC 

CONTAINER 
KENDALL HCGAN 4NG/lOOHL;4Gl'lllOOHL;6"6/lOOHL; 

120MG/lOOHL;6211G/lOOHI.N Nl9634 002 
FEB 24, 1988 

RIIQffllOII B p LKTAJP men•, m PI.All'D Pl'MHD 
KENDALL HCGAH 29H§tlOOML;SGH/lOOML;39H§tlOOML; 

f>QOH§tlOOML; 
HQHGtlOOMl,lil Nl%34 003 

FEB 24, 1988 

CALCIUM CHLORIDE i PQJASSJUM CHLORIDE;. SODIUM Cltl,ORIQE i SODIUM 
LACTATE 

INJECTABLE; INJECTION P[AJHQ 
.ITU UfflaR•!II :gH PI.Afl'D L • 

LACJ 2QMG/lQQML;3QMG/lQQML,§QOH§tlQQM • Af! KENDALL HCGAH JlOH§tlOOMl.lil Nl9632 001 

CAPWZEPJNE 
TABLET, CHEHABLE; ORAL 

CMMMAJICP'IHE 
61 HARNER CHILCOTT lJ!Q!:P 

IPiJOL 
61 GEIGY PHARHS llQMG 

CEFACLOR 
POHDER FOR RECONSTITUTION; ORAL 

CECLOR 
LILLY EQ 18711G BASE/SHI.N 

CEFAZQLIN SODIUM 
INJECTABLE; INJECTION 
~ 

Al! 

>..AWL> Al! 
>..AWL> 
>..AWL> Al! 
>..AWL> 
>..AWL> Al! 
>..AWL> 
>..AWL> Al! 
>..AWL> 
>..AWL> Al! 
>_Alm,_> 

6 

SK&F LABS 
RlifAZ9L1H !!IOD1'IJM 

BEN VENUE LABS 

EQ 375MG BASE/SHI.N 

EQ SGM BASE/VIAL 

E9 25QMG BASE/VIAL• 

E9 SQQMG BASEIVIA\,lil 

Eg lGM BASEIVIAl,lil 

Eg SGM BASEIVIA\,lil 

EQ lOGM BASE/VIA\,lil 

FEB 29, 1988 

N719'+0 001 
FEB 01, 1988 

Nl8281 001 

N62206 003 
APR 20, 1988 

N6Z206 004 
APR 20, 1988 

N5046l 004 

N6289'+ 001 
JUL 21, 1988 

N6289'+ 002 
JUL 21, 1988 

N6289'+ 003 
JUL 21, 1988 

N6289'+ 004 
.JUL 21, 1988 

N6289'+ 00S 
.JUL 21, 1988 



RX DRUG PROD\ICT LIST/ CUl'IULATIVi: SUPPLEMENT NUHBER 7 I JAN'88 - JUL'88 1 

CEFAZQLIN SOQilt'f CEPHALEXIN HYQRQCHLQBIDE 

INJECTABLE; INJECTIClN TABLET; ORAL 
CIIFA'ZOl.:l:N 9CU\N KEFTAB 

Ae ELKINS SI~ u gsote 1ma1a1.111 N62807 001 LILLY EQ 333MG BASEIII N506l't 003 
JAN 12, 1'88 HAY 16, 1988 

Ae IEI 526 UHaIALa N62807 002 
JAN 12, 1'88 

Ae IEI wt! UHaJA!.111 N62807 003 CEPHRADINE 
JAN 12, 1'88 

AP. Iii &I:! BAsEaJALII N62807 004 CAPSULE ; ORAL 
JAN 12, 1'88 CE!IHRADJ!:IIE 

Ae Eg ;L!J!i!:! BASEalALN N62807 005 M BARR LABS ll!!.t:P N628!SO 001 
JAN 12, 1988 APR 22, 1988 

~ lli ?!l!il:! BASEaIA!.111 N62807 006 M ~ N62851 001 
JAN 12, 1988 APR 22, 1988 

M VITARINE ll!!.t:P N62813 001 
FEB 25, 1988 

ttF9DlIAU DI§mlilt'f M SOOMGIII N62813 002 
FEB 25, 1988 

INJECTABLE; INJECTIClN 
CEFOTAN POHDER FOR RECONSTITUfIClN; ORAL 

STUART PHARNS EQ lOOH BASE/VIALII N50588 003 CElflH!Almtl 
APR 25, 1988 M BARR LABS l25MG/.5HLN N62858 001 

HAY 19, 1988 
M 2SOMG/SML11 N62859 001 

CEPHALIEXIN MAY 19, 1988 

CAPSULE; ORAL 
Hffl&LWH CHLQBDI~Ee.QXIDIE HYQRQCHLQBIDE 

>.AL> M LAMOS ATRAL Ei il:SOHG tm• N62713 001 
>.Aml,_> JUL 15, 1988 CAPSULE; ORAL 
>.AL> M Ill iOOMG Im• N62713 002 §!!!.m!DDZIEPOXEH mu. 
>.Aml,_> JUL 15, 1988 >..m,.> M PIONEER PHARMS llt!§II N89S33 001 

M JEROME STEVi:NS IEi 2SOHG UH• N62870 001 >..m,.> JUL lS, 1988 
HAR 17, 1988 >..m,.> M 15MGN N89S58 001 

M El 52m:!!i IA~E• N62869 001 ,..w...,,I JUL lS, 1988 
HAR 17, 1988 l~t,1.¢/M/.Jf1V 

~-~ ~~~~~~~::~~ M TAG PHARMS !Iii 2sms BASEII N6282l 001 ~ FEB OS, 1988 l~U/tl~~U 
M Eg iR!H:!!i BASEN N62823 001 a PUREPAC PHARH SMG N8!!ilSS 001 

FEB OS, 1988 a lOMG NM939 002 
M VOSHITOHI PHARH !Iii 2SOMG BASIEN N62872 001 i 2SMG N8Sl44 001 

JUN 20, 1988 
~/ftll,,Jf~;t/ ~~:~~l~~~i~ >.A!m,_> M Eg 52m:!!i BASEaa N6287l 001 i; ~-I >.Aml,_> JUL OS, 1988 

I I ltf6-~~~l~~tl 
POHDER FOR RECONSTITUfIClN; ORAL a BAtfW< PHARMS SMG N8Sl07 002 

CJffl&LmH a lOMG N8S009 001 
M TAG PHARMS Ii! HSMG IA§§/SMLII N62873 001 a 2SMG N8Sl08 001 

HAY 23, 1988 
M Iii 2SOHG !lA~aJ:!LN N62867 001 

APR lS, 1988 

7 



RX DRUG PRODUCT UST ✓ C\H.11.ATIVE SUPPLEMENT NUMBER 7 ✓ JAN'U • JIJL'U 8 

CHl,OROJHIMJHi BHHPitt; CHQLESTVRAMINE 

TABLEn ORAL BAR, CHEWABLE; ORAL 
CHLOROTHIAZIDE W RESERPINE CHOLYBAR 

ld'fil ~,~ #t,~Jd.:ii$#/ /tll,{.Uj/jji/ PARKE DAVIS EQ 4811 RESIN/BARN N71621 001 
a BOLAR PHARM 2SOHG;O.USHG NMS.53001 MAY 26, 1988 

EQ 4811 RESIN/BARN N71739 001 
MAY 26, 1988 

CHlOftPHENIRAMINE HALEAJE 
TABLEn ORAL Ctit:m!l:t!GJH HXDBm'iUl!ml~E 

~NLMJlw IW lt¥fJddlddtl CAPSULE; ORAL 
a BARR LABS ltNS N80100 001 CLl.'Oeffl 

>..!12,L> M UPJONN MFG H 7511G BASE N61809 001 
>..!12,L> M U..15QMG BASE N61809 002 

5:;HlOftPROHAZltf; IJXDROCHLORII)£ CLEOCIN HCL 
UPJONN EQ 300MG 8ASEN N50162 003 

INJECTABLE; INJECTION APR 14, 1988 

CH!.OR~I tmL >..!12,L> g~ugL 
6f HARSAH PHARHS 25HG(H\.DI N89563 001 >..!12.L> M VITARINE EQ 72§ BASEN N62910 001 

APR 15, 1988 >..!12,L> JUL 05, 1988 
>...AWL> M EQ l5!!t§ 8ASEN N62910 002 
>...AWL> JUL 05, 1988 

CHl!mJHAUQU 

TABLEn ORAL !:;Llt:mmc1H ~HOSPH6IE 
CH.OlffllAI.DCIHI 

>..ML> M PIONEER PHARHS 9:P N89591 001 INJECTABLE; IM-IV 
>..AWL> JUL 21, 1988 CLDIDAMYml PHO!lll!mll 

6f LOCH PHARHS ~ l5!!t§ BASEIH\.11 N62905 001 
MAY 09, 1988 

CHL9BZQXAZM INJECTABLE; INJECTION 
TABLEn ORAL sa;1HDAHVC:r.H ~!PHAr 

S!H,Ollm>X~ZONI Ae ELKINS SINN EQ l50MG BASEat\.11 N62953 001 

M BARR LABS UmP N89&95 001 APR 21, 1988 
HAY 04, 1988 Ae LEDERLE PARNTLS EQ l50t!§ BASE/HlN N62U9 001 

M CORO LABS ~ N898S2 001 APR 25, 1988 
HAY 04, 1988 !I? LEtffJN en l5!!MG 8ASEatb• N62900 001 

M UmP N89853 001 JUN 08, 1988 
HAY 04, 1988 Ae LYPHOHED EQ l50t!§ BASE/HlN N62747 001 

M LIEHtDI UmP N898S9 001 JUN 03, 1988 
HAY 04, 1988 Ae QUAD PHARHS EQ l5!!MG BASE/HlN N62877 001 

IMMB!,ll Fmil 1B HAR 15, 1988 

M HCNEil PHARM ~ Nll.529 002 Ae SOLOPAK LABS EQ l5!!MG BASE/HLN N62819 001 
JUN 15, 1987 HAR 15, 1988 

Ae EQ l50t!§ BASE/H!,,11 N628!i2 001 
HAR 17, 1988 

?I 



COPY AVAII.A~H 

RX DRUG PRODUCT UST/ ClKJLATIVE SUPPLEMENT NUHBER 7 / JAN'88 - JUL'88 ' 
CLOfIHATE 

CAPSULE; ORAL 
CLOFJWJIE 

Al CORD LABS 

CLQHIPHENE CITRATE 
TABLET; ORAL 

·.JU.L> ,g~?tr~' 
•.JU.L>/W 7'P~tt 
•.JU.L> 
> -AlllL > IQOffllUlli 
> _ilL > Al SERONO LABS 
>_!IUL> 

CLQNIDINE ID'.QRQCHLQRIDE 
TABLET; ORAL 

CLONQPI HCI, 
Al LEDERLE LABS 

M 

M 

M 

M 

M 

HARNER CHUCOTT 

CLQRAZEPATE PJPQTASSIUM 

CAPSULE; ORAL 

~ 

,~ 
st§ 

!LJ!:P 

~ 

!LJ.tP ~· 
~ 

!LJ.tP 

CL.OMZIEPATII: UNIAUWM 
Al CHELSEA LABS ~ 

M L.itP 

M ll.tP 

M PUREPAC PHARH ~ 

M L.itP 

M ll.tP 

N7219l 001 
MAY 02, 1988 

,~}1l~iij~~ 
Nl836l 001 

MAR 22, 1982 

N71783 001 
APR OS, 1988 

N7178'+ 001 
APR OS, 1988 

N71785 001 
APR OS, 1988 

N72138 001 
JUN 13, 1988 

N72139 001 
JUN 13, 1988 

N721'+0 001 
JUN 13, 1988 

N71878 001 
MAR 15, 1988 

N71879 001 
MAR 15, 1988 

N71860 001 
MAR 15, 1988 

N71924 001 
APR 25, 1988 

N71925 001 
APR 25, 1988 

N71926 001 
APR 25, 1988 

c; 

CLQRAZEPATE PJPQTASSIUM 

CAPSULE; ORAL 
CLORA21tPAU UNIAQ'WM 

Al HARNER CHILCOTT ~ 

M ~ 

M ll!Dl 

TABLET; ORAL 
!;il.ORAZIEPAII UNIASmlH 

Al HARNER CHILCOTT ~ 

Al ~ 

Al ~ 

Al HATSON LABS ~ 

Al ~ 

Al ~ 

Gffl-Xffll 
M ALRA LASS ~ 

M ~ 

M ll!Dl 

CLOXACILLIN SODIUM 

POHDER FOR RECONSTITUTION; ORAL 

Iii/ 
CLC»CACILLZH SODDJH 

BIOCRAFT LABS 

TEGOPEH 
!A BRISTOL LASS 
AA 

~B~ 
COLCHICINEi PROBENECID 

TABLET; ORAL 

,~,.1~m.~~§~{~~. 
EQ 12511G BASE/SML ~m• 

PRLBENECID AND COLCHICINE 
Id~/ ldtt~~~lt.J.d# ld.:~~Jt,~.d~I 

a BEECHAM LABS O.SMG;SOOMG 

N71774 001 
MAR 01, 1988 

N7177S 001 
MAR 01, 1988 

N71776 001 
MAR 01, 1988 

N71828 001 
MAR 03, 1988 

N71829 001 
MAR 03, 1988 

N71830 001 
MAR 03, 1988 

N71852 001 
FEB 09, 1988 

N71853 001 
FEB 09, 1988 

N7185'+ 001 
FEB 09, 1988 

N71787 001 
APR 26, 1988 

N71788 001 
APR 26, 1988 

N71789 001 
APR 26, 1988 

N62268 001 
11¥#(;6/ddtl 

NS0192 001 
N61453 001 

~~:~,~~~~}~ 

litdr+~#lddtl 
N84321 001 



R>C DRUG PROOOCT LIST ✓ ClHK.ATI\IIE SUPPLEMENT NlJHBf:R 7 ✓ JAN 188 - JUL 188 10 

COLCIU;,Bi PROBEtli!iH PE~eu.mm !tfDROC!:l!JU!IDE 

TABLET; ORAL TABLEn ORAL 
PROHNECID HI COLCHICINE IDIIIIW'IDII tl!U1 

/#I ltf.d#f.f.l""I ld.:#tS.t,d~I /tWj,(+/ddU M \IITARINE 1mP N72l67 001 
a LEDERLE LABS 0. SHIUSOOHGI N8695'+ 001 FEB 03, 1988 

M ll.O.t.P N7225'+ 001 
FEB 03, 1988 

Ill..> ~ UPBPNHPI 
M HERRELL DOH lmS Nl4399 007 

RL> INTIWn'ERINE DEVICE; INTRAUTERINE FEB 11, 1982 
,RIL> INTRAUTERINE COPPER CONTRACEPTIVE M llmi Nl4399 006 
IL> POPULATION COlKIL APPROX 176"9 COPPERN Nl8680 002 
Ill..> APR 29, 1988 

DESQNIQE 

mumENZAPRltll !tfl>ROC!:IIJU!IPE OINTMENT; TOPICAL 
HAIN 

TABLIEn ORAL M OWEN LABS ~ N71425 001 
CYCLaalNlAl'UHI !Sia JUN 15, 1988 

M DANBURY PHARMA l!IP N716ll 001 DUDILOH 
MAY 03, 1989: FEB 29, 1988 M MILES PHARH L.QS Nl7426 001 

fLWNJ, 
M HS&D l!IS Nl782l 002 

DESQXVCQRTICQSJEBU ACETATE 

DACARB,M;It~ PELLET; IMPLANTATION 
PERCORTEN 

INJECTABLE, INJECTION >..Jll.L> l~tdM'lttlJ1V ui~, /~d$1$-J./ddU 
DACABAZINE >..AWL> a CIBA PHARH 125MG N0S151 001 

fNAD PHARHS SOOHG.I\IIAUI N71563 001 
MAY 06, 1988 

Pli>w!EIHASQNE 

PE~PRAHitli UXDROC!H,m!IPE TABLET; ORAL 
DE>WIETHASONE 

TABLEn ORAL ~1,~ ldlltffl""I ~i:i~~;~ ~:ffl~,~~~~~i~ IDIIIIIIUMDII !SI. 
M CORD LABS l!IP N72099 001 ~~~~ ~t•~r~, /~'/+'d~'/+/°ddi/ 

MAY 24, 1988 /~'/+'d~~/'d'dU 
M mP N72100 001 ~~~~ 1~::~~if¢.I 1~'1+'1~'$_/°d'dU 

MAY 24, 1988 ~f,~~ l~~~~~l~~U 
a HtP N72101 001 Id-,/ l~MJtJ/d.d'J.I 

MAY 24, 1988 a BARR LABS 0,25MG N84013 001 

M lltP N72102 001 a 0,25MG N84764 001 
JUN 20, 1988 a 0,SMG N8408'+ 001 

M ll!.mP N72103 001 a 0,75MG N84081 001 
JUN 20, 1988 a 0.75MG N84765 001 

M lD.!:P N72104 001 a l,SMG N84086 001 
JUN 20, 1988 a l.SMG N84763 001 

10 



R>C DRUG PRODUCT LIST, CUHUt.ATIV! SUPPLEHf:NT NUteER 7 / JAN'88 - JUL'88 11 

QEXJROSE 
INJECTABLE; INJECTION 

PIXJMH W P PLAll'D R«AJHD 
a! KENDALL HCGAN lOOM(lOOHUI 

DEXTROSE 2.SX IN PLASTIC: CONTAINER 
KENDALL HCGAN 2.SGtVlOOHLN 

IIQffllQH R P NMDP PPHIUHD 
a! KENDALL HCGAN 5GHl100HLN 

DEXTROSE 7.71. IN PLASTIC CONTAINER 
KENDALL HCGAN 7."IGHllOOHLN 

Nl9626 OM 
FE8 02, 1988 

NU626 001 
f'E8 02, 1988 

Nl9626 002 
f'E8 02, 1988 

Nl9626 003 
f'E8 02, 1988 

QEXJROSE i POTASSIUM CHLORIDE i SOQIUM CHLORIDE 
INJE~~U} INJECTION 
~~~~1~1~tW~~i~y~1~.f;f.l~IRSf~~1c;~,~t~I 
'z:Pfi,!1l'-~,~11~ ;:~li~~H cr.w,• ,1, '"'.s.4 .,,er .... ,• ,, 

• • ~ ,,~)~"'~/~' "· .uiv-., l~t.1.~~"dil 

IAt~,,.,~,,t~,~~t~1P¥1~.-#~lkS#iM~~ift~I~ 
IP,.~ l~ J~ .. ~~!,$HS: ~~lAl~i!l d.w,• u 'AJ.4)" cr.w,• '/ 
,~: • 'H"fJi' ,~-J~~~~·,·"'"f!'I "· ~....... 1·"'"""~ldddl 

i'Jl.~.r ~. -~~ • 

1 
lJii.ij:i7-t.~l 

''f~~~~,1~11~~1~dt~·;·jf./tl/l:. ~tiW~tl~tiiU 
. l"lili6sJ .. l~l ~~=)!w;~/;L.~./ l~;(1~~1d,Jl 

,,i~~,.,~,.~~~,.IJS.:#it:1JldtA#t~jfad,}~l 
/1,#tjff l~~l l~if'-l.d,t.t'.~~lid.dt4t.tl 

/,«.t..U.l.,8,1.,4 ·-• •.u..t.a.1.1 .... l~~I.~- .t'.!I. A.I.I • 

JMU!fMI:{/ 
.. ----------· /tltl,U#dd'JI 

POTASSIUM CHLORIDE 0.0371. IN DEXTROSE lOl'. AND SODIUM 
CHLORIDE 0.2l'. IN PLASTIC CONTAINER 

KENDALL HCGAN lOGM/lOOHL;37HSJ'lOOHL; 
200MQ/l00Hl.N Nl9630 031 

FEB 17, 1988 

I I 

PliXJ'.ROSEi POTASSIUM CHLQRIQEi SODIUM CHLORIDE 
INJECTABLE; INJECTION 

POTASSIUM CHLORIDE 0,0371. IN DEXTROSE lOl'. AND SODIUM 
CHLORIDE 0,451. IN PLASTIC CONTAINER 

KENDALL HCGAH lOGM/lOOHL;37HG/lOOHL; 
4SOHG/l00Hl.N Nl9630 037 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.037l'. IN DEXTROSE lOl'. AND SODIUM 

CHLORIDE 0.91. IN PLASTIC CONTAINER 
KENDALL HCGAN lOGM/lOOHL;37HG/lOOHL; 

900HG/l00Hl.N Nl9630 043 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.0371. IN DEXTROSE 51. AND SODIUM 
CHLORIDE 0.11% IN PLASTIC CONTAINER 

KENDALL HCGAH SGN/lOOHL,37HG/lOOHL; 
llOHG/lOOHLN Nl9630 001 

FEB 17, 1988 
POTASSIUM CHLORIDE 0,037% IN DEXTROSE 51. AND SODIUM 

CHLORIDE 0.21. IN PLASTIC CONTAINER 
KENDALL HCGAN SGM/lOOML;37HG/lOOHL; 

200HG/100Hl.N Nl9630 007 
FEB 17, 1988 

POTASSIUM CHLORIDE 0,0371. IN DEXTROSE 51. AND SODIUM 
CHLORIDE 0.33% IN PLASTIC CONTAINER 

KENDALL HCGAH SGM/lOOHL;37HG/lOOHL; 
330HG/lOOHI.N Nl9630 013 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.0371. IN DEXTROSE 51. AND SODIUM 

CHLORIDE 0.451. IN PLASTIC CONTAINER 
KENDALL HCGAH SGM/lOOHL;37HG/lOOHL; 

4SOHG/lOOHI.N Nl9630 019 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.0371. IN DEXTROSE 51. AND SODIUM 
CHLORIDE 0,91. IN PLASTIC CONTAINER 

KENDALL HCGAN SGH/lOOHL;37HG/lOOHL; 
900HG/100HI.N NJ.9630 025 

FE8 17, 1988 
POTASSIUM CHLORIDE 0.07Sl'. IN DEXTROSE lOl'. AND SODIUM 

CHLORIDE 0,21. IN PLASTIC CONTAINER 
KENDALL HCGAN lOGM/lOOML;7.5M6/lOOHL; 

"!OOHG/lOOHLN Nl9630 032 
FE8 17, 1988 

POTASSIUM CHLORIDE 0.07SX IN DEXTROSE lOl'. AND SODIUM 
CHLORIDE 0.451. IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHL;7.5MG/lOOHL; 
4SOHG/lOOHI.N Nl9630 038 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.0751. IN DEXTROSE 101. AND SODIUM 

CHLORIDE 0.91. IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOHL;7.5M6/lOOHL; 

900HG/l00Ml.N Nl9630 044 
FEB 17, 1988 
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QEX"fROSE i pcuss1w CHlQRIQE i SOQJW CHLORIDE 

le 

le 

ae 

le 

INJECTABLE, INJECTION 
P9IAD1W CHLOnQI 9,tlR P HX'QQIIE RM !IQIM 
Cffl.OPH 9, R :W pa.y;r:rc COHJAJHU 

KENDALL HCGAH SGH/lOOHL;7SJ::1GtlOOML, 
£QQHG/lQOHt,• Nl9630 008 

FH 17, 1988 
Pr"MDM CHL.91AI o.om m •IPCD9U M w !IQIM 
CHLOIQI 9, IS P pa.y;r:rc COH'J'MHD 

KENDALL MCGAH SGH(lOOML;7SJ::IGtlOOML; 
330HG/100HUII Nl9630 Ollt 

FH 17, 1988 
Pr"MDM Cffl.Ogilll o.om m PIDffllPII R " -
CHLWPIE 9,W P nMDC a«MHD 

KENDALL MCGAH SGH(lOOHL;ZSJ::IGtlOOHL; 
't,SOHGtlQQHLN Nl9630 020 

FH 17, l9e8 
P9IA!lllllll1 CHL.Ogll o.c,z.g m IIIDffllOSII: R" 9IIPPM 
!i!:!,1,,0RDJ o,n m nMDR a«MHD 

KENDALL MCGAH ,!iGH/lOOHL;ZSJ::IGtlOOHL; 
,OQHGtlQOHUII Nl9630 026 

FH U', 1988 
POTASSIUM CHLORIDE 0.07SX IN DEXTROSE 5?. AND SODIUM 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOHL;7511GJ'lOOHL; 

llOMG.llOOHLlil Nl9630 002 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.111. IN DEXTROSE 101. AND SODIUM 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAH lOGH/lOOHL;llOMG.llOOHL; 
200H&llOOHLlil Nl9630 033 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.111. IN DEXTROSE 101. AND SODIUM 

CHLORIDE 0.45?. IN PLASTIC CONTAINER 
KENDALL MCGAN lOGH/lOOHL;llOMG.llOOHL; 

"SOMG.llOOHLlil Nl'630 03' 
FEB 17, 1988 

POTASSIUH CHLORIDE O.lll'. IN DEXTROSE 101. AND SODIUH 
CHLORIDE 0.91. IN PLASTIC CONTAINER 

KENDALL MCGAH lOGH/lOOHL;llOMG.llOOHL; 
900HG✓lOOHLlil Nl9630 OltS 

FH 17, 1988 
POTASSIUH CHLORIDE O.lli-! IN DEXTROSE 5?. AND SODIUH 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOHL;llOMG.llOOHL; 

llOMG.llOOHLlil N19630 003 
FH 17, 1988 

POTASSIUH CHLORIDE 0.111. IN DEXTROSE 5?. AND SODIUM 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAH SGH/lOOHL;llOMG.llOOHL; 
200HG/100Hllil Nl9630 009 

FEB 17, 1988 

/2 

QEXJ:ROSl!p P9J1SSJW CHLQBJPii SODJW CHLQRIQE 

le 

le 

le 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.111. IN DEXTROSE SX AND SODIUM 

CHLORIDE 0.33" IN PLASTIC CONTAINER 
KENDALL MCGAH SGHllOOHLtllOMG.llOOHL; 

330MG.llOOHLlil Nl9630 015 
FEB 17, 1988 

POTASSIUM CHLORIDE o.nx IN DEXTROSE sx AND SODIUM 
CHLORIDE O.ltSX IN PLASTIC CONTAINER 

KENDALL MCGAH SGHllOOHL;llOMG.llOOHL; 
UOMG.llOOHLlil Nl9630 021 

FEB 17, 1988 
POTASSIUM CHLORIDE o.nx IN DEXTROSE sx AND SODIUM 

CHLORIDE 0.91. IN PLASTIC CONTAINER 
KENDALL MCGAW SGHllOOHL;llOMG.llOOHL; 

900HG;'lOOHLlil Nl9630 027 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.15?. IN DEXTROSE 101. AND SODIUM 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAH lOGH/lOOHL;lSOMG.llOOHL; 
200MG.llOOHLlil Nl9630 034 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.15?. IN DEXTROSE 101. AND SODIUM 

CHLORIDE 0."51. IN PLASTIC CONTAINER 
KENDALL MCGAH lOGH/lOOML;lSOMG.llOOHL; 

ltSOMG.llOOHLlil Nl9630 OltO 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.151. IN DEXTROSE 101. AND SODIUM 
CHLORIDE 0.9l'. IN PLASTIC CONTAINER 

KENDALL MCGAW lOGH/lOOHL;lSOMG.llOOHL; 
900MG.llOOHLlil Nl9630 Olt6 

FEB 17, 1988 
NTMPJM CHL.Ogll o.m m PIDffllPII R" IODM 

CHI.OUDIE 9,M IN PI.AfflC CONTgug 
KENDALL MCGAH ,!iGH/lQOHL;1SOHG(lOOHL; 

2QOMG/1QQHLN Nl9630 010 
FEB 17, 1988 

NTMll,UM CHI.OUDI 9, m m PIDffllPII R M IPPM 
ata.gnp1 9, IS Pl ltl.AfflC CONTAPfg 

KENDALL HCGAH SGM/lOOML;1sOMG{lQOHL; 
33QHG/1QQHLN Nl9630 016 

FEB 17, 1988 
NTMll,UM CHL.Ogll o.m m PRCJBOIIE R " IOQM 
O!LRPI 9,W P PI.A!ITJC CONTAPfg 

KENDALL MCGAN SGM/lOOHL;1soHG1100HL; 
4SOMGflQPMbN Nl9630 022 

FEB 17, 1988 
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QEXJJOHp PQJASSIW CHI.ORJQEi SOQIW CHLORIDE 

le 

INJECTABLE; INJECTION 
IPWMRW Cttl.QBIH o.m :pt Dlpfflgl ,g " WM 
SMMRH t,S ;pt PLYJJC RffAJHP 

KENDALL MCGAH 5GH(l00Hl, aSOMG/lOOMU 
900MG/l00Ml.N Nl9630 028 

FEB 17, 1988 
POTASSIUH CHLORIDE O.ls.ie IN DE><TROS£ 5ie ANO SOOIUH 

CHLORIDE O.llX IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOHL;lSOHQllOOHL; 

llOMG/lOOMlll Nl9630 ~ 
FEB 17, 1988 

POTASSIUH CHLORIDE 0.221. IN DEXTROSE 101. ANO SOOIUH 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAH lOGH/lOOML;220MG/lOOHL; 
200MG/lOOMLN N19630 035 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.221. IN DEXTROSE 101. ANO SODIUH 

CHLORIDE 0.45.ie IN PLASTIC CONTAINER 
KENDALL MCGAH lOGtVlOOML;220MG/lOOML; 

450MG/100Mllll N19630 041 
FEB 17, 1988 

POTASSIUH CHLORIDE 0,221. IN DEXTROSE 101. ANO SODIUH 
CHLORIDE 0.91. IN PLASTIC CONTAINER 

KENDALL MCGAH lOGH/lOOML;220MG/lOOHL; 
900MG/100Mlll Nl9630 047 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.221. IN DEXTROSE 5ie ANO SODIUH 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOML;220MG/lOOHL; 

llOMG/lOOMlll Nl9630 005 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.221. IN DEXTROSE 5ie ANO SODIUM 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL MCGAH SGH/100Hl,220MG/lOOML; 
200MG/lOOMLN Nl9630 011 

FEB 17, 1988 
POTASSIUM CHLORIDE 0,221. IN DEXTROSE 51. ANO SODIUl1 

CHLORIDE 0.331. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOML;220MG/lOOML; 

330MG/100Mlll Nl9630 017 
FEB 17, 1988 

POTASSIUH CHLORIDE o.22x IN DEXTROSE 5ie AND SOOIUH 
CHLORIDE 0.45.ie IN PLASTIC CONTAINER 

KENDALL MCGAH SGH/lOOML;220MG/lOOML; 
450MG/100Mlll N19630 023 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.22,C IN DEXTROSE 5ie ANO SODIUM 

CHLORIDE 0.91. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOMl;220MG/lOOML; 

900MG/lOOMLN Nl9630 029 
FEB 17, 1988 

/3 

QEXIBQUi POTASSIUM CHLORIDE; SOQJW CHLORIDE 

le 

A! 

e 

A! 

A! 

A! 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.31. IN DEXTROSE 101. ANO SODIUM 

CHLORIDE 0,21. IN PLASTIC CONTAINER 
KENDALL MCGAH lOGtVlOOML;300MG/lOOML; 

200MG/l00MLN Nl9630 036 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.31. IN DEXTROSE 101. ANO SODIUM 
CHLORIDE 0,451. IN PLASTIC CONTAINER 

KENDALL MCGAH 10GtVlOOML;300MG/lOOML; 
4SOMG/lOOMLllil N19630 042 

FEB 17, 1988 
POTASSIUM CHLORIDE 0,31. IN DEXTROSE lOi! ANO SODIUM 

CHLORIDE 0.91. IN PLASTIC CONTAINER 
KENDALL MCGAH lOGtVlOOML;300MG/lOOML; 

900MG/l00Mlll Nl9630 048 
FEB 17, 1988 

IPWAPU1 ettl.QRIH 9, R P PMJOH R M RM ICHLmQIE 
9, M P Pl,A!ll'l';EC RffAJHP 

KENDALL MCGAH 5GM/lOOML;300MG/lOQML; 
200MG/lOOMLN Nl9630 012 

FEB 17, 1988 
IPWAPU1 ettl.QRIH o. R P DlpfflgE R M RM r;HLORH 
9,JH P PIAJDC RffAJHP 

KENDALL MCGAH 5GM/lOOML;300MG/lOQML; 
330MG/lOOMLIIII Nl9630 018 

FEB 17, 1988 
MASRJM ffll.ORJPI o. P P PMJ9SIE P M RM ffll.ORPIE 
o,m m Pl,A!ll'l';EC COHTAJHD 

KENDALL MCGAH 5GM/lQOML;30QMG/lOOML; 
45QMG/lQQML• Nl9630 024 

FEB 17, 1988 
IPWAPU1 ffll.ORJPI 9, P P PMJ9SIE R ft '9PM ffll.ORH 
o,n m PLAJDC ccmma 

KENDALL MCGAH 5GM/lOOML;300MG/lOOML; 
9QQMG(lOOMlJ1 Nl9630 030 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.3% IN DEXTROSE Si! ANO SODIUl1 CHLORIDE 

0.111. IN PLASTIC CONTAINER 
KENDALL MCGAH SGH/lOOML;300MG/lOOML; 

llOMG/lOOMlll N19630 006 
FEB 17, 1988 

IPWAm.W ffll.ORJPI UMD P PMJ9SIE R M '9PM 
CHLOgDIIE o,m :pt PI.AJDC RffAJHP 

ABBOTT LABS 5GM/lOQML;74.5MG/lOOML; 
450MG/100MlJ1 

5GH(lQOML;149HG/lOOML; 
,SOMG(lOOMLn 

Nl8362 009 
JUL OS, 1983 

Nl8362 005 
HAR 28, 1988 
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HXIBQSE i PQIASSJW CHLQUQI i SQPJW CHLQUQE 

Al! 

Al! 

Al! 

Al! 

Al! 

INJECTABLE; INJECTION 
IIIOJAPWI gtt.mH :\C!Hlt IN tMmlli R M WN1 
gp.cgH 9,B P PI.QDC COKJ'MNPI 

ANOTT LABS SGH/lQOHL mt ,RWlQQHL l 
,OQMG(lQQttl,N Nl9691 002 

MAR 24, 1988 
SGMl100Hlll4fli/100Hl; 
,OQMG(lQOHl.N Nl96'1 ~ 

MAR 24, 1988 
POTASSIUH CHlORIH lONEQ IN HXTROSE SX AND SODIUH 
CHLORIH 0.2W. IN PLASTIC CONTAINER 

ANOTT I.MS SGH/lOOHt.;74.SHS-'lOOHI.; 
HSHS-'lOOHUII 

SGH/100Hl.;14CJIC/100Ht.; 

Nl8365 002 
JUL O!h 1983 

2~100HUII Nl8365 006 
MAR 28, 1988 

POTASSIUH CHLORIH lONEQ IN DEXTROSE 9- AND SODIUH 
CHLORIH 0.31. IN PLASTIC CONTAINER 

ANOTT LABS SGH/lOOHt.;74.SHS-'lOOHL; 
300HlV100Ht. 

SGH/lOOHt.;14CJIC/lOOHL; 

Nl8876 001 
JAN 17, 1986 

300HlVlOOHUII Nl8876 006 
MAR 28, 1988 

IIIOJMIWt mLftUI :WU P PmnB R M WM 
P!LftUI 9,B P fl.MID R«MHR 

TRA\l!NOL LABS S§WlOOHL17RWlOQHL; 
,OOHG/lQOHl.N Nl9308 004 

APR 05, 1985 
N"tm!! mWBDI Pm ;m PIM1MII R MP WM 
P!LftUI o.y; m PI..Mil9 R«MHR 

ANOTT LABS SGMllOQHLl2241fi{lOQHL; 
!tSOHGflOQIU Nl8362 006 

MAR 28, 1988 
N'JMAIM mLftUI Pm ;m PmnB R MP WM 
P!WBUI t,B ;m fl.MID R«MMR 

AMOTT LABS S§WlOQHL l2241S(l00Hl; 
,OOHG/lOQIU Nl969l 006 

MAR 24, 1988 
POTASSIUH CHLORIDE l!HEQ IN DEXTROSE V. AND SODIUH 
CHLORIH 0.229. IN PLASTIC CONTAINER 

AMOTT I.MS SGH/lOOHl.;2t4MG/lOOHL; 
22SHG/lOOHUII Nl8365 008 

MAR 28, 1988 
POTASSIUH CHLORIH l!HEQ IN DEXTROSE V. AND SODIUH 

CHLORIDI: 0.31. IN PLASTIC CONTAINER 
AMOTT LABS SGH/lOOHl.,224MG/lOOHL; 

300HlVlOOHLII Nl8876 007 
MAR 28, 1988 

I e,I 

P!!XIMHi PQIASSJW CHI.OftJQli SOQJW CHLORIDE 

Al! 

Al! 

Al! 

Al! 

e 

Al! 

INJECTABLE; INJECTION 
MAQJ.\IM AHARPI UMR P PMmlll R M WPM 
91WBUII o.m P PLAl"ml R«MNR 

AB80TT LABS SGH/lOQHlll4flillOQHL; 
,SQMG(lOQttl,N 

SGMflQQHLl2Hm(lQQHL; 

Nl8362 010 
JUL 05, 1983 

!tSOHGflOQHLN Nl8362 007 
MAR 28, 1988 

l!rtm!1 fflLftUI IRMR P PlllCJ1nlli R M WPM 
mWBDlli 9,B P PLAl"ml R«MHR 

AB80TT LABS SGM(lOQHLll4fli/lQOHL; 
,OOHG(lOQHLN 

SGM(lOQHLl2Hm{lOQHL; 

Nl96'l 005 
MAR 24, 1988 

900HG(l00HLN Nl969l 008 
MAR 24, 1988 

POTASSIUH CHLORIDE 20NEQ IN DEXTROSE V. AND SODIUH 
CHLORIDE 0.229. IN PLASTIC CONTAINER 

AB80TT LABS SGH/lOOML;lt+CJIC/lOOHL; 
Nl8365 001 22SHG/lOOHL 

SGH/lOOML;298MG/lOOHL; 
22SHG/100MLII Nl8365 009 

MAR 28, 1988 
POTASSIUH CHLORIDE 20NEQ IN DEXTROSE Po AND SODIUH 

CHLORIDE 0.31. IN PLASTIC CONTAINER 
AB80TT I.MS 5GH/l00ML;298MG/l0OHL; 

300MG/100MLII Nl8876 008 
MAR 28, 1988 

POTASSIUH CHLORIDE 20NEQ IN DEXTROSE Po IN SODIUH CHLORIDE 
0.31. IN PLASTIC CONTAINER 
J.880TT LASS SGH/lOOHL;l4CJIC/lOOHL; 

300MG/100HL Nl8876 002 
JAN 17, 1986 

MAQJ.\IM c;ttl.Oll'QI llC!MN ;m PIM1JOIE R M IOPJUM 
fflWRH t,t& ;m Pl,AfflC COHIMHR 

ABBOTT LABS SGH/lOOHLl224MG/1QOHL; 
,SOMG/lOOML Nl8362 002 

MAQJ.\IM c;ttl.Oll'QI IC!MN ;m PlfXl'BOH R AND WM 
fflLftUE 9,S ;m Pl,AfflC COKJ'AP!D 

ABBOTT LABS SGH/100ML,224MG/100HL; 
900HG(lOOMl,N Nl9691 007 

MAR 24, 1988 
POTASSIUH CHLORIDE 30NEQ IN DEXTROSE Po AND SODIUM 

CHLORIDE 0.229. IN PLASTIC CONTAINER 
ABBOTT LASS SGH/lOOHL;224MG/lOOHL; 

225MG/100HLII Nl8365 003 
JUL 05, 1983 
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DEXTROSE it PQJASSIUH CHLORIDE I SQPIUH CHLORIDE 

Al! 

af 

Al! 

Al! 

Al! 

Al! 

Al! 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE SX AND SODIUM 

CHLORIDE 0.3% IN PLASTIC CONTAINER 
ABBOTT LABS SGM/lOOML;224HG/lOOML; 

300MG/lOOML Nl8876 003 
JAN 17, 1986 

IIOJMIW'I cm.omnE gn pt H>ffRO!II B " PM 
atLORUIE O.f'& pt PI.AfflC COHJAJHP! 

TRAVENOl. LABS SGM(lOOHL;224HG(lOOHL; 
900HG/100Hllll Nl9308 006 

APR OS, 1985 
IIOJMIW'I atLORUI YMN pt 1p:nos1 B M PM 
atLORUI 9,4::R pt PLASDC COHJAJHP! 

ABBOTT LABS 5GM(lOOHL;298MG/lOOHL; 
45QMG/lOOHL Nl8362 003 

IIOJMIW'I Ctti.OBDI "'CiHD pt pp:nos1 B M PM 
CHLOUDI o.y.1. pt PLASDC COHJAJHP! 

ABBOTT LABS SGM(lOOML;29ffl:!GllOOML; 
9QOH§llOQMLN Nl969l 009 

HAR 24, 1988 
POTASSIUM CHLORIDE 40MEQ IN DEXTROSE SX AND SODIUM 

CHLORIDE 0,22.SX IN PLASTIC CONTAINER 
A880TT LABS SGM/lOOML;29SMG/lOOML; 

22SMG/lOOMLIIII Nl836S 004 
JUL OS, 1983 

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5X AND SODIUM 
CHLORIDE 0.3X IN PLASTIC CONTAINER 

ABBOTT LASS SGM,lOOML;298MG/lOOML; 
300MG/lOOMLIIII Nl8876 004 

HAR 28, 1988 
IIOTMJ,'IUM CHLOUDE mu pt lp:no51£ B " PM CHl.ogH o,m pt 'LASDC COHIAJHm 

ABBOTT LABS 5GM(lOOHL;74,5HG/lOOML; 
450H§llQQMLN 

5GM(lQOHL;l4CJHG/lQOHL; 

Nl8362 008 
HAR 28, 1988 

450H§llQOHLN N18362 004 
HAR 28, 1988 

IIOJMIW'I Ctti.OBQIE mn pt pp:nos1 B M PM CHl.ogH 
o,n pt IIILAS'l';C COHTAJHER 

ABBOTT LABS S§l:VlOOHL;74.SljG/lQOHL; 
900HGflOOMLlll Nl%9l 001 

HAR 24, 1988 
5GM(jOOML;149HG/lOOML; 
900MG/100MLIII N19691 003 

HAR 24, 1988 

I,-

QEXJRQSEi POTASSIUH CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECUON 
POTASSIUM CHLORIDE SMEQ IN DEXTROSE SX AND SODI•IN CHLORIDE 
o.22sx IN PLASTIC CONTAINER 

A880TT LASS SGM/lOOML;74.SMG/lOOML; 
22SMG/lOOMLN 

SGM/lOOML;l49HG/lOOML; 

Nl8365 005 
HAR 28, 1988 

22SMG/lOOML1111 Nl8365 007 
MAR 28, 1988 

POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5X AND SODIUM CHLORIDE 
0.3X IN PLASTIC CONTAINER 

ABBOTT LABS SGM/lOOML;74.SMG/lOOML; 
300HG/100MLIII 

5GM/lOOML;l49HG/lOOML; 

Nl8876 005 
MAR 28, 1988 

300MG/l00Ml.llll Nl8876 009 
MAR 28, 1988 

DEXTROSE; SODIUM CHLORIDE 

Al! 

INJECTABLE; INJECTION 
DEXTROSE 10% AND SODIUM CHLORIDE 0,11% IN PLASTIC 

CONTAINER 
KENDALL MCGAH lOGM/lOOML;llOHG/lOOMLN Nl9631 011 

FEB 24, 1988 
DEXTROSE 10% AND SODIUM CHLORIDE 0.2% IN PLASTIC CONTAINER 

KENDALL MCGAH lOGM/lOOML;200MG/lOOMLN Nl9631 012 
FEB 24, 1988 

DEXTROSE 10% AND SODIUM CHLORIDE 0.33% IN PLASTIC 
CONTAINER 

KENDALL MCGAH lOGM/lOOML;330MG/lOOMLN Nl9631 013 
FEB 24, 1988 

DEXTROSE 10% AND SODIUM CHLORIDE 0.45% lN PLASTIC 
CONTAINER 

KENDALL MCGAH lOGM/lOOML;450MG/lOOMLIIII Nl963l 014 
FEB 24, 1988 

DEXTROSE 10?. AND SOll1W CHI.OlttDE O. 9".! pt PLAfflC COHTQHER 
KENDALL MCGAH lOGM/lOOML;900MG/lOQMLN Nl9631 015 

FEB 24, 1988 
DEXTROSE 2,5% AND SODIUM CHLORIDE O.llX IN PLASTIC 

CONTAINER 
KENDALL MCGAH 2,SGM/lOOML; 

llOMG/lOOMl.1111 Nl9631 001 
FEB 24, 1988 

DEXTROSE 2.5% AND SODIUM CHLORIDE 0.2% IN PLASTIC 
CONTAINER 

KENDALL MCGAH 2,SGM/lOOHL; 
200MG/l00Ml.llll N19631 002 

FEB 24, 1988 
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DE>QJtQSU SOOIW CHLORIDE 
INJECTABLE; INJECTION 

DE><TROSE 2.SX AND SOOill't CHLORIDE 0.33Y. IN PLASTIC 
CONTAINER 

KENDALL l1CGAN 2.SGH/lOOHU 
330HG/lOOHI.N Nl963l 003 

FEB 24, 1988 
IIPffllOII a.p MP 1RPM CltUIIQI 9,YI U PLAUD 
Rff AUQ 

A! KENDALL HCGAN 2.S§MllOOML; 
4SOl1GflQQHLN Nl963l 004 

FEB 24, 1988 
DE><TROSE 2,SX AND SOOill't CHLORIDE 0.91. IN PLASTIC 

CONTAINER 
KENDALL l1CGAN 2.SGH/lOOHL; 

900HG/lOOHI.N Nl963l 005 
FEB 24, 1988 

DE><TROSE 5X AND SODill't CHl!JRIDE 0.111. IN PLASTIC CONTAINER 
KENDALL HCGAN SGH/lOOHL;llOHG/lOOHI.N Nl963l 006 

FEB 24, 1988 
1mmg1 R MP 1RPM gtum,:g1 o.g U PLAUD COH'fAUQ 

A! KENDALL HCGAH S§MllQOML;200HG/lQOMLn Nl963l 007 
FED 24, 1988 

IIPffllOIIIE P MP 1RPM gt!M,DI t, JIS U PLAUD COH'fAJHR 
A! KENDALL HCGAN S§MllQOML;330M§/lQQHLN Nl963l 008 

FEB 24, 1988 
IIPffllOII p " 1RPM Clt!M,DI o,m jlH PLAUD CONl'AJHD 

A! KENDALL HCGAN S§M/1QOML;4SOMG/100Ml.81 Nl963l 009 
FEB 24, 1988 

Pllffl!Olli P MP 1RPM gtum,:g1 9,M U Pym:.m COH'fAJHD 
A! KENDALL HCGAN S§M/l00Ml.1900HG/100Ml.81 Nl963l 010 

DIATRIZOAJE NEGLl.ltINl;i PJAIBIZ9AU SOQIW 
INJECTABLE; INJECTION 

BIEffl!CAL•M 
A! SQUIBB DIAGS ~;~ 

oxmpm 
TABLEn ORAL 
~ 

M ~ PHARHCS 

M 

M 

~ 

11:P 

lOMGlil 

FEB 24, 1988 

N89347 001 
JUN 01, 1988 

N7243l 001 
APR 29, 1988 

N72432 001 
APR 29, 1988 

N72433 001 
APR 29, 1988 

>,.AWL> 
>,.AWL> 
>.JU.I..> 

>,.AWL> 
>.JU.I..> 

QIAZOXIQE 
CAPSULE; ORAL 

PROGLVCEH 

A! 

NED HRKTG SPECLTIES 
a 

,~,~~~t~ttlt,/ 
INJECTABLE; INJECTION 

UAJ,OKIH 
QUAD PHARMS 

SUSPENSION; ORAL 
PROGLVCEH 

SOHG 
lOOHG 

1$.d'f'if,/ 

lSMGIHl,81 

NED MRKTG SPECLTIES SOMGIHL 
l~l#tlt~tt¥I /$j'f'if.~tl 

Nl742S 001 
Nl742S 002 

lttJiM.$/ddJ/ 

N71908 001 
JAN 26, 1988 

Nl7453 001 
lttfJ~$1'dJI 

>,.AWL> QICLOFENAC SOQIW 
>,.AWL> 
>,.AWL> 
>,.AWL> 
>,.AWL> 
>,.AWL> 
>,.AWL> 
>,.AWL> 
>,.AWL> 

>.JU.I..> 
>,.AWL> 

lb 

TABLET, ENTERIC COATED; ORAL 
VOLTAREN 

CIBA PHARH 2SHGall 

DIETHVLCARBAMAZINE CITRATE 
TABLEn ORAL 

HETRAZAN 
lttdt~ttlt1'$I 

a LEDERLE LABS 

DOPAMINE HVDRQCHLQRIQE 
INJECTABLE; INJECTION 

SOMGn 

7SHGall 

/$j'f'if,/ 
SONG 

Nl920l 001 
JUL 28, 1988 

Nl920l 002 
JUL 28, 1988 

Nl920l 003 
JUL 28, 1988 

/tl.d~~,~/ddU 
N064S9 001 

QOPAMIHJ HCL U Pllffl!OIIE P ZN PLAl"IJC CONTAJHQ 
A! BAXTER 8QMG/10QHL Nl961S 001 

HAR 27, 1987 
!P 160HG/lOQHL Nl961S 002 

HAR 27, 1987 
!P 32QHG/1QQHL Nl961S 003 

HAR 27, 1987 
640HG/100HL Nl961S 004 

HAR 27, 1987 



DOPAMINE H)'DROCHLQRIRi 

/Ml 
/IJI 

INJECTABLE; INJECTION 

/Ml 

QOXEPIN ID'PB9CULQRIRi 
CAPSULE; ORAL 

Yam 
M PEtfftALT 

PIJRH UCL 
M BARR LABS 

M 

M 

M 

M 

M 

M 

M 

M 

M 

M 

M 

CHELSEA LABS 

LIEDERLIE LABS 

CDNCENTRATIE; ORAL 
PVIU UCL 

>..AWL> M HY K LABS 
>..AWL> 

RX DRUG PRODUCT LIST ✓ CUNUI.ATIVE SUPPLEMENT NUH8ER 7 ✓ JAN'88 • JUL'88 

l1Wdltf"'1 
lfffl'Nl,d~I 
l(,!+~/'/..d.drft./ 

llli HBU~ 

H 2& BASEN 

llliiB~• 

Ei 7.5MG BASEIIII 

Eg HBIW• 

H 7SMG BASE• 

ED 1S01113 IA~• 

llli ;&6 IASEN 

lll9?&~• 

H 561ME• 

Ei zn BASElil 

Ei l!Hltti IA~• 

Ei lSOHG ~IN 

Ee 16 IMEIMLN 

,.s;~,ijt.:tz{~~i1z 
"ill,,~jzij~z ,,~~1,2~,~ 
ltWl~1.:U~f ,~~1,i~,~ 

Nl6987 007 
APR 13, 1987 

N71S02 001 
FEB 18, 1988 

N716S3 001 
FEB Uh 1988 

N7165't 001 
FEB 18, 1988 

N71S2l 001 
FEB 18, 1988 

N71763 001 
FEB 09, 1988 

N71764 001 
FEB 09, 1988 

N71685 001 
JAN OS, 1988 

N71686 001 
JAN OS, 1988 

N71673 001 
JAN OS, 1988 

N71674 001 
JAN OS, 1988 

N7167S 001 
JAN OS, 1988 

N71676 001 
JAN OS, 1988 

N71918 001 
JUL 20, 1988 

PQXYCYCLINI! HYCLME 
CAPSULE; ORAL 

pom:ycLJHI HRLA'H 
M \llTARINIE 

INJECTABLE, INJECTION 
pom:ycLJHI 

Al? BEN VENUE LABS 

Al? 

DROPERJPOI. 

INJECTABLE, INJECTION 
IPBOPIE!JIIOL 

H 56 H§lll• 

Ee 196 IME/YlALN 

Eg 296 BASE(YIALN 

A!? ABBOTT LABS 2,SMG/MLIIII 

A!? DUPONT CRI CARE 2,MIMLN 

DRQPERIDOLi FENTANVL CITRATE 
INJECTABLE; INJECTION 

fffltAN'(L SIBAJIE AND IPBOPIE!J119L 
6P ABBOTT LABS 2, 5MG/ML; 

lffiOYM 
6P JANSSEN PHARMA 

EDRQPHONIUM CHLORIDE 
INJECTABLE; INJECTION 

BIYP99L 
6P ORGANDN 

ENALAPRIL MALEATE 
TABLET; ORAL 

\IASOTEC 

EQ o,on BASE/HLN 

2,SMG/ML; 
H Q,OSMG BASE/Hl.N 

lOMG/MLN 

> -AJm_ > MS&D RES LABS 2 ,SMGIIII 
>-AJ!!L> 

/7 

17 

N62780 001 
APR 12, 1988 

N62S69 001 
MAR 09, 1988 

N62569 002 
MAR 09, 1988 

N71981 001 
FEB 29, 1988 

N7164S 001 
APR 07, 1988 

N71982 001 
MAY 04, 1988 

Nl6049 001 

N89624 001 
MAY 13, 1988 

Nl8998 005 
JUL 26, 1988 
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ENALefflILAI 
INJECTABLE; INJECTION 

VASOTEC 
tlS&D RES LABS 1.2~ 

EPINEfflRINEi LIQOCAINE HVQROCHLQRIQI! 
INJECTABLE; INJECTION 

LDqQgM R M ffli61mm5 
61! AIIOTT LABS O.OO!i5(Hl;~ 

e 
e 
e 
e 
e 
e 

"y ,w °1ml1.WN 
NO\IOCOL PHAM 

9, OOffllilMl ;n-
o.oo!i5(Hl;~ 

o.oo!i5(Hl;~ 

0. OOffl!VHL;~ 

o, OlHGIML;~ 

P,QlHGIML;01 

I t:J.i~t l.gf 

,l:JU}B, 
e o.omw:,t;~ 

HTIMM!ffl W l!mffl:NHI 
e 
e 

ASTRA PHARt'I PRODS O.OQMIW.t~ 
9, Q9SHG/11Ull 

e 

ERGQLQIP msnms 
TABLET; ORAL 

IW I.LI.J.A.•A.LI. 

IQ:RW. 
M CHELSEA LMS 

9,0QSHG/MLt~ 

11.tW 

mi 

Nl9309 001 
FEB 09, 1988 

N89635 001 
JUtil 21, 1988 

N896,., 001 
JUN 21, 1988 

N896~S 001 
JUN 21, 1988 

N89650 001 
JUN 21, 1988 

N896Sl 001 
JUN 21, 1988 

N896" 001 
JUN 21, 1988 

N896't6 001 
JUN 21, 1988 

lti6,.d~/l,t1 
NS't~ 001 

/ti6f.j~1'.dl/ 
NS't~ 002 

N06~ 013 
N06tft88 018 

NOV l:h 1986 
N06tft88 019 

NOV 13, 1986 

,~f:!}i"~~ 
N88207 001 

MAR 22, 19M 

ERGQLQIQ msvtrns 
TABLET; SUBLINGUAL 

~I ~tr a RIKER LABS 
a 

O.SHG 
lHG 

~1'"~ ~· IQJMAL 
M CHELSEA LABS 
M 

EID'JHROM)'.CJN 
SOLUTION; TOPICAL 

111:U 
AI PADDOCK LABS 

iID'J:HIPtMiJN 
>...BIL> AI NASKA PHARMA 
>....BL> 

ERVTHRQHYCJN ETHVLSUCCINATE 
TABLET, CHEHABLE; ORAL 
mm >....BL> 

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

ABBOTT LABS 

!LJi.lS 
mi 

~ 

~ 

E9 2QQMG BASE• 

ERVTHROM)'.CIN ETHVLSUCCINAJEi SULFISQXAZQLE ACETVL 
GRANULE; ORAL 

~~m,~~~l~ 
NS't868 001 
N85809 001 

~li"~JJl~ 
N86189 001 
N86188 001 

N62687 001 
FEB OS, 1988 

N62957 001 
JUL 21, 1988 

NS0297 003 
JUL OS, 1988 

Dt'MCIH)'CPI mrtLSUCCZHATIE AND SIULFDOKAJ.OU: ACfflL 
M BARR LABS EQ 200MG BASE/S ML; 

EQ 600MG BASE(SML• N62759 001 
MAY 20, 1988 

ffl"Z,OLIIE 
M ALRA LABS EQ 200MG BASElit;1L; 

EQ 600MG ,asE(SML• N62758 001 
JUN 15, 1988 

m.:mmu 
M RO$..~ LABS EQ 200t!§ BASE/,lit!L; 

eg 6QQMG sase(SML• NSOS29 001 

J 8 
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EBYIHROMYCJN LACTOOIONAJ'E 
INJECTABLE. INJECTION 

QtJHROCXlH 
!f ABBOTT LABS 

!f 

ERVTHROHVCIN STEARAJE 

TABLET; ORAL 

~~~, 
a BRISTOL LABS 
a 

~~ -tl~~:Jt~I 
a PARKE DAVIS 
a 

Eg SQQMS IA™• 

H lGH tASEaW.n 

~llH~ 
EQ 250MG BASE 
EQ 250KG BASE 

~IUl:ffl~ 
EQ 250KG BASE 
EQ SOOHG BASE 

IW 'fflnAJr'11 
1it:i,tld~"~tl a ABBOTT LASS EQ 125HG BASE 

~wm 
~~,:;: ~: 

a LEOERLE LABS EQ 250MG BASE 
a EQ SOOMG BASE 

IW '7"Dii,~, 
a PFIZER LASS 

ESJRONE 

INJECTABLE; INJECTION 
ESTRONE 

>..m.I...> /~Pl /jff.#t~/t.lJ6j/ 
>..AJ2L> STERIS LABS 

THEELIN 
>.JlJ.L> ld~l 1,~tld~~t~I 
>_ru.:[__> /~f,/ 
> ..AJ2L > a PARKE DAVIS 
>_@IL> a 

,~,,~"~j/ 
EQ SOOMG BASE 

/~~IN.I 
SHG/ML 

~II~ 
lHG/ML 
SHG/ML 

N62586 001 
JAN 04. 1988 

N62586 002 
JAN 04• 1988 

~~~"'~~:~~ N61304 001 
N61887 001 

~~1:1,~~:~~ 
N62032 001 
N62032 002 

l~.d'!J>~lddl.l 
N60359 002 

~~~iii~,:~~ 
N62089 001 
N62089 002 

l~fJ1'1./d.dl./ 
N61791 002 

/tV,~t$j/d"I 
N85239 001 

~~:~;u~::i~ 
N03977 001 
N03977 003 

>.Jll,L> 
>.Jll,L> 
>.Jll,L> 

>...!RIL> 
>...!RIL> 
>...!RIL> 

ETHINVL ESTRAQIQli NQBETHINQBQNE 
TABLET; ORAL-21 

Al 
Uo!'Hi'JHR! VUIMtl 

SEARLE PHARMS 0,03SMG>.l!P 

HO!Ui'fflJHQRCHI\ MP mmflL fflBAU:OL 

N71480 001 
APR 12, 1988 

g HATSON LABS ,!h035HIHO.SMG AND lMGM N71043 001 
APR 01, 1988 

Olffl:IO-HOYW WH•H 
M ORTHO PHARM ~;O,SMG AND lMG N18354 001 

TABLET; ORAL-28 
HOBIEfflffl Vi'fll•M 

M SEARLE PHARMS Q,Q3SMG;,l!P 

HORmqHDROHI£ AND mmf(L ffl'RAD:l:OL 

JAN 11, 1982 

N71481 001 
APR 12, 1988 

M HATSON LASS O.Q3SMG;yMG AHO lMGM N71044 001 
APR 01, 1988 

Olffl:IO-HOYW lotH•M 
M ORTHO PHARM 0.035MG;0,.5MG AND lMG Nl8354 002 

ETHJQl)IZEQ OIL 

''~ii1.M~t.;lttUttft!SI-II 
1,~t~~, ,,~,., 

Olli INTRALVMPHATIC, INTRAUTERINE 
ETHIODOL 

FOUGERA 99l 

JAN 11, 1982 

/~.d~~~.d/~~U 

N09190 001 

FENQPROFEN CALCJW 

CAPSULE~ ORAL 
fEHOPROFEH CAl,Cl\l'I 

HALSEY DRUG >...!RIL> M 
>...!RIL> 
>...!RIL> M 
>...!RIL> 

Eg 20QMS BASEN N72355 001 
AUG 11, 1988: JUL OS, 1988 

EQ 3QOMG BASE• N723S6 001 
AUG 17, 1988: JUL OS, 1988 

M QUANTUM PHARMCS EQ 20QMG BASE• N72214 001 
AUG 17, 1988: APR 14, 1988 

M EQ 30QMG BASE• N71738 001 
AUG 17, 1988: APR 14, 1988 

19 
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fl.UQCINQLgNE ACETQNIDE 
CREAMi TOPICAL 

fwomNQLONI f\PIJ'OHPlli 

20 

FENQPRQfEN CAlC~ 
CAPSULE; ORAL 

fHP!!OFffl CALCm.11 
HATSON LABS >..AWL> g 

>..AWL> 
>..AWL> g 
>..AWL> 

u ioQHG QASE• N12291\ 001 >...Alm..> 6I 
>...!Im..> 

G&H LABS ~ N89526 001 
JUL 26, 1988 

mi.Bit 
g DISTA PRODS 

NALNH N 
g DISTA PRODS 

TABLET; ORAL 
flEHOPRDfffl CALcmlH 

g AM THERPTCS 

g CHELSEA LABS 

>..JRIL> g HALSEY DRUG 
>..amt.> 

g LEDERLE LABS 

g HYLAN PHARMS 

>..AWL> g PAR PHARM 
>..AWL> 

g PHARH BASICS 

g PUREPAC PHARM 

g QUANTUM PHARHCS 

>..amt.> g HATSON LABS 
>..!.lllL> 

mi.Bit 
g DISTA PRODS 

FLECAINIDE ACETATE 
TABLET; ORAL 

TAl180COR 
RIKER LABS 

AUG 17, 1988 : JUL 08, 1988 
Ei 300HG DASEN N72293 001 

AUG 17, 1988 : JUL 08, 1988 

H 30QHG BASE 

Eg 20QHG 8ASli 

Nl7604 002 

Nl7604 003 

El 600HG QASEN N72309 001 
AUG 17, 1988 : JUN 16, 1988 

EQ 600HG DASEN N72407 001 
AUG 17, 1988 : JUN 13, 1988 

EQ 600HG QASEN N72357 001 
AUG 17, 1988: JUL 05, 1988 

Eft §991:JG BASEN N72326 001 
AUG 17, 1988: APR 20, 1988 

Eft §QOHG DASEN N72267 001 
AUG 17, 1988 : JUN 08, 1988 

Eft §QQHG PW• N72429 001 
AUG 17, 1988: JUL 19, 1988 

Et §OOHG BASEn N72362 001 
AUG 17, 1988: JUN 16, 1988 

Eg §OOHG BASEn N72274 001 
11AV 02, 1988 

E9 §OOHG BASEM N72191\ 001 
AUG 17, 1988: APR 14, 1988 

Eg 6001:5 BASEM N72165 001 
AUG 17, 1988: JUL 08, 1988 

H §OQHG BASE Nl77l0 001 

lSOHGN Nl8830 003 
JUN 03, 1988 

FUIQCINOlgNE ACEJONIDE 
CREAM; TOPICAL 

fwoc:pl>LONIE AHDU:QI 
N89525 001 

JUL 26, 1988 
>_AU_> AI G&H LABS ~ 
>_AU_> 

OIL; TOPICAL 
DERl1A-SMOOTHE/FS 

HILL DERM 

OINTltENT; TOPICAL 
fwomNQLONII! &PQ'OHR~ 

O,Oli!M Nl91\52 001 
FEB 03, 1988 

>...!Im..> 6I G&H LABS ~ N89S24 001 
JUL 26, 1988 >...!Im..> 

20 

FLUOCINQNIDE 
CREAM; TOPICAL 

EwomNQHQI 
61 CLAV PARK LABS 

FLUQROURACIL 
INJECTABLE; INJECTION 

lfLUOROUAAPJL 
Ai! BEN VENUE LABS 

FLUPHENAZINE HVDROCHLQRIQE 
INJECTABLE; INJECTION 

fW""llf':NPi! UCL 
Al! QUAD PHARMS 

TABLET; ORAL 
PERMITIL 
~i~~~t~t~I ,~, 

BP SCHERING 
BP 
BP 

~ N71790 001 
JUL 13, 1988 APR 25, 1988 

SQHG/HLN 

2 • .5MGIHI.N 

~~/ 
n~'ifdl 

2,Sf1G 
SHG 
lOHG 

N89508 001 
JAN 26, 1988 

N89800 001 
JUN 08, 1988 

1z~i~i~fz::1~ 
l~Ji~i~l~~~I 
Nl2034 004 
Nl2034 005 
Nl2034 006 
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ftURmPAH HVDROCHLQRIQE §ENJAHJCJN SULFATE> PBEQNISQLQNE ACETATE 

CAPSULE, ORAL SUSPENSION/DROPS; OPHTHALMIC 
FWIIAZ!IM! tlQL PRED-G 

M HALSEY DRUG ll.tP N71808 001 ALLERGAN PHARMS EG 0.3l 8ASE,l?.al NS0586 001 
JAN 07, 1988 JUN 10, 1988 

M Dt§N N71809 001 
JAN 07, 1988 

GLXCQPYBRQLATE 

fOLIC ACID INJECTABLE; INJECTION 
Si!.ml'VRROl&&II 

TABLEn ORAL Al? A880TT LABS 0.2MGIHLII N89393 001 

'1ffimB:11 
JUN 15, 1988 

IW /11/j/ oll~~Jiffl~ 
a BARR LABS lMG N89l77 001 HALQPEBJQQL 

JAN 08, 1986 
TABLEn ORAL 

MALOOL SOLUTAB 
FURQSEHJPE l~/l'(.t1tttl~:JI It~/ lt1t'Jd.1~/ddt/ 

a MCNEIL PHARM lMG Nl7079 001 
INJECTABLE; INJECTION HAI.OPIEUQOL 

~l>Jt:JI 
a BARR LABS ~ N71212 001 

/Ml IIJtN.dU lf,~1,111{~~~ JAN 07, 1988 
a l!!t!GII N71173 001 

Al? HARNER CHILCOTT lOMGIJ:9L NlM20 001 JAN 07, 1988 
FEB 26, 1982 a 20MGII N71177 001 

JAN 07, 1988 
TABLEn ORAL a BOLAR PHARM .!L.itP N7157l 001 

FUROJHH JUN 03, 1988 
a BARR LABS U!P N70100 001 a 1t!§N N71572 001 

JAN 26, 1988 JUN 03, 1988 
a DANBURY PHARMA U!P N71S94 001 a .2H§N N71573 001 

FEB 09, 1988 JUN 03, 1988 
a ~ N71374 001 

JUN 03, 1988 
GADOPENJlIAU PJl:ffi§L!.t'!INE a .l.Q!9I N71375 001 

JUN 03, 1988 
INJECTABLE; INJECTION ~ ~ N71376 001 

MAGNEYIST JUN 03, 1988 
BERLIEX LABS 469. 01MS/'11UI Nl9596 001 M CORD LABS l!!t!GII N71210 001 

JUN 02, 1988 MAR 11, 1988 
a ~ N712ll 001 

MAR 11, 1988 

GALLIUM c:n:sm • GA-61 

INJECTABLE; INJECTION l:!ALQPHHQL l,ACTA!I; 
GALLI\111 CITRATE GA 67 
lrttdt/ltl#;J#,/ liitt/N.I lt11:J1.ddldfJ./ CONCENTRATE, ORAL 

a HEDI PHYSICS lMCI✓Ml Nl7700 001 
IW 7i'fittl~:JI lt!l1dt:~ltl!J /t1J~~#".dJ/ 
M MCNEIL PHARM Eg 2!:!§ IA~Ed!L Nl5922 001 ~, 



HALQPERIDQLL~!Als 
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HEPARIN SOQIUH 

22 

CONCENTRAT~~ ORAL 
HAI.OPPJDOL I!:!!~ 

M RO.'<ANE LABS ~ ,!MG §~• N720<+S 001 
APR 12, 1988 

INJECTABLE; INJECTION 
HALOPnnoL 

!P LElff>N ~SHG 8AS£/MLIII N70713 001 
HAY 17, 1988 

N70714 001 
HAY 17, 1988 

N70744 001 
HAY 17, 1988 

!P EQ 5HG 8ASEIMLN 

!P EQ 5HG 8ASEIML111 

HEPARIN SQQIUH 
INJECTABLE; INJECTION 

>..m....>"!/ 
>..!lllL> 
>_AU_> 
>..!lllL> !P 
>J_ru!_> 
>..!lllL> !P 
>_AWL> 

/Al.I 

!P 

HEPM:ne LOCK _ _£ 

/i.dt:~ l~~~i~f+/.dJ.'1 
a AMOTT lABS 100 UNITS/ML N0.5264 010 
HEPAUN I.OCK FLUSH P PI.ASTJC COHIAP:IP! 

A880TT LABS 10 UNITS/ML N0.5264 OlS 
HAY 21, 1985 

NOS264 016 
HAY 21, 1985 

HEPAUN 90DJU1 19 •P utml P PIOO'ROII B P PI.AIIJC 

ll,!L.l,;NITSIHL 

lflA71,h'J.d# ,~~"~' ,J11J11{ijf~ 
Nl9339 003 

HAR 27, 1985 
HEMUH !IIOD:t\lM 1000 utml AHD SODPJM c:Hl.ogH o,n ZN 

a A880TT LABS 10,GOO UNITS/lOOML 

PLAfflC COHIAP:IP! 
BAXTER 200 UNITS/lQQML Nl8609 001 

APR 28, 1982 
1'11 /ft#.1,:Jt~f./tJ:6~/ /lli.JJtJffili~/ 

1
,~t~"-4/~~;t/ 
l'rrcl f,-6.:n . .,~U 

HEPAUN SODlUH :U •,fOO utml 1H DIOO'ROSlli ,E P PLA!Sffl 
COHT~O 

1,i1 lli.if66ffl~~I ,~~~, ,J11{11{ij~~ 

!P 

Nl9339 001 
HAR 27, 1985 

HIPA!mf !IIOD:t\lM HOO um.JI AHR SOD1\IM c:Hl.mH O. 9"/. 1H 

a A880TT LABS 5,000 UNITS/lOOl'IL 

PLAfflC CONTADIP! 
BAXTER 200 UNITS/lOQML Nl8609 002 

APR 28, l98Z 

1.2 

INJECTABLE; INJECTION '~~~i1i1~~1v~fflkf~ 
IIJ.I ~i!mi . i mt? /j.d!:llllfflli.d.d~/ U~7~:11i~j~~ 

HIEPAUN IODPJM 11•9P9 utml P HlffROH BP PI.AltJC 

IW /~~/ ,~~.d.d~llilh:/ /~;{~~$,~/~~~, 
I IA'AAA',~I.UdJI ·AJ,'/ /tfJ.,~t1~~,,,,~11, 

•1t.tJWL.Wa1,.1.K.tt§.11mi ,rflif i~n~f~~;, IW 

!P 

IIJ.I 

Nl9339 004 
HAR 27, 1985 

Nl9339 002 
MAR 27, 1985 

Hll:PAUN !IIODJ.Uol SOOO utm1 AND !IIODlUH CHI.OgH 01 W. ZN 

a ABBOTT LABS 

a 
5,000 UNITS/lOOML 

10,000 UNITS/lOOl'IL 

PLA!Sffl CONTADIP! 
BAXTER 

ltl4A:Jt~tlt~$/ 

SQQ UNITS/lOQHL 

1,~tJMU~.dml!;/ 

Nl8609 003 
APR 28, 1982 

u~7,~:11i1::1 
HYDRALAZINE HYDROCHLORIDE 

TABLET; ORAL 

IW "MW~t ,~~, 
a PUREPAC PHARM 5011G 

HYDRALAZINE HVDRQCHLORIDEi HYDROCHLOROTHIAZIDE 

CAPSULE; ORAL 
~ 

Al REID ROHELL llt§,m§ 

Al SOMG;SOMG ,~, /J~,+)_;t~r+)/ ,~, /~.dr+)_;~_dr+)/ 

, ,.~ni~1i1:l~ 
N88178 001 

AUG 15, 1983 

N87608 001 
FEB 08, 1982 

N87213 001 
FEB 08, 1982 

lf,~,:~:,,i1:~~ 
lf,~:~1Jij:~~ 



Rl< DRUB PRODUCT LIST ✓ CUIU.ATIVE SUPPLEMENT NUHaEllt 7 ✓ JAN'88 - JUl.'88 

HVQRAtAZINE HYDRQCUI.ORJUi HYQRQCHLOROTHIAZJQii RESERPINE 
TABLET; ORAL 

RESERPINE, HYDRALAZINE HCL AND HYDROCHLORl>THIAZIDE 
td,t l~l:JJil~tUJ ll.~J!$N.Jd.:tt¥! IN.'J#dldlU 

BP REID ROWELL 25HG;lSHG;O,lHG N88376 001 
OCT 28, 1983 

a 25HGilSHG;O,lHG N81210 001 

"' /UN,JUN,JfJ.:tr¥, ,Jml:!1iUJ~ 
H)'DRQCHl,OBOTHIWU 

SOLUTION; ORAL ~· M HY K LABS SOIC(iJ:P 

M ROXANE LABS SOM§l5Ht 

TABLET, ORAL ~, ~~ 
a 8Atf1AX PHARHS 
a 

~-25HG 
SOHG 

HVDRQCHbOBQTHIAZIUi YHDlQl HYDRQCHI.QRIQi 
TABLET; ORAL 

NORHOZIDE 
l~tfSt~/ /UN,J(t/J~/ 

a SCHERINS 25HG i400HG 

TMHDAII tm 
g GLAXO Ul:&ill!m!,i 

g uis;.ua 

g Ul:&ill.a 
g ~•Ult& 

N8966l 001 
JUN 20, 1988 

N88587 001 
JUL 02, 1984 

~,~i~ffi~ 
N86369 001 
N83554 001 

,J~:f~iU1~ 
Nl90\\6 00\\ 

APR 06, 1987 

Nl917't 001 
APR 10, 1987 

Nl9174 002 
APR 10, 1987 

Nl917't 003 
APR 11>. 1987 

Nl917't 004 
APR 10, 1987 

tlYQROCHbOBQJH1¥ 1P!ii UB§TALQL UYQROCUI.QRJPI 
TABLET; ORAL ,w'11•,-~ /Udd.(ffll!dl 

/Udd.(tdmkll IW 
IW /Udd,({dj!W 

/~J~~~, '"' 
HVDROCHLQBOJHJMJPlii HETHVLQOPA 

TABLET; ORAL 
HmttLROPA W lf/DMll.ORO]Klm;QI 

g NOVOPHARH lHili.mP 

g Ul:&ill.mP 

g Et§;~ 

g sm!§;~ 

IW l'Nl'tlltlfr1M1~1 /.fftfdJ~ 

>.JU.I..> 
>.JU.I..> 
>...!QIL> 
>...!QIL> 
>.JU.I..> 
>.JU.I..> 
>...!QIL> 
>...!QIL> 

23 

g 

g 

g 

g 

a PUREPAC PHARH 

ZENITH LABS 

SOHG;SOOHG 

lHill.mP 

Ul:&ill.mP 

E.tl§i~ 

sm!§i~ 

HYQROCHLQBOTHIMJPEi PINDQLQL 
TABLET; ORAL 

VISKAZIDE 
l~dtlfrl~I /1.~J~/ 

a SANDOZ PHARHS 2SHG;SHG 

/UN,JJ~I 
a 25HGilOHG 

23 

l~t.jt.'J!+l,/Jt.l. 

,~~i~ii~~"-i~ 
'1il!ir.~B~~ 
u~z.,ti;,1~i1.~l11. 
,~"lif?~~::tJ.~~n 

N71819 001 
APR 08, 1988 

N71820 001 
APR 08, 1988 

N71821 001 
APR 08, 1988 

N71822 001 
APR 08, 1988 

IA~J1~11iffl~ 
N70689 001 

APR 24, 1986 
N71458 001 

HAR 08, 1988 
N71459 001 

HAR 08, 1988 
N71460 001 

HAR 08, 1988 
N71461 001 

HAR 08, 1988 

, .i6~~ff :~1iU~~ 
Nl8872 001 

JUL 22, 1987 

,J6~~ff1,~u,~ 
Nl8872 002 

JUL 22, 1987 



RX DRUG PRODUCT UST ✓ CUHULATIV! SUPPLEH£NT NUt'IIH:R 7 ✓ JAN 188 • JUL '88 

1:JYQROCHLQROJllIAZJPEi PPRANQLQL HYQROCHLQBIU 
TABLETt ORAL 

fflOP!AHOWL HCL Affl> HQIOfflLWJHJ'RJPI 
M SIDHAK LABS ~-~ 

M ll!S•U!:!i.N 

M 

M 

KARNER CHILCOTT limi!m:l§N 

llt&tutP 

HYQROCHLQROJllIAZJUi RESERPINE 
TABLETt ORAL 

RESERPINE AND HYDROCHLOROTHIAZIDE 

1~~~ ,~,f./.dj/ ~~iu:1n1~ 
i BARR LABS 25tlG;O.l25tlG 
i SOHG;O.l25tlG 

ID'QROCHLQROJlllAZJU• UJWERENE 
CAPSULE; ORAL 

M 
DPMIPPJ M ~$ 

VITARINE lim•imP 

TABLETt ORAL 
tw<ZIOE-25tlG 

11VLAN PHARHS 25tlG;37.!iHGll8 

DPMIPPI M mlfflOClHWMD1W.JH 

N720't2 001 
HAR l'+, 1988 

N720't:S 001 
HAR l'+, 1988 

N7177l 001 
JAN 26, 1988 

N71772 001 
JAN 26, 1988 

~~i,,~~,~~ 
N84580 001 
NMS79 001 

N71737 001 
FED 12, 1988 

Nl9129 003 
HAY 13, 1988 

M 

M 

M 

M 

CORD LABS in•.Ii!P N720ll 001 
JUN 17, 1988 

DANBURY PHARMA i.!m!i•lifP N71969 001 
APR 17, 1988: JAN 15, 1988 

PAR PHARH i.!m§,lifP N72337 001 
HAY 11, 1988 

QUANTUM PHARHCS i.!m!i•l.i!:P N7l 980 001 
APR 17, 1988: FED 01, 1988 

iv/ 

HVQROCPBJISQNE 

61 

61 

61 NMC LABS 

HDBWIRC 
61 SYOSSET LABS 

lttl l~~J!#j/ 

LOTION; TOPICAL 
IDJIA-HC 

61 BETA DERH 

~IE 
61 NASKA PHARMA 

OINTMENT; TOPICAL 
ts!! (H'ID!fflCORTDOHlli) 

~jfllV~IW 
AI C&H PHARMA 

mtfflOWDIQNI 
AI NASKA PHARMA 

TABLETt ORAL 
HYDROCORTISONE 

Id,/ lfi~lt#~I 
a t'JRR LABS 

UM 

.LSM 

ll 

UM 

lit/ 

UM 

UM 

~tir' 
ll 

.L:1.11 

#It'd/ 
20118 

ID'PROCQRTlSQNE ACETATE 
CREAM; TOPICAL 
~IE MUAJIE 

AI "l'HAH£S PHARMA UM 

ID'PRQCPBJISQNE ACETATE; PRAHQXINE ID'QROCHLQRIDE 
AEROSOL; TOPICAL 

IPJfOAH 
61 REED & CARNRICK llill 

24 

N89706 001 
HAR 10, 1988 

N89682 001 
HAR 10, 1988 

N87795 001 
HAY 03, 1983 

N87427 001 
APR Ott, 1988 

,~~111,i~l~ 
N89495 001 

JAN 25, 1988 

N8970S 001 
APR 25, 1988 

~~~~Hi~~~ 
N8048l 002 

N89704 001 
HAR 10, 1988 

/~$§§§/ddU 
N83999 001 

N89472 001 
JUN 13, 1988 

N86457 001 



Rl< DRUG PRODUCT UST/ ClH.11.ATIVE SUPPLEMENT NUHBER 7 ✓ JAN'88 - JUl'88 

HVQROCOlfflSQN!E ACETATE; PBNt>XINI; l!YQRQCHLORIQE 
AEROSOL, TOPICAL 

H'@ROCMJ'DOHI MUAJI 11 M ffl.AtPCAtl HCL 11 
6I COPLEY PKARH ~;~ N8~0 001 

HAY 17, 1988 

HVQROCOBIISONE i NEOffiCIN SULFATE i PQl.xtJYXIN B SULFATE 

SUSPENSION/DROPS; OPHTHALMIC 
ttm:m;;vt Ml 5momf I MfAJD Ml ~ 

6I STERIS LABS ~u:g 3.SMG BASE/Mlt 

HVQROXYZINE HVQROCHLORIQE 
INJECTABLE; INJECTION 
~IHCL ,w~·~ 

IW 
a All.ANA 

a 

SYRUP; OftAl 
~UCL 

M NASl<.A PHARMA 

TABLET. ORAL 
H'(lfflC!N)"'mfl UCL 

M HALSEY DRUG 

M 

M 

IBUPROFEN 
TABLET. OOAl 

num,m 
Ml HALSEY DRUG 

10.000 UNITSIMLN N6~87'+ 001 

'"~ Id~ 
2511G/Hl 

50HGll1l 

l(ffi/fflllll 

lmP 

~ 

~ 

lU!P 

HAY 11. 1988 

IM-Ji-Jj/,_df.l 
l~l"t'1jt;t1l~zl 
,1Ri~~::1f16~1 

N87273 001 
APR 20, 1982 

N87273 002 
APR 20, 1982 

N88785 001 
FEB 03, 1988 

N89366 001 
HAY 02, 1988 

N89l17 001 
HAY 02, 1988 

N89396 001 
HAY 02, 1988 

N72137 001 
FEB 05, 1988 

JNRQfl!N 

TABLET; OOAl 
UUP!OEPJ 

M INVAHED ~ 

M il.mP 

M lU!P 

M HEDICOPHARHA ~ 

>..YJL> M PRIVATE FHLTNS lU!P 
>..YJL> 

M PUREPAC PHARM 

IMIPRAHINE HYDROCHLORIDE 

TABLET. ORAL 

~ 

~~ '&111tt~~, ,,~, ~11~~ 1J./;1 

>...Ill.I..> 
>.JU.I_> 
>..YJL> 
>..YJL> 

a BAM-WC PHARMS 
a 
a 

SOMG 
lOMG 
2SMG 

INDIUM IN-111 Ql(YqUINQLINE 

INJECTABLE, INTRATHECAL 
INDIUM IN-lll Ol<VQUINOLINE 
l~t~$1~~/ ltll~I 

AHERSHAH 

INQOHETHACJN 
CAPSULE; OOAL 

:mpoHE'fflACIN 

lHCUHL 

M NOVOPHARH ~ 

M ~ 

>..YJL> M VITARINE PHARMS ~ 
>..YJL> 
>..YJL> al i9lP 
>..YJL> 

2~-

25 

N7Z06'+ 001 
JAN 14, 1988 

N72065 001 
JAN 14, 1988 

N71938 001 
JAN 14, 1988 

N716'+'+ 001 
FEB 01, l98'­

N72300 001 
JUL 01, 1988 

N71964 001 
FEB 01, 1988 

l~j6.f1l.d.df.l 
~~In~,,~~ 

N83827 003 
N83827 001 
N83827 002 

ld,~~,f~i"~~ 
Nl90'+'+ 001 

DEC 23, 1985 

N71342 001 
APR 18, 1988 

N71343 001 
APR 18, 1988 

N717ll 001 
JUL 05, 1988 

N71712 001 
JUL OS, 1988 



m< DRUG PRODUCT LIST ✓ CutU.ATIYE SUPPLEMENT Nlnl!R 7 ✓ JAN'88 - JUL '88 26 

INSULIN PB ISOSOHHi DIW:IB!Yli 
INJECTAILEl INJECTION TAILl!H ORAL 

>..DJ.I..> ltffl~~I >..,Ol..> IWP:L 
>..DJ.I..> '"'"lW.tM4f./ /tll.11'/>tlddtl >...og_> a HVETil•AVERST RP N12093 007 
>..,Ol..> ILIETIN I >..,Ol..> JUL 29, 1988 
>..,Ol..> LILLY 500 UNITS/HI. Nl79U 001 >...og_> a lmP Nl2093 002 

>..,Ol..> JUL 29, 1988 
>...og_> a UP Nl2093 006 

JQHER >..,Ol..> JUL 29, 1988 
>...og_> a .i!lP Nl2093 005 

INJECTABLE; INJECTION >..,Ol..> JUL 29, 1988 
>..,Ol..> t+OtQl Nl2093 001 

i/ /u;M/ ,a1,~1f~{ffl~ >..,Ol..> JUL 29, 1988 

!E STERUNS DRUG ~ Nl8956 001 a .i!lP N87564 001 
DECH, 1985 SEP 18, 1986 

B CORD LAIS RP N86221 001 
JAN 07, 1988 

IRON HXUAN B lmP N86223 001 
JAN 07, 1988 

INJECTABLE; INJECTION B lllSM N89367 001 ,,,. APR 07, 1988 
>..DJ.I..>/ M./ /ff'~ddd·~ ltU.16d1/"'J.I B DltaURY PHARMA ~ N86034 001 
>..,Ol..> a FISONS EQ 50HG IRON/ML N17807 001 JAN 06, 1988 

B lmP N86032 001 
JAN 07, 1988 

JSONJWP B PAR PHARM .i!lP N87946 001 
JAN 12, 1988 

TABLEH ORAL 
LMMRP TABLIEn SUBUNGUAL 

M LANNETT .llll!§ll8 N89776 001 >..,Ol..> IWP:L 
JUN 13, 1968 >...og_> a HVIETH-AYIERST L.291 N12940 00ft 

>..,Ol..> JUL 29, 1988 
>...og_> a ~ N12940 003 

JSOSORBIQi QIW:D!Ii >..,Ol..> JUL 29, 1988 
>..,Ol..> B 1mP N12940 005 

>..,Ol..> CAPSULE, CONTROLLED RELEASE; ORAL >..,Ol..> JUL 29, 1988 
>..,Ol..> ISORDIL 
>..AD!L> HVETH-AYERST 40tQl N12882 002 >..AJlL> B ll2tS N87545 001 
>..&UL> JUL 29, 1968 >..,Ol..> SEP 18, 1986 

B CORD LAIS L.291 N86225 001 
FEB 19, 1988 

B ~ N86222 001 
FEB 19, 1988 

B DltaURY PHARMA L.291 N86033 001 
FEB 26, 1988 

B - N86031 001 
SEP 29, 1987 

26 
.. ,~?,n.·· ... ., .. 

:,")i'\ 



RX DRUG PRODUCT LIST ✓ ClH.11.ATIVE SUPPLEHENT NUHHR 7 ✓ JAN'M • JUL'M 

ISQSORUQE PJNJIMR 

>..Amt.> 
>...ARL> 
>...!RIL> 

TABLET, CONTROi.LED RELEASE; ORAL 
ISORDIL 

NVETII-AYERST t+OHGN 

KEJAHJNE HYQROCHl,ORIQE 
INJECTABLE; INJECTION 

ISUALAB 
e 
e 
e 
e 
e 
e 

PARKE DAVIS 

Kffffllttl HCL 
QUAD PHARKS 

UCJYl,QSE 

SYRUP; ORAL 
ClfflOt!UI.AC 

HERRELL DOH 
cotm;ll.AC 

AlRA LABS 

>...ARL> M 
>..!lllL> 
>..!lllL> M 
>_AUIL> 

: 8N :,,u 1 
> -lll.L > I 
>..m.L>t,u · 

>_AUIL> 
>...ARL> 
>..!lllL> AA 
>..!!llL> 
>..!filL> M 
>_AUIL> 
>..AmL> 
>_A!21L> M 

SYRUP} ORAL, RECTAL 
Cll:fflULAC 

HERRELL DOH 
~ 

ALRA LASS 

LACJ\H..OH 
KAll OUPHAR 

ft lOH§ BASE/ML 
Et SOM§ BASE/ML 
Et lQOH§ BASE/Ml 

Et lOH§ BASEIHUl 

Et SOM§ BASEIMLN 

Et lOOH§ BASEIHUl 

lO§MIJSML 

lQGM/lSMLN 

li~~Wd,t 
/itd~ld" 

lO§MllSML 

lO§MllSMLN 

lO§MllSMI. 

Nl2882 001 
JUL Ht 1988 

Nl6812 001 
Nl6812 002 
Nl6812 003 

N719'+9 001 
APR 11, 1988 

N71950 001 
APR 11, 1988 

N719Sl 001 
APR 11, 1988 

N1788'+ 001 

N71054 001 
JUL 26, 1988 

ltltJ,·$:Jt,,J./ 
ltlt.1~~f,/.d~J./ 

Nl7657 001 

N7133l 001 
JUL 26, 1988 

Nl7906 001 

27 

1,EUCQYQRJN w.cnrt 
INJECTABLE, INJECTION 
L~ ~LC'I.VH 

e 81:N VENUE LABS 

e INTL PHARM 

e 
e LEDERLE LABS 
e 
e QUAD PHARKS 

LEYQQOPA 
CAPSULE; ORAL 

81:NDOPA 
~!~ /Jttl/At~/ ,~, 

a ICN PHARKS 
a 
a 

Et lO!m§ IA§E,otlAl,,N 

H mi BASEIHl,,N 

El i!m!i IA~EiOtIAI.N 

H ll!i IA§EIML 
fi!a 10!2l!i IAlifiiCLHI.N 

El lO!m§ IA§E,otIAL 

~1::;~ 
l~.d~WJI 

l00tlG 
250tlG 
S00tlG 

LEWNQRQEFRINi t!EPJYACAINE HVDRQCHLQRIQE 
INJECTABLE; INJECTION 

'Id.&/ 
!,Ufi!mff::tilt.•iliti/ JU.I 

e NOWCOL PHARH O,OSHGIML;~ 
NLOCA'EHIE NI LI.WNQRDlfNH 

e ASTRA PHARH PRODS 0,0.5MGIHL;~ 

LIQOCAINE HYDROCHLORIDE 
INJECTABLE; INJECTION 

I.JDCCMHIE HCL 
Al! ABBOTT LABS 

~t~ lt.t~ 
a LEMMON 
a 

~ 

111~ 
li'. 
2i'. 

27 

N89717 001 
HAR 28, 1988 

N89352 001 
JUN 01, 1988 

N893!53 001 
JUN 01, 1988 

N08107 001 
N08107 004 

HAY 23, 1988 
N89636 001 

DEC 24, 1987 

'z~~,:~,~~;e1 
,~i~~~~~~~~ 

N16948 003 
N16948 001 
Nl6948 002 

lt¥~fJ1,,t1 
NM697 001 

N89517 00]. 
APR 1'+, 1988 

N89362 001 
HAY 25, 1988 

~~~~1~111~ 
N83627 001 
N83627 002 



R>C DRUS PRf"'UCT LIST I CUMUI.ATI\1£ SUPPLEMENT NUHBER 7 I JAN'88 • JUl.'88 28 

LINCW(CIN ID'PftOCttl.QRJPI LQXAPJHE SUCCJN!Jl 
INJECTABLE; INJECTION CAPSULE; ORAL 

a.pgqg YmAm:tl !IIIUCC'DIAII 
e UPJOHN H ~2!1:§ BASEdl, N.50311 001 Al WATSON I.ABS H 5.tti 16§~ N72204 001 ~- JUN 15, 1988 
e QUAD PHARMS H JOOHG BASEml,N N627M 001 Al Iii J.!IS Wli• N72205 001 

HAR 1~, 1988 JUN 15, 1988 
Al min na~1• N72206 001 

JUN 15, 1988 
LISJNQPRIL Al H i!IS l,ll§liN N72062 001 

JUN 15, 1988 
TABI.En ORAi. LMJ'ANI 

PRD:IYJL Al I.EDERI.E I.ABS H 5.tti lA§li N17525 001 
Al HS&D RES I.ABS - Nl9558 001 Al H l!IS l!§li Nl752S 002 

DEC 29, 1987 !I H &mi lli§li Nl7525 003 
a l!IS N19558 002 Al ~ Nl7525 004 

DEC 29, 1987 
a 1!IS Nl9558 003 

DEC 29, 1987 t!aPfmIILJNE ID'D~ttbDBIDE zm;m, 
!I IHPERIAI. CHUI ~ Nl9777 001 TADI.En ORAL 

HAY 19, 1988 t!Alll'RO"l'%Lr'DI !'SL 
!I l!ISN Nl9777 002 a AN THERPTCS llP N72129 001 

HAY 19, 1988 JAN 14, 1988 
!I li!:P Nl9777 003 0 ~ N72130 001 

HAY 19, 1988 JAN 14, 1988 
Al m.1!iN N72131 001 

JAN 14, 1988 
l,Q!ER»IIPI UVDROCHl.QRJPI 0 WATSON LABS llP N72162 001 

JUN 01, 1988 
SOLUTION; ORAL 0 ~ N72163 001 

IMOOIUH JUN 01, 1988 
l)ltW,t~~ IJNl~I ,~~}1111~1¼~ Al m.1!iN N72164 001 

JUN 01, 1988 
a JANSSEN PHARMA lMGl.!iHL N19037 001 

JUL 31, 1984 
mc1,1i1NE ttiD~UI.DBIRli 

LQRAZEPAN TABLET; ORAL 
Nff!l.'Vm 

TABLEn ORAL M ROERIG Jg!§ N10721 001 
LO!MiN JAN 20, 1982 

g CORD LADS ~ N7ll93 001 H~!.WHII; !'Sit 
APR l!h 1988 M PAR PHARH ~ N89674 001 

g lt§N N71194 001 HAR 31, 1988 
APR 15, 1988 

g 1t:!§N N71195 001 
APR 15, 1988 

g HARNER CHILCOTT lt§N N71038 001 
JAN 12, 1988 

g 1t:!§N N71039 001 
JAN 12, 1988 

2 8' 



!:!ECLOFENAHATE SOOIW 
CAPSULE; ORAL 

ttlCWPMJI WM 
PAR PHARH M 

M 

M 

M 

M 

M 

PHARM BASICS 

VITARINE 

HEfENAMIC ACID 
CAPSULE; ORAL 

MEFmAMIC AC!U 
!I VITARINE 

POHUJL 
!I PARKE DAVIS PR 

!:!ttll'.IDiis HYQRQCHLORIR.§ 

l:'14.JECTABLE; INJECTION 

RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NIMBER 7 I JAN'88 - JUL'88 

HESTRAt)IQL> NQR§THJNORQNE 
TABLET. ORAL-21 

li SONG BASEN 

Eq lQOH§ USE• 

Eg SOH§ H§EN 

Eg lQOH§ BASE• 

Eg SOM§ BASEN 

Eg lOOMG t)ASEN 

~ 

~ 

N72077 001 
HAR 10, 1988 

N72078 001 
HAR 10, 1988 

N71007 001 
HAR 2!h 1988 

N71008 001 
HAR 25, 1988 

N717l0 001 
JUN 15, 1988 

N7l68'1- 001 
JUN 15, l4a88 

N72179 001 
APR 21, 1988 

Nl503'+ 003 

M 
HOHJffltt 1/IIIH-H 

SEARLE PHARMS ~;,l!:SN 

>..AWL> 
>..AWL> M 
>..A.Im..> 

P~l!i M MD'JMHOL 
HATSON LABS ~;,l!:SN 

TABLET; ORAL-28 
Pffl:ffll 1/19H•M 

SEARLE PHARMS ~;,l!:SN M 

>-!JllL> 
>..A.Im..> M 
>JmL> 

HORIEJfflHl.mOHE AND Mm'RAHOI. 
HATSON LABS O.O~l;!!i>.l!:SN 

HESTRANQLi NORETHVNQQREL 
TABLET; ORAL-20 

IW '71mttl 
a SEARLE 

IW W#ll, 
a SEARLE 

HETAPBQTERE!:!QL ~LfATE 

ll~t~J~I 
0.07SMG;SMG 

11;:t~J,t;~, 
0.111G;2 .SMG 

/'4!/ -~rt/ ltU l~d~i~l,!lf.l SOLUTION; INHALATION 
Af NOYOCOl PHARM ~ N80925 001 Al,UIIM 

>..Amt.> &:I BOEHR INGEL 0.4~ 
>..Amt.> 

MEPRQ8WTE Mr[APROTmm!L !!!YI.FAIi 
>..Amt.> &:I ARMOUR PHARH 0.4%n 

TABLET; ORAL >..Amt.~ 

IW "iB11 
l~IIW /tt"J.$,'JU,!JU 

>...Mm..> &:I 0.6%n 
>...Mm..> 

a HAI.LARD 40011G 
IW l~IV~t~~I IU~~I 
IW l!tll.W 

Nl5072 002 &:I MV K LABS ~ 

,~~1U11iijf~ >...Mm..> &:I PACO RES 0.4%n 

,~1,1,~~j}~ >...Mm..> 
>...Mm..> AH 0.6%n 

a PHARM BASICS 20011G N87825 001 >...Mm..> 
MAR 18, 1982 

a 400MG N87826 001 TABLET; ORAL 
MAR 18, 1982 AWIIENI' 

M BOEHR INGEL llll:!§ 
M 2011G 

2? 

29 

N71539 001 
APR 12, 1988 

N707.58 001 
JUL 01, 1988 

N7l540 001 
APR 12, 1988 

N70759 001 
JUL 01, 1988 

/M.,1.1Udd~I 
Nl0976 004 

l~td1'JUdd~I 
Nl0976 006 

Nl8761 002 
OCT 10, 1986 

N7l275 001 
JUL 27, 1988 

N7l018 001 
JUL 27, 1988 

N72190 001 
JUN 07, 1988 

N71855 001 
JUL 14, 1988 

N71726 001 
JUL 14, 1988 

Nl.5874 002 
Nl.5874 001 



R>C HUG PRODUCT UST ✓ CUNULATl\11: SUPPLEHENT NUHBER 7 ✓ JAN'M - JUL'M 30 

MiWRPDBfNOL MUD MEIHYLPA 
TABLEn ORAL TABLEn ORAL 

MITA"9JRML MfAU MmrtLQOPA 
Al AH TifERPTCS 111P N?ZOM 001 Al HALSEY DRUG llitt!iN N717Sl 001 

JUN 23, 1988 MAR 28, 1988 
Al lll1iN N72055 001 Al 191:P N71752 001 

JUN 23, 1988 MAR 28, 1988 
Al PAR PHARM 111P N72024 001 Al ~ N71753 001 

JUN 28, 1988 MAR 28, 1988 
Al lll1iN N72025 001 >.Am!..> Al SlDHAK LABS lmP N72126 001 

JUN 28, 1988 >.Am!..> JUL 07, 1988 
Al PHARM BASICS 19.t.P N71013 001 >.Am!..> Al 191:P N72127 001 

JAN 25, 1988 >.Am!..> JUL 07, 1988 
Al lll1iN N71014- 001 >.Am!..> D ~ N72l28 001 

JAN 25, 1988 >..All!L> JUL 07, 1988 

lf:THQCABIAHQL MEIHXL!HENIDAIE HXDBm:HL!mIDE 
TABLEn ORAL TABLET, CONTROLLED RELEASE; ORAL ..,.,. .. tlmttbl!IHRAII 1:191. 

IW /MW /tll,r.r+H,/dd-J.I D HD f!HARM ~ N89601 001 
a BARR LABS i!llmi N84488 001 JUN 01, 1988 

lffAYH-H 
M CIU PHARM 1Qt1§ Nl8029 001 

MiJHOIUXAIE SQDIW MAR 30, 1982 

INJECTAl3LE, INJECTION 
HETHOTREXATE MEIHXLeBEm!J!H!LU 

LEOERLE LABS EGI 19" aASEIYlAI.N Nll7l9 009 
APR 07, 1988 TABLET; ORAL 

tllffl«fflt!m&II IDUlLII nmm. 
>-All!L> Ae PHARMACHEHIE Eli& USEa:JI.N N89l58 001 M UPJOHN li.t:1§ Nll1S3 005 
>-All!L> JUL 08, 1988 M ml§ Nll1S3 006 

tlfflh'L!!f!IDHl!IIIOLQB!I 
D PAR PHARH lit:!§81 N89207 001 

lf:JHOXSALEN APR 25, 1988 
D ~ N89208 001 

CAP~E• ORAL APR 25, 1988 ,~···, D llt9I N89209 001 
Id,/ lttlit~}~I U~I /t$d~d~ldd-J.I APR 25, 1988 

8-HOP 
ELDER PHARHS lOMG N09048 001 

ME]ll!;;IJ2!?BAHJDE HXDBQS;HL!mJDE 

MUJ!YLPA TABLET; ORAL 
Mm 

TABLET; ORAL D QUANTUM PHARHCS Eg mi l§E• N72384 001 

Mmrt&.NM JUN 02, 1988 

D CORD LABS lliP N71700 001 t1nocwmAt11D I ISL 
HAR 02, 1988 D SIDHAK LABS E!i l!ll:§ 1§!:i• N71250 001 

FEB 03, 1988 

3 0 



RX DRUG PRODUCT LIST/ CUHULATI\1£ SUPPLEHENT NUtllER 7 ✓ JAN'88 - JUL'88 31 

l:!EJJ>CLQPRAMJDE HYPRQCHLQRIQE 
TABLET; ORAL 

lWM 
!I ROBINS 

HETQCURINE IOQIQE 
INJECTABLE; INJECTION 

HffOCURJHlt ;mmll 
!e QUAD PHARHS 

HffllHHI DUH 
!e LILLY 

E9 SH§ 1AM 

1!:!§lffl.11 

1!:!§lffl. 

HEZLQCILLIN SOQIUH HQNOHYQRATE 

INJECTABLE; INJECTION 
HEZUN 

HILES PHARM 

HINQXIQ:U. 
TABLET; ORAL 

t:DOUL 
> ..AJllL> !I ~ PHARMCS 
>..AJllL> 

HITQHVCIN 

INJECTABLE; INJECTION 
MUTAMVCIN 

BRISTOL HYERS 

HQRPHINE SULFATE 

INJECTABLE; INJECTION 
HORPHIHE WI.IFAJI 

!e A880TT LASS 

Ae 

EQ 206" BASEIVIAUC 

EQ 206" BASE/VIALII 

~ 

40HGI\IIAUC 

o, SMGIMLN 

~ 

Nl7854 002 
HAY OS, 1987 

N89't43 001 
JUN 01. 1988 

N06632 003 

NSOS49 005 
HAR 02, 1988 

N62372 004 
HAR 02, 1988 

N72153 001 
JUL 13, 1988 

N62336 003 
HAR 10, 1988 

N71849 001 
HAY 11, 1988 

N71850 001 
HAY 11, 1~88 

MORPHINE SULFATE 

TABLET, CONTROLLED RELEASE; ORAL 
MS CONTIN 

PURDUE FRDRK 60MGN 

!:!,AFTiflNE HVQRQCH!JlRIDi 
CREAM; TOPICAL 

NAFTIN 
HERBERT LABS 

NAUDIXIC ACID 

TABLET; ORAL 
HAUD:pqc ACED 

!I DANBURY PHARMA 

11.N 

ll.!!P 

Nl9516 002 
APR 08, 1988 

Nl9599 001 
FEB 29, 1988 

N71936 001 
JUN 29, 1988: JUN 28, 1988 

!ll 

M 

NALQ)(ONE HYDROCHLORIDE 
INJECTABLE; INJECTION 

HALOl<OHli HCL 
!e ELKINS SINN 

Ae 

Ae 

Ae 

Ae 

Ae 

INTL HEDTN SYS 

>..AJllL> !e HARSAM PHARMS 
>..AJllL> 

~ 
>..AJllL> !e DUPONT CRI CARE 
>..AJllL> 
>..AJllL> Ae 
>_AfilL> 
>ADD> Af 
>_A9_!!_> 

31 

~ N72061 001 
JUN 29, 1988 JUN 28, 1988 

Mit.111 N71919 001 
JUN 29, 1988: JUN 28, 1988 

Q,QgM!z/MLN N71272 001 
HAY 24, 1988 

l!:!!zll:ll.91 N71273 001 
HAY 24, 1988 

~ N71274 001 
HAY 24, 1988 

l!:1!Ut!.l• N71287 001 
HAY 24, 1988 

l!:1!Ut!.l• N72076 001 
HAR 24, 1988 

l!:!!zll:ll.• N72115 001 
APR 27, 1988 

Q,4MG/t1UI N718ll 001 
JUL 19, 1988 

0.4M!z/HLN N71083 001 
JUL 28, 1988 

l!:§l!:t!.• N71084 001 
JUL 28, 1988 

~ N713ll 001 
JUL 28, 1988 



R>C DRUG PRODUCT U:ST / CUMULATIVE SUPPLEMENT N\IHBER 7 / JAN'88 • JUL'88 32 

NJJROfUMNDllN NORJ'R,IPTVLJNE UYPJNCHLORIQE 

TA8LEn ORAi.. CAPSULE, ORAi.. 

IW~ /UM/ ~,AA11,.di/ BD 
A\IENTYL HCl. 

U:1..LV EQ lOMG BASE Nl46M 001 
a BOLAR PHARH lOOHG ~1 OOt BD EQ 2SMG BASE Nl46M 002 

~,~~ ~,~~1~=~,~ ~~}~~~~,~~~ 
NITROFUIWffllltta na,BSlilRVST6LLINI! PAHl:LOR 

BD SANDOZ PHARHS EQ lOMG BASE Nl8013 001 
CAPSULE; ORAi.. 8D EQ 2SMG BASE Nl8013 002 

MMB9MNDH ~,~~ ~iz11~1~,~ ~~iiiu~:1~~ a NORHICH EATON as Nl6620 001 
a 19a Nl6620 OOt 
~ ~QDI.L.:IM 

M BOLAR PHARH 91P N702'+8 001 NV§TATIN 
JUN 24, 1988 

a ~ N702<+9 001 CREAtH TOPICAi.. 
JUN 2'+ t 1988 H)'E'Amt 

il NASKA PHARMA 1991999 WITS/GHIi N629'+9 001 
JUN 13, 1988 

NITROOLX!;HJN 
SUSPENSIOtU ORAi.. 

INJECTA8LE; INJECTION H)'E'Amt 
~LUDD M THAMES PHARMA .l!l.!h!Hl9 WJISLMLN N62876 001 

e LUITPOLD PHARHS ~ N71492 001 FEB 29, 1988 
HAY 24, 1988 

e ~ N72034 001 
HAY 24, 1988 Q>w!EPAM 

>.AmL> OINTHl:Nf; TOPICAi.. CAPSULE; ORAi.. 
>..a!21L> NITROGLYCERIN M'ZlliPAM 
>-AWL> Al.TANA 2,,._ N8735S 001 a AM THERPTCS mP N71955 001 
>..a!21L> JUL 08, 1988 HAR 03, 1988 

a WP N71956 001 
HAR 03, 1988 

NIZATIDINI! a ll!!iN N71957 001 
HAR 03, 1988 

CAPSULE; ORAi.. a CHELSEA LABS mP N7166l 001 
AXID HAR 02, 1988 

ULI..V lSOHGlla Nl9508 001 a 1iP N71662 001 
APR 12, 1988 HAR 02, 1988 

300HGIIS Nl9508 002 a ~ N71663 001 
APR 12, 1988 HAR 02, 1988 

a CORD LABS llt1§al N71813 001 
APR 19, 1988 

g ll!:!§11 N71756 001 
APR 19, 1988 

g ll!!iN N71814 001 
APR 19, 1988 

32, 



COPY AVAILABL• 
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QXAZEPAN oX'ffillIYNIN CHLQRIQE 
CAPSULIU ORAL TABLETl ORAL 

/df,/ ~~I H119PAH 
Ii~/ ltl1tl'J,$./ddil AB MARION LADS - Nl7577 001 

'~l~~,i~~~l~ O>MM'YH1H mumn1 
1'6,1 /UN;/ M PHARH BASICS BP N70746 001 

1t>,1 /j~/ 
1~i~ni,~~1~ HAR 10, 1988 

lrftt#~.:r1.'#,1l 
a HYLAN PHARHS lOHG N71713 001 mr!IiIBaGXGbINE WD~HLQRIQE 

OCT 20, 1987 
a lSMG N71714 001 CAPSULE> ORAL 

OCT 20, 1987 
/W~rL a 30HG N71715 001 IIDdild~U /~d(>j~1',1.1 

OCT 20, 1987 a PUREPAC PHARH EQ 2SOHG BASE N6063ct 001 
M PURfPAC PHARH l!m!iR N722Sl 001 

APR 14, 19M 
M 111P N72252 001 PBURONJ!t,1 lmt'll!.'11; 

APR l<+, 19M 
M ElSM N72253 001 INJECTABLEl INJECTION 

APR lct, 19M ~ 
>..Aml,.> M ZENITH LABS llm N70943 001 .e ELKINS SINN .ll!!iLW.N N720S8 001 
>..Aml,.> AUG 03, 1987 HAR 23, 1988 
>..Alm..> M um N70944 001 .e .m!k'.W.• N72059 001 
>..Aml,.> AUG 03, 1987 HAR 23, 1988 
>..!RL> M Em N70945 001 .e ~ N72060 001 
>..Alm..> 

/'/.~/ 
AUG 03, 1987 HAR 23, 1988 

> .Jll.L> Id-,/ lt11,,~j/d.d'J,l ~ WDI 
>.Jll,L> u~~!~~~~,j~ .e ASTRA PHARH PRODS lt!!W:11.• N72210 001 
>.Jll.L> ldfll lJ,.f,N;/ HAR 31, 1988 
>.Jll,L> /~~~~~~~!~~ .e ~ N722ll 001 
>.Jll.L> ldfll /j~/ HAR 31, 1988 
>.Jll,L> fl.i}f,t,~::n'#,11 .e ~ N72212 001 

UMlS HAR 31, 1988 
M NVIETH llm Nl5539 002 .e ~ N72213 001 
a um Nl5539 004 HAR 31, 1988 

lff,51 lffnjl 
Nl5539 006 .e QUAD PHARHS lt!!W:11.• N72209 001 

~ni,~iti:~~~ JUN 03, 1988 

~,~~ ~JI~ .e ~ N72208 001 
l~t~,'J~l~'lf>l JUN 03, 1988 

1AHffffl PAWi.OH 
AB QUANTUN PHARHCS l!m!iR N70650 001 .e ORGANON lt!!W:11. Nl7015 002 

HAR 01, 19M .e .m!k'.W. Nl7015 001 
a 111P N70640 001 

HAR 01, 19M 
a ElSM N70641 001 PAMHETHAQIQNE 

HAR 01, 19M 

~ Gtl ~ ,~~11ffiJl~U/ 
>.JllJ...>/W .. f.J.d~I ldddddhl" /~.6,ddd/,,U 

33 



PARWTMDIQNE 

>..!!UL> 
>..!!UL> 
>..!!UL> M 

SOLUTION; ORAL 
MRAQIONE 

A880TT LASS 

RX DRUG PRODUCT LIST I ClltlN.ATI\IE SUPPLEMENT NUMBER 7 I JAN'88 - JUL'88 

PHENQIMETRAZINE TARTRATi 

TABLET; ORAL 

34 

30QMG/l1l. 

PENICILLIN G PQTASSIW 

POHOER FOR RECONSTITUTION; ORAL 

IW 'nffiJm?A~w-w ,~d1;~1t:~lRh:I 
a PUREPAC PHARM 400.000 UNITS/SML 

TABLET; ORAL 

~~ 'am~~iU:HflB~ 
a PUREPAC PHARM 250,000 UNITS 
a 400.000 UNITS 

PENICILLIN V PQTA§SIW 

POHOER FOR RECONSTITUTION; ORAL 

IW 
~ 

l«.:i,1tOS4"lRh:I 
a PUREPAC PHARM EQ 2SOMG BASE/SML 

TABLET; ORAL 

~-~ '»fflJ>m~~IHl:ffl~ 
a PUREPAC PHARM EQ 250116 BASE 
a EQ SOOMG BASE 

PERPHENAZIHs 

SYRUP;. ORAL 
TRllAFON 
IM.tltJ$.1~/ 

a SCHEIUNG 
/tr'l/,/'/it4tl 

2HG/5ML 

N06800 002 

ltV>-J..1!+.d1'dU 
N61740 002 

1~i~=1iii~ 
N61588 002 
N61588 003 

ltV>-J.1,dlddU 
N6l758 002 

~~1,11~~~l~ 
N6157l 002 
N6157l 003 

lttJ-J.tjMd.dU 
Nll294 002 

3Y 

a BARR LABS 
a 
a 
a 
a 
a 
a 

PHENTE,lMINE RESIN COMpLEX 

:~ 
l 

II 
35MG 
3511G 
35MG 
3511G 
3511G 
3511G 
3511G 

CAPSULE, CONTROLLED RELEASE; ORAL 
ZOHAMIH•IO 

An PENNWALT EQ 30MG BASE 
fflPfIQtmti BPPi IO 

An QUANl\JH PHARHCS EQ 3011G BASEN 

PIPERACETAZINE 

TABLET; ORAL 
QUIDE 
/p~/~1'.~/ 

DOH PHARMS 
ltd~/ 

lOMG ,,~~~, 
25MG 

l~UMtldd'J.I 
~;Ht~~iu~ 
l~U.I/Hddtl 

Zz~~~i~zz:~~~ ,~~~~,~~ii 
N83644 001 
N83684 001 
N83686 001 
N83687 001 
N84831 001 
N84834 001 
N84835 001 

Nll6l3 002 

N89120 001 
FEB 04, 1988 

l~-J.Ut~ldd-J.I 
Nl3615 001 

l~-J.'J~t~/.d#I 
Nl3615 002 

POLYETHYLENE GLYCOL 3350; POTASSIW CHLORIDE; SOQIW 
BICARBONATE; SOQIW CHLORIDE; SODIW SULFAJ'Ea ANHYDROUS 

POHDER FOR RECONSTITUTION; ORAL 
COLOHl.:rJ'E 

M DYNAPHARM 227.1GH/PACKET;2,82GH/PACKET; 
6,36GM/PACKET;S.S3GH/PACKET; 
21.SGMIPACKE'PI N71320 001 

APR 20, 1988 



RX DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUHBER 7 / JAN'M - JUL'M 

P9LYEJHVLENE §LVCQL 3350; P9TASSJW CHLORIDE• SQl>IW 
IJCAR8QNATE! SQl>JW CHLORIDE; SQl>IW SULFATE, ANUYQBM 

PONDER FOR RECONSTITUTiot,t; ORAL 
am 

M REED & CARNRICK ~;t,atGH,(PACK,H. 
6.36§HIPACW;S,.53GHlpACKEJ; 
2LSGH(PAC!SEPI Nl8983 004 

OCT 26, 1984 

P9LYfJHVLENE GL\'CQI. 3350; P9IASSIUM CHLORIDE; SODIUM 
IJCAR8QNATE> SQl>JW CHLORIDE> SQl>IW SULFATE 

SOLUTIOtO ORAL 
OCL 

I/Jl/.fl6sSftl~I 

AMOTT LABS 

P9TASSJW CHLORIDE 
INJECTABLE; INJECTION 

MMRW c;HL.OgH 
Af! STERIS LABS 

PREQNisotU 

TABLET; ORAL 
PREDNISOLONE 

/~/ l~it.M# 
a BARR LABS 

~if~fJtl;!,.~J;L(;~JidfJN.J/ 
n::i~~,~I ,,}1~1,{ij~~ 

6GM.llOOHL,75MGllOOHL;l68MG/lOOHL; 
146MG/'lOOHL; 
l.29GtVlOOHL Nl9284 001 

WM'JI.III 

,~, 
SMG 

APR 30, 1986 

N89163 001 
MAR 10, 1988 

ltldl+l+I(;/ "U 
NM426 002 

PBEDNJSQNE 
TABLET; ORAL 

PBIPHDOHI 
61 SUPERPHARH 

M 

M 

Id# 
Id# 
/~# 

PRQSUCQL 

TABLET; ORAL 
LORELCO 

SHG 

llm!i 

1!)!§ ,~~, 
Ud~I 
#.d~/ 

>..!IDL> MERRELL OOH 500MGN 
>..!IDL> 

PROCAINAHIDE HVQROCHLORIDE 

INJECTABLE; INJECTION 
~HHCL 

At! HARNER CHILCOTT l00MG/MI.III 

A!? S0OMG/MLn 

PRQCHLORPERAZINE EDISYLATE 
INJECTABLE; INJECTION 

P@OCHLORPERADHI IDmLATIE 
Al! ELKINS SINN EQ SHG BASE/Hln 

Al? 

Al? 

Al? 

QUAD PHARMS 

STERLING DRUG 

EQ SHG BASE/Ml.Ill 

EQ SHG BASE/MLn 

EQ SHG BASE/Ml.Ill 

3'? 

35 

N88865 001 
OCT 25, 1984 

N88866 001 
OCT 25, 1984 

N88867 001 
OCT 25, 1984 1rd~~~l~~f 
'~~,a~~~~11a~ 
l~~~l~~~~~~ 
/(i¢'f/t~.:t'H~(+I 

Nl753S 002 
JUL 06, 1988 

N89528 001 
MAY 03, lCJ88 

N89529 001 
MAY 03, 1988 

N89523 001 
MAY 03, 1988 

N89637 001 
FEB 01, 1988 

N89638 001 
FEB 01, 1988 

N89703 001 
APR 07, 1988 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUHBER 7 / JAN'M • JUL'88 36 

PBQtlJ1IA.ZINI! ID'.DftOCHLORIDE PRQPRANQLQL HYQRQCHLQRJQE 
INJECTABU; INJECTION TABLET; ORAL 
~11121. ~LHCL Ae HARSAH PHARHS 2.!SJSM.N N69'"3 001 > .JJJJ_;>/W IU.W ,J~Jj1111l:,1 MAY 02, 1988 >..Jll..> 

Ae SOHGlttl.111 N&9477 001 >..ADIL> a LEMMON lOMG N70232 001 
MAY 02, l~ 

>..ADIL>""' 
OCT 07, 1987 

lti~tl~l.:lt~I 1'd~I ,~,~11111iU~~ TABLET. ORAL 
PROHETHAZINE HCL M SIDMAK LABS ~ N7l972 001 

~,~~ l~/f./.d'!,/ ~~~/ ~~~~~~11i~ APR 06, 1988 
M 12mn N7l973 001 ,~n r~~, /i¥,~IH,,u APR 06, 1988 a BARR LABS 12.!iHS NMSSS 001 M ~ N71974 001 

a 25M8 NMS54 001 APR 06, 1988 a 50MG NS4557 001 M ~ N7197S 001 
APR 06, 1988 

a ~ N71976 001 
PROPOXVeHENI! HVDROCHLQRll,lE APR 06, 1988 

M ~ N71977 001 
CAPSULE; ORAL APR 06, 1988 

~) M SUPERPHARH ~ N71515 001 
IW /4t.W ht/,JJ~M,,'J./ JUN 08, 1988 

ilWliAX PHARHS 65MG N83184 001 g llP N71Sl6 001 
IW l~/f./.d'!,/ IUJJ4/ l~'JJU1'ji/ JUN 08, 1988 

a BARR LABS 65M8 N&3186 001 M 40MGN N71517 001 
JUN 08, 1988 

M ~ N71518 001 
PROPRANOLW, HYQRQCHLQRIQE JUN 08, 1988 

g HARNER CHILCOTT lOMG N70438 001 
TABLET; ORAL SEP 15, 1986 

!fmPIWIOMU, HCL >..ADIL> g ZENITH LABS ~ N72063 001 
>..Alm...> g INVAHED ll!P N7l658 001 >..ADIL> JUL 29, 1988 
>.AL> JUL 05, 1988 >..ADIL> g llP N72066 001 
>_!QlL> g li!:§111 N7l687 001 >..ADIL> JUL 29, 1988 
>.AL> JUL 05, 1988 >..ADIL> g 40MGN N72067 001 
>.AL> a !mP N7l688 001 >..ADIL> JUL 29, 1988 
>..ADIL> JUL OS, 1988 >..ADIL> g 60MGN N72068 001 
>.AL> g ~ N72197 001 >...!!2!L> JUL 29, 1988 
>.AL> JUL 05, 1988 >..ADIL> g §Ot§al N72069 001 
>..!Im..> g §m:P N71689 001 >...!!2!L> JUL 29, 1988 
>.AL> JUL OS, 1988 
>..!Im..> g ~ N72198 001 
>..A!!JL> JUL OS, 1988 

g LEDERLE LABS ll!P N72117 001 
JUN 23, 1988 

g li!:§111 N72118 001 
JUN 23, 1988 

a !mP N72119 001 
JUN 23, 1988 

g §m:P N72120 001 
JUN 23, 1988 

3 6 



RX DRUG PRODUCT LIST/ CUHULArIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'88 37 

PRQTAHJNE SULFATE SODIUM CHLORIDE 

INJECTABLE; INJECTION INJECTABLE; INJECTION ?BJB !&ILFATI !!IOD:tUM CHWDJ:DIIE 01 ~ 1H !PLASTIC COHTAIU!m 

11 ~&'" i~:11~11::11 A!! KEt.lDALL tlCGAH 900HG/lOOHI.JI Nl9635 002 
MAR 09, 1988 

fl.JJ,1,/#:n~~r.1 !!IOD:DM CHLOR'J:DI 01 ~ :DI PI.Aff'£C COHTAIU!m 
a UPJOHN SOHG/VIAL N07413 001 A!! A880TT LABS 450MG/lOOHI.JI N19759 001 
a 250HG/VIAL N07413 002 JUN 08, 1988 

AUG 02. 1984 AP KENDALL tlCGAH 450HG/10011LJI Nl9635 001 
MAR 09, 1988 

l!mJUH CHLOR'J:DIIE E 1H !LAST.EC COHTAIU!m 
GUINESTROL A!! KENDALL tlCGAH 3GM/lOOHLn Nl9635 003 

MAR 09, 1988 
TABLET; ORAL A!! TRAVENOL LABS 3GWlODML N19022 001 

ESTROVIS NOV 01, 1983 
/fi1.J1~tldl:Jt~/ ld.:j.~/ /~j.fJf>6/dd# !mD:DM CHLOR'J:DI B 1H PLAm!2 CONl'AIU!m 

a PARKE DAVIS O.lHG Nl6768 002 AP KENDALL tlCGAH SGM/lODMLn Nl9635 004 
/.d.:t~/ /~j.f>1~Md.d~/ MAR 09, 1988 

a 0.2HG N16768 003 A!! TRAVENOL LABS SGH/lOOML tU9022 002 
NOV 01, 1983 

!!~LEIA ~ERPE!:![IUA 
SODI!.!f:! S!,&CINATE 

TABLET; ORAL 
RAWAL INJECTABLE; INJECTION 

~~?~t.t/¢~t~I ~1:1, ~~:~1::~:::~1 SODIUM SUCCINATE 
ltt.tt:J.~f./~-J.~/ l~d"/.1 ltl6d$j.f>/ddU 

BP VALE CHEl1 SOHG N09108 002 a ELKINS SINN 30% N80516 001 
lllP lCOHG N09108 004 

§1.!LFAMETHOXA~LE 
RESERPINE 

TABLET; ORAL 
TJI.BLET; ORAL 

~~LI RESERPINE 1/Jdl l~~r!lll ,~~1~11i,:}~ ldn ldMftflt.~~I ld.:t~/ lt-tdd1#/dd# 
a BARR LABS 0.25HG N80721 002 a BARR LABS 500HG N87189 001 

JUL 25, 1983 

SE!cm\ABIIIAI. SOQI!itJ 
§!.!LFAl1ETHOXA~LEi TRI11ET!:!QPRIH 

CAPSULE; ORAL 

/W wmnr-rAL SUSPENSION; ORAL 
II.Ml /~6/+#$/ddj.f ~SULFA 

a BARR LABS lOOHG N84225 001 ,Ag NASKA PHARMA 200MG/5HL;40HG/5HLn N72289 001 
MAY 23, 1988 

al! ?QQMG/SHL;40MG/5HUI N72398 001 
MAY 23, 1988 

M 200MG1SHL;40HG/5HLn N72399 001 
MAY 23, 1988 
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>...RJ.L.> 
>...RJ.L.> 
>..AruL> 
>..!lllL> 

SULFISQ>CAZOLE 

TABLET; ORAL 

,w~)' 
a BARR LABS 

SULINQAC 

TABLET; ORAL 
cu:tpqL 

61 HS&D 
M 

IULJHPAC 
61 AH THERPTCS 

M 

61 DANBURY PHARMA 

Al 

TEMAZEPAH 
CAPSULE; ORAL 

JINIEPAH 
Al CORD LABS 

M 

TERAZQSIN HYDROCHLORIDE 

TABLET; ORAL 
HYTRIN 

1,1~ff/(M~/ 
ABBOTT LABS 

TERCQNAZQLE 

SUPPOSITORY; VAGINAL 
TERAZOL 3 

ORTHO PHARM 

RX DRUG PRODUCT LIST/ ClHJLATIVE SUPPLEMENT NUHBER 7 / JAN'88 - JUL'88 38 

IM'al 
SOONG 

Jims 
1Q!H:J!i 

llm:P 

~ 

llm:P 

~ 

lltP 

J.mP 

tJ.df4¢/ 
1011G 

80t08 

APR 03, 1990 

APR 03, 1990 

/~(tdjUdd'J./ 
N84031 001 

Nl7911 001 
Nl7911 002 

N72171 001 
HAY 23, 1988 

N72172 001 
HAY 23, 1988 

N71891 001 
HAR 03, 1988 

N71795 001 
: HAR 03, 1988 

N71427 001 
JAN 12, 1988 

N71428 001 
JAN 12, 1988 

I ~~,::,1]1,:1~ 
Nl9057 004 

AUG 07, 1987 

Nl9641 001 
HAY 24, 1988 

3 ff 

TETRACYCLINE HYDROCHLORIDE 

CAPSULE; ORAL 
TIETRACYCLDIE HCL 

Al VITARINE 

THEOPHYLLINE 

ELIXIR; ORAL 
THIEOPH'tLL,JHE 

M NASKA PHARMA 

INJECTABLE; INJECTION 

ll2t!!i 

8QHG/15MLII 

N61471 001 

N89223 001 
HAY 27, 1988 

THIEOPlffLLDIE AHD HJCTRO!;E 5Z DI PLAmC COHTmtlER 
Af TRAVENOL LABS 320MG/100ML Nl8649 006 

NOV 13, 1985 
Jl:I.P,PH'tLLPflE m Dlll:XTifflH 5Z DI Pl.Ame COHT@IIER 

Af ABBOTT LABS 320MG/lOOMLn Nl92ll 006 

TABLET, CONTROLLED RELEASE; ORAL 
THEOLAIR-SR 

BC RIKER LABS 250MG 

.D!IQ.!!UIAZINE HYDROCHLORIDE 

TABLET; ORAL 
]'l:m>UDAm-11! HCL 

61 PAR PHARM 

§ 

§ ROXANE LABS 

TIQCQNAZQLE 

OINTMENT; '1/AGINAL 
VAGISTAT 

/lid~rt,/ 

lSOMGIIC 

~ 

~ 

/f4(Jt~trt,/ 11>.:it.1 
a ROERIG 6.5Y. 

JAN 20, 1988 

N86363 002 
JUL 16, 1987 

/)~~,~:1,1~1~ 

N89764 001 
FEB 09, 1988 

N89765 001 
FEB 09, 1988 

N88664 001 
MAR 15, 1984 

,~,~,1a1,1,:~~ 
Nl9355 001 

DEC 30, 1986 



RX DRUG PRODUCT LIST/ ClHJLATIVE SUPPLEMENT tu-BER 7 / JAN'88 - JUL'88 39 

JOLAZAHIQE JRIAZQLA11 

TABLET; ORAL TABLET; ORAL 
P 1Rffl!n11£ HALCION 

M PHARM BASICS JrulP N713SS 001 /JJ,)(Jt~/ ":'!>14dl ,~~11:"~~~~ JAN 11, 198S 
a UPJOHN O.SMG Nl7892 002 

NOV 15, 1982 
JOLBUTAMIQE 

TABLET; ORAL TRI~bOFmi! ~I~ 

/1,d/ 'imM~, /fflia/ ltW,J.r+tldd-J./ SOLUTION; ORAL 
a BAttlWC PHARHS SOONG N86141 001 TRICLOS 

>.JU.I_> /'4t~~tt.f./~(J,,I/ J-J..:'!>¢1',J-J.'!>~f./ /tl-J.~~jd/ddt/ 
>..!WL,> a HERRELL DOH l.SGH/lSHL Nl6830 001 

JRAZOOfll l:Q'.RB!liUIJHIJRE 
TABLET; ORAL 

TABLET; ORAL TRICLOS 
HffllL >.JU.I_> lr'-t~~tf.f./~(J,,1/ lJ'!>di4dl /tlt~~d1/ldU 

a HEAD JOHNSON lllUi Nl8207 003 >..!WL,> a HERRELL DOH 750116 Nl6809 002 
HAR 25, 1985 

TRAZODONI ll!L 
a PUREPAC PHAMt 9[p N71636 001 IBIRJHEXETHVL CHLQRIRE 

APR 18, 1988 
a JrulP N71Sl4 001 INJECTABLE; INJECTION 

APR 18, 1988 PATHILON 
JBAZOH-119 lf.t~t~f.t/f-1.d~I /-J.di4dNif.l ltld.4nj/ldt/ 

a SIDHAK LABS ll91P N7152S 001 a LEDERLE LABS 10t1G/ML N09729 001 
HAR 09, 1988 

JBIFb!.!!2fERA~I~ HVRR~H!.QRIRE 
IBJBltml.U 

TABLET; ORAL 
TABLET; ORAL Im:Fb\!!PEIIADMI S 

TRIAMCINOLONE M BCILAR PHARH U lMG BASE• N8597S 001 

~~,~ ldNIJl/f-1.d~/ ~~;~ l~~iU/d~U JUN 23, 1988 

~=~~~,~:~~~ M §g 2f!i IA~E• N8S976 001 

~~,~ fl~ JUN 23, 1988 
Z~"/+--Jl~ZddU M Ei mi l§E• N8S973 001 

~,~~ ~=~ ~~~1~,~:,~~ JUN 23, 1988 
M H l!!t:!!i BA:iE• N88710 001 

a BARR LABS 2116 N84286 001 JUN 23, 1988 
a 2116 N84318 001 
a 4116 N84267 001 
a 4HG N84319 001 
a 8HG N84268 001 
a 8HG !,i84320 001 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEHENT NJHBER 7 / JAN'88 - JUL'88 

JRJIETHQPRIH 

TABLET; ORAL 
TRDtl'IHOIIRDI 

• BARR LABS J9.9J:li 

IW 1'UW 

''' lid~/ 

a 200HG 

JRJPELEtf:IAHINE HVQROCHLDRJQE 

TABLET; ORAL 
~IHCL /IN ldlilJI 
a BARR LABS SOMG 

AQIL> 
AQIL> 
!PP..> 
!QP..> 
!QP..> 

!l!!l"JW& 

CAPSULE; ORAL 
ACTIGALL 
a CIBA PHARH lSOMG 

300HG 

,,,,~~t# U~df4¢/ 
"ddf4¢/ 

YANCQHYCIN HVQROCHLQRIQE 

INJECTABLE; INJECTION 
LypHCCmt 

!! LYPHOHED H lGH BASE/VIAL 

e Eg WI QASEIYIAUS 

N70't94 001 
JAN 22, 1986 

,~1111,~,i~ 
/J~~[~¾~~~ 

N70't95 001 
HAR 14, 1986 

l~d'JMtlddtl 
N80744 001 

N19594 001 
DEC 31, 1987 

N19594 002 
DEC 31, 1987 

l~!4~~MddU 
,~,~i~~i~:~i~ 
l~t~hf{lf..~l>'JI 

N6266? 002 
JUL 31, 1987 

N62663 003 
JUN 03, 1988 

YANCOHYCIN HVQROCHLQRIDE 

INJECTABLE; INJECTION 
!lAHCOCDI !:ml. 

Al? LILLY 

Al? 

Al? 

Al? 

Al? 

!lAlfflOHIIP 
Al? LEDERLE LABS 

Al? 

Al? 

>..!QIL> !l~HRI. 
>_APL> Al? QUAD PHARHS 
>..!QIL> 
>..!QIL> Al? 
>..!QIL> 

YERAPAMIL HVQROCHLDRIQE 

TABLET; ORAL 

~ttl 

• SEARLE PHARHS 

a 

mmu • KNOLL PHARH 

!lDallB!. HRI. • CORD LABS 

M 

M LEDERLE LABS 

M 

{{ 0 

40 

Eg l!zrl IASE/YJAL N60180 002 
MAR 21, 1986 

Eg l§rl IA§E/YIAL N62476 002 
MAR 21, 1986 

Eg l§rl BASE/VIAL N62716 002 
MAR 13, 1987 

Eg l§rl IASE/YUL N62812 002 
NOV 17, 1987 

E9 l!l§rl §A§EIYIAL N62812 003 
NOV 17, 1987 

Eg l§rl BASEIYIA!,.111 N62682 002 
MAR 30, 1988 

Eg Sl'I BA§E/YIAL N62682 004 
MAY 11, 1988 

Eg l!l§rl BA§E/YIA!,.111 N62682 ODS 
MAY 11, 1988 

EQ 2Gf1 BASE/VIAl.8' N62682 003 
MAY 11, 1988 

E9 i!HU!i B~§E/YIA!,.111 N62845 001 
JUL 15, 1988 

Eg l§rl BA§E/YIA!,.111 N62845 002 
JUL 15, 1988 

U~.df4¢/ ,,,~~~1Jii~ 
!l2f:P N18817 003 

FEB 23, 1988 
160MG N18817 004 

FEB 23, 1988 

!mi N18593 003 
NOV 23, 1987 

U!P N71423 001 
MAY 24, 1988 

ll.2fP N71424 001 
MAY 25, 1988 

U!P N71880 001 
APR OS, 1988 

ll.2fP N71881 001 
APR OS, 1988 



d&ll ~PY A~AilABb 

RX DRUG PRODUCT LIST/ CUKILATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'88 

VERAPAHIL HYDROCHLORIDE 
TABLET; ORAL 

YQAPAMEL HCL 
Al tM'UAL PHARH 

Al 

VINCRISTINE SULFATE 
INJECTABLE; INJECTION 

YJNCBIQC >..!PJL> 
>..!PJL> A!! 
>..!PJL> 

A!! 

A!! 

A!! 

A!! 

A!! 

A!! 

BRISTOL LABS 

YPfCRPID'I SULFATE 
BULL LABS 

QUAD PHARHS 

§.2fP 

llQf:S9I 

,5HG/VIALII 

lHG/VIAUI 

2HG/VIAIJI 

SHG/VIAIJI 

lHG/VIAL 

2MG/VIAL 

SMG/VIAL 

v....gDIINt SULFATE PFI 
A!! BULL LABS ~ 

HATER FOR INJECTJQN• STERILE 
LIQUID; NIA 

N71488 001 
JAN 13, 1988 

N7l489 001 
JAN 13, 1988 

N70867 001 
JUL 12, 1988 

N7l559 001 
APR 11, 1988 

N7l560 001 
APR 11, 1988 

N71561 001 
APR 11, 1988 

N7l222 001 
MAR 07, 1988 

N7l223 001 
MAR 07, 1988 

N7l937 001 
MAR 07, 1988 

N7l484 001 
APR 19, 1988 

ffEULIE NATER FOR PfJmJOH P PLAfflC COH'l'AJHER 
A!! BAXTER 100%11 Nl8632 002 

APR 19, 1988 
A!! KENDALL MCGAH 100%11 Nl9633 001 

FEB 29, 1988 

~ 

POWDER; ORAL 

IW ~/~~/ /g~ ,~~}~1'i"l~ 
a LYNE LABS 2.5GH/BOT Nl8856 001 

MAR 26, 1987 

&( I 
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>..A!2JL> 
>..A!2JL> 

OTC DRUG PRODUCT LIST/ CUMULATIVE SUPPLEt'IENT NUl'IBER 7 / JAN'88 - JUL'88 42 

ACETAMINOPHEN 

SUPPOSITORY; RECTAL 
TYLENOL 

HCNEIL CONSUtER 

/fQltJf.l~I 
120MG 
650MG ~j:=~ 

N17756 D02 
N17756 001 

~~H~~~,,j~ 

,WCeROHPHENIRA11INE HALEATE; PSEUDQEPHEDRINE SULFATE 

TABLET, CONTROLLED RELEASE; ORAL 
RESPORAL 

PIONEER PHARHS 6MG;120l1GN 

HYDROCQRTISONE 

OINTMENT; TOPICAL 
HC I HYDROCORTISONE ) 

C&H PHARMA 

IMBQFEN 

TABLET; ORAL 
IBUPROFEN 

DAtl3URY PHARMA 

INTERPHARM 

INVAt'IED 

t'IEDICOPHARMA 

HYLAN PHARMS 

PRIVATE FHLTNS 

ZENITH LABS 

NUPRIN 
BRISTOL MYERS 

0.5% 

200MGII 

200MGII 

200MGII 

200MGII 

200l1GN 

200l1GN 

200MGII 

200MGII 

200MGII 

N89139 001 
JUN 16, 1988 

N80481 001 

N71905 001 
MAR OB, 1988 

N72199 001 
MAY 23, 1988 

N71807 001 
FEB 25, 1988 

N71639 001 
FEB 02, 1988 

N71870 001 
MAY OS, 1988 

N72299 001 
JUL 01, 1988 

N72040 001 
APR 29, 1988 

N72035 001 
FEB 16, 1988 

N72036 001 
FEB 16, 1986 

tj ~ 

IBUPROFEN 

TABLET; ORAL 
NUPRIN 
/JJI~~/ 

a UP.JOHN 

a 

#.d~r4¢/ 

/~.d~r4¢/ 
200MG 

200MG 

I /.~1-,.~:1t1t~~~II 
"'~t~4d"'.il,.~"'I 

,~i;?~l:i-,.~~~I 
N19012 001 

MAY 18, 1984 
N19012 003 

JUL 29, 1987 

INSULIN SEMISYNTHETIC PURIFIED HUMAN; INSULIN §USP ISQPHANE 
SEHISYNTHETIC PURIFIED HUMAN 

INJECTABLE; INJECTION 
HIXTARD HUMAN 70/30 

NORDISK USA 30 UNITS/ML; 
70 UNITS/MUI 

INSULIN ZINC SUSP EXTENDED BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
HUHULIN U 
lf.Jf.t!I l~~/~Jt~Mf./ 

a LILLY 40 UNITS/ML 

LQPERAHIDE HYDROCHLORIDE 

SOLUTION; ORAL 
IHODIUH A-D 

MCNEIL CONSUMER 1MG/5HLJI 

NONQXVNQL-9 

SPONGE; VAGINAL 
TODAY 
/'}(.j/ It~/ 

HHITEHALL LABS lGH 

N1958S 001 
MAR 11, 1988 

/)~~1,:~~i~{~ 
Nl9571 001 

JUN 10, 1987 

Nl9487 001 
MAR 01, 1988 

,~~~:~1,i,:1~ 
Nl8683 001 

APR 01, 1983 



DRUG PROD~TS IN TNE DIVISION OF BLOOD AND BLOOD PRODUCTS/ CUHIJLATIVE SUPPLEMENT NUMBER 7 / JAN '88 - JUL '88 
APPROVED UNDER SECTION SOS OF TNE ACT LIST 

Bmwt :,o. tX IN AIW CHLORIDE 0.9:l 

INJECTABLE; INJECTION 
HACRDDEXI R) 

PHARHACIA INC 6GH/lOOHLJ0.9GH/lOOHL N 06826 

f3 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A 
SPONSOR I S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A 11 DESIGNATED ORPHAN DRUG 11

• SECTION 527 OF THE ACT 
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR 
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR 
THE DESIGNATED INDICATION(S}. THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY 
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF SUFFI­
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S). 

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR 
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT. 

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YEARS OF 
EXCLUSIVE APPROVAL FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NOA, ANTIBIOTIC APPLICATION, OR 
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NOA, BIOLOGICAL 
LICENSE, PAPER NOA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN VEAR 
PERIOD FOR THE DRUG AND INDICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL HAS 
BEEN REVOKED AS DESCRIBED ABOVE OR THE SUBSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR WHO 
HAS RECEIVED EXCLUSIVE APPROVAL. 

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR 
UNDER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE 
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM. DRUG 
PRODUCTS THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO 
BE APPROVED UNDER SECTION 527(b)(2} OF THE ACT ARE ALSO NOTED BY THE ABBREVIATION ODE IN THE PATENT AND 
EXCLUSIVITY INFORMATION ADDENDUM. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OWN, 
BUT CAN BE MARKETED BECAUSE OF THE: CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE PRODUCTS 
ARE MARKED BY AN(*) NEXT TO THE APPLICANT 1S NAME. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF ORPHAN DRUG PRODUCTS WiTH EXCLUSIVE APPROVAL DATA. ONLY NEW DATA Will BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

I{ l/ 
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ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METHOTREXATE SODIUM 
EQ 1GM BASE/VIAL 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

TRADE NAME 
DOSAGE FORM; ROUTE 

METHOTREXATE SODIUM 
INJECTABLE; INJECTION 

DRUG PRODUCTS 

APPLICANT 

lEDERLE LABS 

~ ,-

APPL. PROD. 
APPROVAL DATE 

11719 009 
APR 07, 1988 

EXCLUSIVITY 
EXP. DATE 

ODE 
APR 07, 1995 
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NO JULY 1988 ADDITIONS 

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

I( 6 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION 
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE-, HFN-250, ROOM 178-06, 5600 FISHERSLANE, ROCKVILLE, MD 
20857. COMMENTS AND SUGGESTIONS CONCERNI~G THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION 
OF BIOEQUIVALENCE. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

NAME OF DRUG (DOSAGE FORM) 

CARBAMAZEPINE (TABLET) 
CLINDAMYCIN (CAPSULE) 
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) 
OOXYCYCLINE HYCLATE (CAPSULE AND TABLET) 
FENOPROFEN (CAPSULE ANO TABLET) 
INOOMETHACIN (CAPSULE) 
MESTRANOL; NORETHYNODREL (TABLET) 
METAPROTERENOL SULFATE (TABLET) 
NORETHINORONE; ETHINYL ESTRADIOL (TABLET) 
PRAZEPAM (CAPSULE AND TABLET) 

l( 7 

DATE 

JAN 01, 1988 
MAY 31, 1988 
JAN 25, 1988 
APR 11, 1988 
AUG 27, 1987 
JAN 27, 1988 
MAY 13, 1988 
MAR 18, 1988 
MAR 18, 1988 
JUL 26, 1988 

REVISED DATE 

FEB 03, 1988 
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ANDA SUITABILITY PETITIONS 

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

REFER BACK TO THE APPROVED DRUG PRODUCTS WIT~ THERAPEUTIC E~UIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF ANDA 
SUITABILITY PETITIONS DATA. ONLY NEW DATA WILL BE ADDEO TO HE CUMULATIVE SUPPLEMENT. 

PETITIONS APPROVED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

ASPIRIN; 325MG 87 P-0376/ ANABOLIC 
HYDROCODONE BITARTRATE 5MG CP0002 
TABLET; ORAL 

ASPIRIN; 650MG 87 P-0376/CP ANABOLIC 
HYDROCOOONE BITARTRATE 5MG 
TABLET; ORAL 

CHLORZOXAZONE 500MG 82 N-0032/ MIKART 
CAPSULE; ORAL CP0006 

1/t 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

STATUS 

APPROVED 
FEB 12, 1988 

APPROVED 
FEB 12, 1988 

APPROVED 
JAN 13, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

CISPLATIN 
INJECTABLE; INJECTION 

CISPLATIN 
INJECTABLE; INJECTION 

CYCLOPHOSPHAMIDE 
INJECTABLE; INJECTION 

FLUOROURACIL 
INJECTABLE; INJECTION 

HOMATROPINE METHYLBROMIDE; 
HYDROCOOONE BITARTRATE 
SOFT GELATIN 
CAPSULE; ORAL 

HYDROCHLOROTHIAZIDE; 
PROPRANOLOL HYDROCHLORIDE 
SOLUTION; ORAL 

STRENGTH 
(CONTAINER SIZE) 

lMG/ML 
(lOML/VIAL) 
(50ML/VIAL) 
(lOOML/VIAL) 

lMG/ML 
(20ML/VIAL) 

20MG/ML 
(500ML/CONTAINER) 

50MG/ML 
(5ML/VIAL) 

l.5MG 
5MG 

25MG/5ML 
40MG/5ML 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

87 P-0421 /CP BULL LABS 

88 P-001 0/CP LYPHOMED 

88 P-0011/CP BAXTER HLTHCARE 

88 P-0052/CP BEN VENUE LABS 

88 P-0061/CP KLEINFELD, KAPLAN 
AND BECKER 

87 P-0399/CP BURDITT, BOHLES, 
RADZIUS AND RUBERRY 

1/r 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

rm~ DOSAGE 
FORM 
NHI STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

49 

STATUS 

APPROVED 
FEB 29, 1988 

APPROVED 
APR 01 , 1988 

APPROVED 
JUN l 0, 1988 

APPROVED 
MAR 21, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 16, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

HYDROCHLOROTHIAZIDE; 
PROPRANOLOL HYDROCHLORIDE 
SOLUTION; ORAL 

HYDROCHLOROTHIAZIDE; 
TRIAMTERENE 
TABLET; ORAL 

LEUCOVORIN CALCIUM 
SOLUTION; ORAL 

MEPERIDINE HYDROCHLORIDE 
INJECTABLE; INJECTION 

METOCLOPRAMIDE 
HYDROCHLORIDE INTENSOL 
CONCENTRATE; ORAL 

NIFEDIPINE 
CAPSULE; ORAL 

NIFEDIPINE 
CAPSULE; ORAL 

SfRENGTH 
(CONTAINER SIZE) 

25MG/5ML 
80MG/5ML 

25MG 
50MG 

EQ lMG BASE/ML 

1 OMG/ML 
(50Ml/CONTAINER) 

lOMG/ML 

lOMG 

20MG 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

87 P-0399/CP BURDITT, BOWLES, 
RADZIUS AND RUBERRY 

87 P-0335/CP PAR PHARM 

88 P-0149/CP ROXANE LABS 

88 P-0008/CP LYPHOMED 

88 P-0164/CP ROXANE LABS 

88 P-0072/ MARTEC PHARMS 
CP0002 

88 P-0072/CP MARTEC PHARMS 

50 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW STRENGTH 
r 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

50 

STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
FEB 26, 1988 

APPROVED 
JUL 25, 1988 

APPROVED 
APR 01, 1988 

APPROVED 
JUN 28, 1988 

APPROVED 
MAY 11, 1988 

APPROVED 
MAY 11, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

PHENYTOIN SODIUM 
INJECTABLE; INJECTION 

PHENYTOIN SODIUM 
INJECTABLE; INJECTION 

THEOPHYLLINE 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

THIOTEPA (WITH DILUENT) 
INJECTABLE; INJECTION 

VERAPAMIL HYDROCHLORIDE 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

STRENGTH 
(CONTAINER SIZE) 

lOOMG/VIAL 

250MG/VIAL 

450MG 

15MG/VIAL 

120MG 
240MG 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

87 P-0367/CP LYPHOMED 

87 P-0367/CP LYPHOMED 

88 P-0119/CP RIKER LABS 

87 P-0382/CP L YPHOMED 

87 P-0233/CP SEARLE 

,-1 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
NEW STRENGTH 
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STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
FEB 16, 1988 

APPROVED 
MAY 11, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 26, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

BENZOYL METRONIDAZOLE 200MG/5ML 85 P-0258/CP APKON LABS 
SUSPENSION; ORAL 

BROMPHENIRAMINE 2MG/5ML 85 P-0237/CP MIKART 
MALEATE; 
HYDROCODONE BITARTRATE; 2.5MG/5Ml 
PHENYLPROPANOLAMINE 12.5MG/5ML 
HYDROCHLORIDE 

I SYRUP; ORAL 

BROMOIPHENHYDRAMINE l 2.5MG/5ML 85 P-0255/CP MIKART 
HYDROCHLORIDE; 
HYDROCOOONE BITARTRATE 2.5MG/5ML 
SOLUTION; ORAL 

BROMOIPHENHYDRAMINE 12.5MG/5ML 85 P-0255/CP MIKART 
HYDROCHLORIDE; 
HYDROCOOONE BITARTRATE 2.5MG/5ML 
SYRUP; ORAL 

CYCLOPHOSPHAMIDE lOOMG/ML 81 P-0283/CP LYPHOMED 
INJECTABLE; INJECTION (lML/VIAL) 

(2Ml/VIAL) 

CYCLOPHOSPHAMIOE 500MG/ML 87 P-0283/CP LYPHOMED 
INJECTABLE; INJECTION {lML/VIAL) 

~2ML/VIAL) 
4ML/VIAL) 

!)CJ-

REASON FOR 
PETITION 

NEW ESTER 
NEW INGREDIENT 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

. ,, "~·-· ... 
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STATUS 

DENIED 
MAR 19, 1986 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIEn 
JAN 21, 1988 

DENIED 
JAN 21, 1988 

-~-----



ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

DI PHENHYDRAM INE 75MG 87 P-0355/CP PARKE DAVIS 
HYDROCHLORIDE 
CAPSULE, SUSTAINED 
RELEASE; ORAL 

HYDROCOOONE BITARTRATE; 1.66MG/5ML 85 P-0389/CP UAD LABS 
PHENYLEPHRINE 5MG/5ML 
HYDROCHLORIDE; 
PROMETHAZINE HYDROCHLORIDE 6.25MG/5ML 
SYRUP; ORAL 

HYDROCOOONE BITARTRATE; 2.5MG/5ML 85 P-0256/CP MIKART 
PROMETHAZINE HYDROCHLORIDE 6.25MG/5ML 
SYRUP; ORAL 

MAGNESIUM ASCORBATE 10% 88 P-0200/CP RIM CONSUL TING 
INJECTABLE; INJECTION 20% 

METOCLOPRAMIDE lMG/ML 87 P-0090/CP INTL MED TN S VS 
HYDROCHLORIDE ( 50f."./V I Al) 
INJECTABLE; INJECTION 

53 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW INGREDIENT 

NEW STRENGTH 

53 

STATUS 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
JUN 10, 1988 

DENIED 
FEB 08, 1988 



ANDA SUITABILITY PETITICNS 

PETITIONS DENIED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

METOCLOPRAMIDE lMG/ML 87 P-0090/CP INTL MED TN S VS 
HYDROCHLORIDE {75ML/VIAL) 
INJECTABLE; INJECTION 

METOCLOPRAMI DE lMG/ML 87 P-0090/CP INTL MEDTN SYS 
HYDROCHLORIDE (lOOML/VIAL} 
INJECTABLE; INJECTION 

!3l/ 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

54 

STATUS 

DENIED 
FEB 08, 1988 

DENIED 
FEB 08, 1988 



_GOPY AVAILABll 
55 

EXCLUSIVITY TERMS 

DllE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER BACK TO 
THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC E~UIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF EXCLUSIVITY 
TERMS{ABBREVIAffONS, NEW DOsTN'G SCHEDULE, NEW NOICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE 
CUMULATIVE SUPPLEMENT. 

REFERENCES 

NEW DOSING SCHEDULE 

Jill ,iP1J"~ HJJ"~ 0, ~,,~, 10~ 1~l~ntl"1 
D-12 BEDTIME DOSING Of 800MG FOR TREATMENT OF ACTIVE DUODENAL ULCER 
D-13 INCREASED MAXIMUM DAILY DOSAGE RECOrtMENOATION 
D-14 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER 
D-15 SINGLE DAILY DOSE OF 25MG/37.5MG 

NEW INDICATION 

111, ~"11,01i1,e~/~Jf1~J"e,~J"IGYJ~P0J~jJ 
1-19 CHOLANGIOPANCREATOGRAPHY 
1-72 PHOTOPHERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANIFESTATIONS OF CUTANEOUS T-CELL LYMPHOMA IN PERSONS 

NOT RESPONSIVE TO OTHER TREATMENT 
1-73 FOLLICULAR STIMULATION IN IN VITRO FERTILIZATION 
1-74 MANAGEMENT OF CONGESTIVE HEART FAILURE 
1-75 ENDOSCOPIC RETROGRADE PANCREATOGRAPHV 
1-76 HERNIOGRAPHV 
1-77 KNEE ARTHROGRAPHV 

0-? 



56 

EXCLUSIVITY TERMS 

REFERENCES 

PATENT USE CODE 

U-26 METHOD OF TREATING ANIMALS SUFFERING FROM AN APPETITE DISORDER 
U-27 METHOD OF BLOCKING THE UPTAKE OF MONOAMINES BY BRAIN NEURONS IN ANIMALS 
U-28 METHOD FOR IMPROVING MEMORY IN MAMMALS 
U-29 METHOD FOR TREATING AMNESIA 
U-30 METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS 
U-31 USE IN LUNG SCANNING PROCEDURES 
U-32 TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS 
U-33 METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS 
U-34 TREATMENT OF INFLAMMATION 

76 



>ADO> 
>ADO> 
>ADO> 

>ADO> 
>ADO> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

APPL/PROD INGREDIENT NAME: TRADE NAME PATENT PATENT 
NUMBER EXPIRES 

19489 001 ALBUTEROL SULFATE: VENTOLIN ROTACAPS :no52:n DEC 05, 19aq 
3644353 FEB 22, 1989 

18116 002 AHCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 
18498 001 AMCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 
18644 001 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 2b, 2002 
18644 002 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002 
18644 003 BUPROPION HYDROCHLORIDE: WELLBUTRIN 4507323 MAR 26, 2002 
17920 002 CIHETIDINE: TAGAMET 4024271 MAY 17, 1994 

3950333 APR 13, 1993 
17920 003 CIHETIDINE; TAGAMET 4024271 MAY 17, 1994 

3950333 APR 13, 1993 
17920 004 CIMETIDINE; TAGAMET 4024271 MAY 17, 1994 

3950333 APR 13, 1993 
17920 005 CIHETIDINE; TAGAMET 4024271 MAY 17, 1994 

3950333 APR 13, 1993 
17924 001 CIMETIDINE HYDROCHLORIDE: TAGAMlT 4024271 MAY 17, 1994 

3950333 APR 13, 1993 
19201 001 DICLOFENAC SODIUM: VOLTAREN 3652762 MAR 28, 1989 
19201 002 DlCLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 
19201 003 DICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 
18998 001 ENALAPRIL MALEATE: VASOTEC 
18998 002 ENALAPRIL MALEATE; VASOTEC 
18998 003 EAALAPRIL MALEATE; VASOTEC 
18998 005 ENALAPRIL MALEATE; VASOTEC 4374829 FEB 22, 2000 

19309 001 ENALAPRILAT; VASOTEC 4374829 FEB 22, 2000 
18981 002 ENCAINIDE HYDROCHLORIDE: ENKAID RE30811 DEC 20, 1996 
18981 003 ENCAINIDE HYDROCHLORIDE: ENKAIO RE30811 DEC 20, 1996 
18981 004 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 
18830 003 FLECAINIDE ACETATE; TAHBOCOR 4005209 JAN 25, 1996 

3900481 AUG 19, 1992 
19452 001 FLUOCINOLONE ACETONIDE; DERMA-SMOOTHE/FS 
18936 001 FLUOXETINE HYDROCHLORIDE: PROZAC 4683235 JUL 28, 2004 

4647591 MAR 03, 2004 
4647591 MAR 03, 2004 
4626549 DEC 02, 2003 

USE 
CODE 

U-34 
u--34 

U-32 
U-32 
U-32 

U-30 
U-28 
U-29 
U-26 

4626549 DEC 02, 2003 U-27 
4194009 APR 19, 1994 

?-7 
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EXCLUS EXCLUS 
CODE EXPIRES 

NDF MAY 04, 1991 

0-14 MAR 31, 1991 
0-12 APR 30, 1989 
0-14 MAR 31, 1991 
0-12 APR 30, 1989 
D-14 MAR 31, 1991 
0-12 APR 30, 1989 
0-14 MAR 31, 1991 
0-12 APR 30, 1989 
0-14 MAR 31, 1991 
0-12 APR 30, 1989 
NCE JUL 28, 1993 
NCE JUL 28, 1993 
NCE JUL 28, 1993 
1~74 JUN 24, 1991 
1-74 JUN 24, 1991 
l-74 JUN 24, 1991 
NC£ DEC 24, 1990 
1-74 JUN 24, 1991 
NDF FEB 09, 1991 

NS JUN 03, 1991 
NCE OCT 31, 1990 
NDF FEB 03, 1991 



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

>ADD> 
>ADD> 

>ADD> 

>ADD> 

APPL/PROO 

19404 001 
19596 001 
18061 001 

PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

FLURBIPROFEN SODIUM; OCUFEN 3793457 
GADOPENTETATE DIMEGLUMINE; MAGNEVIST 4647447 

PATENT 
EXPIRES 

FEB 19, 1993 
MAR 03, 2004 

HYDROCHLOROTHIAZIDE; TIMOLIOE 10-25 3655663 APR 11, 1989 
19129 003 HYDROCHLOROTHIAZIDE; MAXZIDE-25 4444769 APR 24, 2001 

18956 002 IOHEXOL; OMNIPAQUE 240 

18956 003 IOHEXOL; OMNIPAQUE 300 4021481 MAY 03, 1994 

18956 004 IOHEXOL; OMNIPAQUE 350 

19085 001 IPRATROPIUM BROMIDE; ATROVENT 3681500 AUG 01, 1991 
19777 001 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 
19777 002 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 
19777 003 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 
19487 001 LOPERAMIDE HYDROCMLORIDE; IMOOIUM A-D 3714159 JAN 30, 1990 
11719 009 METHOTREXATE SODIUM; METHOTREXATE 
09048 001 METHOXSALEN; 8-MOP 
19516 002 MORPHINE SULFATE; MS CONTIN 
18677 001 NABILONE; CESAMET 4087545 MAY 02, 1997 
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 1998 
19508 001 NIZATIDINE; AXID 4382090 MAY 03, 2000 

4375547 MAR 01, 2000 
19508 002 NIZATIDINE; AXID 4382090 MAY 03, 2000 

4375547 MAR 01, 2000 
19009 001 PIRBUTEROL ACETATE; EXIREL 4175128 NOV 20, 1996 

3786160 JAN 15, 1993 
3700681 OCT 24, 1989 

17535 002 PROBUCOL; LORELCO 3862332 JAN 21, 1992 
17881 001 TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 9911 3872226 MAR 18, 1992 

3863004 JAN 28, 1992 

~8' 
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USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

NCE JUN 02, 1993 
D-2 FEB 03, 1991 
NS MAY 13, 1991 
D-15 MAY 13, 1991 
1-19 JUL 29, 1991 
I-60 JUL 29, 1991 
1-75 JUL 29, 1991 
1-76 JUL 29, 1991 
I-77 JUL 29, 1991 
I-55 FEB 01, 1988 
I-58 FEB 01, 1988 
1-66 JUL 29, 1991 
I-77 JUL 29, 1991 
1-56 MAY 24, 1991 
1-77 JUL 29, 1991 
NCE DEC 29, 1991 
NCE DEC 29, 1992 
NCE DEC 29, 1992 
NCE DEC 29, 1992 

ODE APR 07, 1995 
1-72 MAR 23, 1991 
NDF MAY 29, 1990 

U-7 
NCE MAR 01, 1993 

U-33 
NCE APR 12, 1993 

U-33 
NCE APR 12, 1993 

NCE DEC 30, 1991 

U-31 

............ ~...-...,..,,. _,, 



APPL/PROD 

190S7 001 

19057 002 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

TERAZOSIN HYDROCHLORIDE; HYTRIN 4251S32 
4112097 

PATENT 
EXPIRES 

FEB 17, 1998 
SEP 05, 1995 

4026894 MAY 31, 1994 
TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 

4112097 SEP 05, 1995 
4026894 MAY 31, 1994 

USE EXCLUS 
CODE CODE 

U-5 NCE 
U-5 

U-5 NCE 
U-5 

19057 003 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251S32 FEB 17, 1998 U-5 NCE 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

190S7 004 TERAZOSIN HYDROCHLORIDE: HYTRIN 4251532 FEB 17, 1998 U-5 NCE 
4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

19641 001 TERCONAZOLE; TERAZOL 3 4358449 NOV 09, 1999 NCE 
NDF 

18207 003 TRAZODONE HYDROCHLORIDE; DESYREL 4258027 MAR 24, 1998 
4215104 JUL 29, 1997 

19415 002 UROFOLLITROPIN; METRODIN I-73 
18817 003 VERAPAMIL HYDROCHLORIDE; CALAN I-50 

I-51 
18817 004 VERAPAMIL HYDROCHLORIDE; CALAN I-50 

I-51 

~-9 
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EXCLUS 
EXPIRES 

AUG 07, 1992 

AUG 07, 1992 

AUG 07, 1992 

AUG 07, 1992 

DEC 31, 1992 
MAY 24, 1991 

MAR 01, 1991 
DEC 16, 1989 
DEC 16, 1989 
DEC 16, 1989 
DEC 16, 1989 



SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
81'H EDITION 0988) 

MAILTO: 

Superintendent or Documents 
Government. Printing Office 
Washington, DC 20402-9325 
(202) 783-3238 

PURCHASER: 

DATE: 

SHIPTO: 
(lf different than J1urchaser) 

CONTACT: TELEP'HONE (Include Area Code): 

METHOD OF PAYMENT: 

0 Charge my GPO Account No. 

0 Purchase Order No. 

0 Check/money order enclosed for $----------
(Make check or money order payable to Superintendent of Documents) 

AUTHORIZING 
SIGNATURE: 

DESCRIPTION 

The 8th Edit.ion is published in March 1988. 
Subscript.ion includes the Approved Drug 
Products publication and monthly Cumu­
lative Supplements. 

DOMESTIC (Stock No. 917-001-00000-6) 

FOREIGN (Stock No. 917-001-00000-6) 

ENTERTOTAL 

QUANTITY 

DATE: 

UNIT PRICE TOTAL PRICE 

@ $79.00 $ 

@ $98.75 $ 

- $ 
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