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1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the Aseroved Dhug Products with Therapeutic Equivalence Evaluations, 
8th E 1tion (t e list). The l1st is composed of four parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter {OTC) drug products that require approved applications 
as a condition of marketing, drug products in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products 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withdrawn for other than safety or efficacy reasons.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 "Drug Price Competition and Patent Term Restoration Act of 
198411 for the Prescription, OTC, and Drug Products in the Division of 
Blood and Blood Products Approved Under Section 505 of the Act lists. 

The Patent and Exe·• ·sivity 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 1 s internal file number). All patents with their 
expiration dates are displayed for each application number. Use patents 
are indicated with the symbol 11 U11 followed by a number representing a 
specific use. Exclusivity information for a specific drug is indicated by 
an abbreviation followed by the date upon which the exclusivity expires. 
Refer to the Exclusivity Terms section in the Patent and Exclusivity 
Information Addendum for an explanation of all codes and abbreviations. 
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Because al 1 pa:·ts 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 \tiish to place an asterisk (*) to the 
left of the ingredient(s) in the list to indicate that changes to that 
entry appear in the Cumulative Supplement. 

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

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

Additions new to the Prescription Drug Product list, OTC l)rug Product 
List, List of Drug Products in the Division of Blood a,1d Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >-ML.> to the 1 eft of the 1 ine on which new 
information. exists. The >_.__> symbol is then dropped in subsequent 
Cumulative Supplements for that item. A newly approved product is al so 
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 Sect ion 505 of the Act and the Patent and Exel us iv ity Data 
are indicated by the symbol >.JU.I...> {DELETE) to the 1 eft of the line 
containing overstruck print. The >JU.I..> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overs truck print will remain in 
the Presc.~iption 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 II a II symbol to designate 
their non-marketed status. All products having a "a II symbol in the 12th 
Cumulative Supplement of the 8th Edition list will then be added to the 
11

Discontinued Drug Product list 11 appearing in the 9th Edition. 
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1.2 PRODUCTS RE UIRING REVISED LABELING FOR FULL APPROVAL 

Drug products in this category (1) initially received approval only on the 
basis of safety before effectiveness studies were required, or (2) were 
condiitio.nally approved under the temporary exemption that allowed these 
products to be marketed while effectiveness studies were being conducted. 
Listed below are those drugs which are now required to revise their 
labeling and provide additional infonnation necessary for full approval on 
the basis of requirements listed in the Federal Re ister. As approval is 
granted by the Agency for a specific pro uct, sed on additional 
information submitted by the applicant, the product will be included in 
the appropriate Drug Product List. 

Products 

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

1.3 APPLICANT NAME CHANGES 

Federal Reister Reference 

SEP 7, 1984 (49 FR 35428 
SEP 3, 1986 (51 FR 31371 
SEP 7, 1984 (49 FR 
JUL 5, 1985 (50 FR 
MAR 22, 1984 (49 FR l 

Because it is not practical to identify in the Cumulative Supplement each 
every product involved when an applicant transfers its entire line of ann••nu•~11 

drug products to another applicant, or when an applicant changes its name, 
cumulation of these transfers and name changes will be identified in 
section only. Where only partial approved product lines are ~0 ...... 0 ,, 

between applicants, each approved product involved will appear as an appl 
name change in the Cumulative Supplement. 



1.4 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

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

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

DEFINITIONS 

Drug Product 

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

New Molecular Entity 

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

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTI SOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPT IONS2 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

COUNTS CUMULATIVE BY QUARTER 1 

DEC 1987 

9709 
2096 ( 21 • 6,C > 
7613 (78.4,C) 

6691 (68.9,C) 
848 < 8. 7,C) 

74 < 0.8,C) 

349 

MAR 1988 

9528 
I 99 7 ( 2 I • O,C) 
7531 (79.0,C) 

6660 (69.9j) 
770 ( 8.ll> 
101 ( 1.0) 

I 
361 

JUN 1988 

9769* 
1975 (20.2,C) 
7794 (79,8,C} 

6937 (7!.0,C) 
75 7 < 7. 8,C l 
I 00 ( I • O,C l 

2 
378 

*This number Is Inclusive of products discontinued since December 1987, and any products approved or 
discontinued through June 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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,RESCRIPTION DR09 PftODUCT LIST 
8TH EDITION 

CUHULATIW SUPPLEMENT Hl.HlER 6 I JAN'&a - JUN'&a 

ACEIWtQ>HENI MAWTAL> CAffU:NI 
TMLET; ORAL 

IUTALIITAL, AC!TW~N AND CAFFUNE 
NIIWtT SOONIHSOHIWtotal 

MIWW.• MV, B Mffmtl 
M HALSEY DRW llil:S,St:!!H~ 

ACHWtRHEN• CODEINE PHOSf:HAI£ 

ELIXIR; ORAL 
m:w, B ARNI 

AA l'IYKUIS 

IW 
1
-~ 

IW WJ.U'" 

HOHGlfflP lK/H 

AA HCNEIL ,HARN 

IU~ttMUMU 
IUlddlM:.ttifd.lM;f 
HOHGIH;JK/H 

TMLET; ORAL 

IW ~ M Wq1_82~ 

AA 

AA 

AA 

AA 

tllTUAL ~ 

,HARKAFAIR 

Bnill!:P 

Bn•ll!:P 

ua;il!IP 

B91:!!i;ll5 

~~ WM'" 
~I ~ { 'II'. I 

AA 
AA 
AA 
AA 

IW 
AA 

IW 
AA 

IW 
AA 

NCNEIL l'HARH 
l • 
lzn;l..JilS 
J.Zn;,lltS 
J.Zn;Ia 
J.Zn;ta 

'1Bu-tt;Mf 
HCNEil ~ aB;l..JilS wmrw ••JL.,Udlll 
HCNEIL ~ a!lliJ.llt& 

- ,&IDIINI NA, I. ti.r 7 fMW/ 
NCNEIL PffAIM BaJl!IS 

N89't51 001 
HAY 23, 1988 

N89.536 001 
FEB 16, 1988 

N87006 001 

/~.1.6.df>/,.dt/ 

ltW.d-.11/J.dt/ 
N85057 001 

ldm1r:,~~}~ 
N8967l 001 

FE8 10, 1988 
N89672 001 

FEB Uh 1988 
N89673 001 

FEI 10, 1988 
N87762 001 

DEC lih 1982 

~ii~::~~ 
~ii~~~~~ 

N85056 001 
N8SOS6 002 
NSSOS6 003 
N85056 OM 

/tW~''''"' NSSOJSS 001 

ltW/1$-1'"/ 
N8SOlS5 002 

/tW#"/"!,/ 
N8SOSS 003 

TABLET; ORAL 

IW !~t:t.i.: 
AA HCNUL PHARtl 

~~;-'ftkV 
~ ; i~ 

~UWtQPHEN> HYQRQCQOONE HI/\BIBAJJ 

CAPSIJLEl ORAL 
co;mc 

AA CENTRAL PHARHS ~;miM 

TABLET; ORAL 
HX~U9,1TMJMJI ft ACtrAHJHOffllU 

>..!J2.IL> M 
>..!J2.IL> 

8EECHAH LABS ~;L..H 

M 

>.AWL> M 
>..AmL> 

LUCHEM PHARtlS 

NIKAPT 

~;.§tP 

il.2t:!!i,L.aP 

ACEW,ItQPHENir PROPQXYPHENI NAP§YLAIE 
TABLET; ORAL 

PROIIOXYPHQIE NPIILAJI AHP MtrmRDfflEH 
M HALSEY DRUG llffl§;llt§II 

M il.m:!!i,.lrultP 

M HYLAN PHARtlS 

ACETAZQLAHIQE 
TABLET; ORAL 

ACl[AZOWIUI 
tllTUAL PlfARH >.AWL> M 

>.AWL> 
>.AWL> M 
>....&mL> 

&UIK 
>....&mL> Al LEDERL! UBS 

il_!lt!i;ll!H:1§111 

1lllP 

iStP 

.Wi!!i 

I 

/~t,~t,t,/4,d.4/ 
N85055 004 

N89360 001 
HAR 02, 19M 

N89725 001 
SEP 30, 1987 

N89696 001 
APR 21, 1988 

N89689 001 
J\M 29, 1988 

N72105 001 
HAY 13, 198C 

N72106 001 
HAY 1:5, 1988 

N72195 001 
FEB 16, 1988 

N89752 001 
JIM 22, 1988 

N89753 001 
JIM 2Z, 1988 

N08tt.3 001 



>..ARL> 
>..ARL> 
>..ARL> 
>..AU..> 

RX DRUG PRODUCT LIST/ C\tU.ATlYE SUPPLEtlENT NllmER 6 I JAN'N - JUN'N 

.McEIAZm..BK SODDl!l:I 

INJECTABLE; lNJECnON 
ACITMRUMDI IOUMI 

e QUAD PIWtNS $OOISiYJ~L'C 

IBtlm e LEDERLE UBS EMIYIAL 

ALIUTI!B.QL at\,FAJI 

CAPSULE; INHALATION 
YENTOLIN ROTACAPS 

GlAXO E'-1 O.fflG IASEN 

ALSERQ>O'l,ON 

TABLET; ORAL 
ltAUTENSIN 

Id,/ IJW.:ttfl~I /~/ a DORSEY LABS 211G 

ANCINDNIM 

LOTION; TOPICAl. 
CYCLOCORT 

LEDERLE LABS 0.1:0. 

MJl,ORiff HYPRQCHLORIPEi HYPR9CHI.OR01JIIAZJff 
TABLET; ORAL 

AMJLOBDI HCL ft """9PM!PDPml 
M BA1t1t LABS B;HtP 

WHO ACIDS 

INJECTABLE; I~CTION 
NEOPIWI 6. 4Y. 
l'/Jid'J.'Jf.ffb:tt/ lf>.:r.t.t 

; KABIYITRUN 6.4Y. 

TRAVASOL lo?. IN PLASTIC CONTAINER 
BAXTER 10:0. 

N89619 001 
JAN 13, 1988 

N09388 001 

Nl""89 001 
HAY 04-, 1988 

lt$.d1#S/.d.d'J.I 
N09215 001 

N19729 001 
.RM 13, 1988 

N7llll 001 
HAY 10, 1988 

olfl1,~~~~ 
Nl8792 001 

JAN 17, 1984 

Nl8931 004-
APR 27, 1988 

WtfflCAf!RQIC ACJ;D 
INJECTABLE; INJECTION 

NDiHPl'iMPl!m MD 
>..6JllL> Ar! ABDOTT LABS t5~ 
>..6JllL> 

WNOf:'HYI.UNE 
TABLET; ORAL 

AHINOPHVLLINE 
lddl /d/,#./t/4t!,/ 
lddl 

a BARR LABS 

a 

/rf,Jj//~/~1.f.1./AtttV 
VALE CHEN 

ANINQSAucnm SQDIUH 
TABLET; ORAL 

TEE8ACIN 
ld,t l~tl~tdtlt4i/ 

a CNSOL MIDLAND 

11,~, 
/1-.d~/ 

lOOHG 

200HG 

ltd~/ 
lOOHG 

/f;d~I 
SOONG 

WIBIPTYLINE HYPRQCHLORIDE 
TABLET; ORAL 

~, -ld~:Jt:tl 

~ 
~ 
M HARNER CHILCOTT 
Al! 
M 
M 
M 
M 

~ ~1 
I 
I 
lm!!i 
llf:1!i 
l!llS 
ms 
10.0tlG 
lia 

2 

N70888 001 
JUN 16, 1988 

lt-11,dl.~'Jl,d'J.I 
/~~1"1!~1 
I l.i1¢UJ::H§d'J/ 

N88297 001 
AUG 19, 1983 

N88298 001 
AUG 19, 1983 
/IV,(+f;-J-J/.ddi/ 

N84S33 001 

ltldtJl.dlddU 
N07320 002 

I /~~j-Jj~~~~~ 
/ •1d14t/dd"/ l{t,1+~1h~~i1 
l~~.d.4-J/ddJI 
ltlUl.~:1/d.d'J./ 

N83939 001 
N83937 001 
N83938 002 
N84957 001 
N85093 001 
N86295 001 



RM DRU9 PRODUCT LIST/ C\NA.ATIW: SUPPLEHENT 1U91:R 6 ✓ JAN'88 - JUN'88 

WWPJYLINE HYQR9CHLARIHi CffLORDimPW<IH 
TMLEn ORAL 

Pl,ORIWVoNJII Ml Mml!'J'XLJN URL 
PAR PHARN u u,n 1t.3;1t9l M 

M 

M 

M 

PHARH BASICS 

AHQXICILLIN 
CAPSULE; ORAL 

AtDClml.LZH 
M CLONEL CHEttS 

.tn,ll!P 

H U ,IJS BASIHlt§ll 

Eg i?IJS BASE;J.!IP 

UQ!P 

M S9tP 

PONDER FOR RECONSTITUTIOtO ORAL 
PRLmRM 

M BRSTL 11YRS IND l~ 

M tsOl§tfflUI 

AHPICILLIN/AHPICILLIN WtlYDRAJJ 
CAPSULE; ORAL 

IMl'J!CWDt 
M CLONEL CHEHS 

M 

PRLXCILLP 
M BRSTL 11YRS IND 

M 

~ 

E9 SOQHGMP 

E9 tsot§ BASaa 

E9 50QH6 MIDI 

ASPIRIN; CAFFEINE; QRPHENAQRINE CITRATE 
TABLET; ORAL 

>..A!HL> 
>..A!HL> M 
>..AmL> 

ORIIHIHI\Dlt%HI CCffl'OUHD 
VITARINE an;,ms;~ 

N7U77 001 
HAY 09, 1988 

N72278 001 
HAY 0~, 1988 

N70477 001 
JAN 12, 1988 

N70478 001 
JAN 12, 1988 

N6t8M 001 
FEB 25, 1988 

N6288l 001 
FEB 25, 1988 

N62885 001 
HAR 08, 1988 

N62885 002 
HAR 08, 1988 

N62883 001 
FEB 25, 1988 

N62882 001 
FEB 25, 1988 

N62888 001 
HAR 04, 1988 

N62888 002 
HAR 04, 1988 

N71564 001 
JllN 23, 1988 

ASJ>IRINi CAFFEINE i ml?lft:tW>RINE CIIAAR 

TA8LEn ORAL 
>..JOO_> 
>..JOO..> M 
>..JOO_> 

OBfflRW>Rm cmma RMH mnrn 
VITARINE .zzm:t!i,iQHG;~ 

ASPIRIN> CAFFEINE> PRQPOXYPHENE HYQBQCHLQRIQE 
CAPSULE; ORAL 

/IN /.ttiid.t~ftAtW 
a IIWl1AX PHARMS 389118;32,ltHG;65HG 

ASPIRIN> HYQBQCQOONE 8ITARTRATE 
TABLET; ORAL 

AZDONE 
CENTRAL PHARMS 

AZATHIQPRINE SOQIW 
INJECTABLE; INJECTION 

AlA'IHJOPBIHI >_JDO_> 
>_JDO_>j! 
>_JDO_> 

QUAD PHARMS 

mlMH 
> _JDO_ > Al? BURROUGHS HEllC 

BACLQFEN 
TABLET; ORAL 

MCLOEPI 
M PHARH BASICS 

M 

M VITARINE 

M 

LDIRIHL 
M GEIGY PHARMS 

L:IIORIHL II 
M GEIGY PHARMS 

SOOHG ;SHGN 

eg lQQHG USE/YIAl,II 

Eg lQQHG USE/YIAL 

ll!P 

lltP 

1!HSN 

ll!P 

1QH6 

,ZOH6 

N7:!.565 OCll 
JllN 23, ].988 

,~~111,iUi~ 
N84553 002 

AUG 17, 1983 

N89't20 001 
JAN 25, 1988 

N71056 001 
JllN 08, 1988 

Nl739l 001 

N71260 001 
HAY 06, 1988 

N71261 001 
HAY 06, 1988 

N71901 001 
APR 13, 1988 

N71902 001 
APR 13, 1988 

Nl785l 001 

Nl7851 003 
JAN 20, 1982 



t~:r 1;.;1,1 !--E-0 

(,1 11 1111 :u:11;.;:.;;-) 

,,., 
SOH9 

LIiii 

1lli 

1tS 

11.:$#/ 
I'S#/ 
II#/ 
!.Jlli.lll 

lltG.111 

mill 

LIiii 

1lli -,-_:,.,,, 
I'S#/ 
II#/ 

NIUM/11/.I >..AIL> a 
N83206 001 > ..AIL> 

0 

0 

1r1~r• 
tl.ti•U:! 1;.;..:3 

i.~ (,~,;;~,~~, 
1-•llt-~~~• ................ 

4 

N71882 001 
JlN 06, 1988 

N72041 001 
JAM 06, 1988 

N71883 001 
APR 22, 1988 



RX DRUG PftOOUCT llST / CUHUlATI\lt: SUPPLEMENT N\lfflER 6 / JAN'88 - JUN'88 

> -AmL > NJYACAitt; tl)'PR'QCHLQRIH • lPitt:l!fflUtl! 

>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 
>_AlllL> 
>...ARL,> 
>....NlL> 
>_AlllL> 
>..ARD...> 
>...ARL,> 
>_AlllL> 
>...ARL,> 
>...ARL,> 

INJECTABLE; INJECTION 
DUPIVACAINE HCL AND EPINEPHIUNE 

ANOTT LABS O.t!P!iO.OOSHGIHUil 

0,tS1.;0,005HS/MlN 

0.251.;0.00SHG/HLN 

o.S1.;o.005HS/'HU8 

0,51.;0.00SHG/HlN 

o.S1.;o.ooSHGIHUil 

o.1S1.;o.oost161'11ln 

N71166 001 
JUN 16, 1988 

N7116S 001 
JUN 16, 1988 

N7ll67 001 
JI.IN 16, 1988 

N7ll68 001 
JUN 16, 1988 

N71U,c; 001 
JUN 16, 1'88 

N7ll70 001 
JUN 16, 1988 

N7117l 001 
JUN 16, 1988 

CALCIW CHLORIDE; DEXIBQSEi NUUW CHLORIDE> SOQIW 
CHLORIDE; SOQIW LACTATE 

>...YL.> al 
>...YL.> 
>...ARL,> 
>...ARL,> 

>...ARL,> al 
>...YL.> 
>...ARL,> 
>...ARL,> 
>...ARL,> 
>..!Im..> il 
>...ARL,> 
>...ARL,> 
>...ARL,> 
>...ARL,> 
>...ARL,> il 
>_AlllL> 
>...ARL,> 
>...ARL,> 

SOLUTION; INTRAPERITONEAL 
IJAHIAL n-1 W HXJROH il,R JH p:..yJJR P9MA1HB 

BAXTER 25. Zffi/lOOHL ,3, .!$GHllOOHL; 
15, 2H6(100ffl. ;S§ZJ§(lOOHL; 
322H6(10Qt11,N Nl7512 010 

NOV Uh 1985 
IJAHIAL PR-I W 11xrg1 l,R JH nM'l1I COH'l'AJHII 

BAXTER 25.§119ffll.•:S:.!$GHl1i)OML; 
s, ontioom. ;S3M:11on; 
""5{10Ql1,N N17Sl2 011 

NOV 18, 1985 
DIHRIOL av fgmoH J,R :W nM1'IR RR'A1HB 

ANOTT I.ABS 25.Zffi/lOOHL;3 • .!$GH(lOffll,; 
1s.2H6(100HL;S§zmtlOOHL; 
392H6(100MUI N18379 007 

JUN 24'-, 1988 
DINRIOL•W av !PIPfflml P,R :W nM'l1I RffYNB 

ANOTT LABS 21, Zffi/lOOHL ;3 ,SGtVlOOHL; 
l,ont100HL;S3§HGllOffll.; 
""5{10QWJII Nl8379 008 

JUN 24, 1988 

CALtlW CHLOIUQE > 0EXIBQSE i es>IASSIUM ~!iJ.2BI!2i;J~Q!ll~l.!'l 
CHJ.QRIOE; §QPIW LACTATE 

Ae 

INJECTABLE; INJECTION 
DEXTROSE 2,Sl IN HALF-STRENGTH LACTATED RINGER'S IN 

PLASTIC CONTAINER 
KENDALL HCGAH lOHG/lOOHL;2,SGM/lOOML;l.sMG/lOOMI., 

300HG/100ML; 
l60HG/100MLN Nl9634 001 

FEB 24, 1988 
DEXTROSE 'tX IN MODIFIED LACTATED RINGER'S IN PLASTIC 

CONTAINER 
KENDALL HCGAH 4HG/lOOML;t+GM/lOOML,6MG/lOOML; 

120HG/lOOML;62MG/100MLN Nl9634 002 
FEB 24, 1988 

Rmmotlli R :w LACTATQ RUB'I :w PLAl'IJC ootrrma 
KENDALL HCGAH ioMG,1lQQHLl,!$GHllOOML;3QMG/lOQMl, 

6QQMG/lQQML; 
3lQMG/lQQHLN N19634 003 

FF.B 24, 1988 

CALCIUM CHLORIDE; PQTASSIW CHLORIDE; SOQIW CHLORIDE; SODIUM 
i..w:a.-m 

INJECTABLE; INJECTIOO OOHTA1HER 
LACTATU UNGg•p DI PLAIJJP OHL' 

2QMGl1QQML;30HG(lQQML;6QQHG/lQ • Ae KENDALL HCGAH 3lOMG/lOOMLN Nl9631:! 001 

CARBAMAZ,EPINE 
TABLET, CHEWABLE; ORAL 

CAHAHAZlpptl 
M HARNER CHILCOTT llQIP 

IUBIJ'OI. 
M GEIGY PHARHS 12m!!i 

CEFACLQR 
POHOER FOR RECONSTITUTION; ORAL 

CECLOR 
LILLY EQ 18711G 8ASE/.5NUI 

EQ 37.511G 8ASE/.5NUI 

FEB 29, 1988 

N71940 001 
FEB 01, 1988 

Nl8281 001 

N62206 003 
APR 20, 1988 

N62206 004'
APR 20, 1988 



RX DRUG PRODUCT UST ✓ CUHUI.ATIVE SUPPI.EH£NT NUHSER 6 ✓ JAN'88 • JUN'88 6 

CEFAZQl.IN SQDIYN CEPHALEXJN HYDRQCHLQRIQE 
INJECTABLE; INJECTION TABLET; ORAL 

M!!llf KEFTAB 
Al? SK&F LABS Ei &ti 8.lSEaIAL N.50461 004 LILLY EQ 333HG BASElll N.50614 003 CIFAZOL:IN AM HAY 16, 1988 Al? ELKINS SINN H &56 l!HL'Ll!I.N N62807 001 

JAt\ 12, 1988 
Al? H 96 U~L'LIA!.N N62807 002 CE PH RADIN£ 

JAN 12, 1988 
Al? H 1.§!:! BASE!'LIALIII N62807 003 CAPSUI.E; ORAL 

JAN 12, 1988 CIM:NUNE Al? Eg St! l~EaIA!.N N62807 004 g BARR LABS llmP N628SO 001 JAN 12, 1988 APR 22, 1988 Al? ES 1.6t! BASELYl!I.N N62807 005 g ~ N62851 001 JAN 12, 1988 APR 22, 1988 Al? Eg &6t! BASEaIA!.N N62807 006 Al YITARINE ~ N62tU3 001 JAN 12, l 988 FEB 25, 1988 g ~ N628l3 002 

CEEQIEIAH QISQPIYN FEB 25, 1988 

POHDER FOR RECONSTITUTION; ORAL INJECTABLE; INJECTION CEM:NUNIE CEFOTAN Al BARR LABS 12SHG/5H!.N N62858 001 STUART PHARHS EQ lOGN BASEIYIAIJI N50588 003 HAY 19, 1988 APR 25, 1988 Al 25QMG1$HI.N N62859 001 
HAY 19, 1988 

CEPHALEXJN 

CAPSULE; ORAL CHLQRQIA~f!msJQE t:r!QRQCHLQRIQE 
ClfflALIMJN CAPSULE; ORAL 

Al JERONE STEVENS Eg 2SOHG 8ASE1i1 N62870 001 

"MfiM Ito< • 
HAR 17, 1988 

~1~ ~ll~1~::}~ Al Ei SOOHG 8ASE1i1 N62869 001 
HAR 17, 1988 I I ltfl-~J(+~/~~11 g TAG PHARHS H 2SOHG ~E_Jl N62821 001 a PUREPAC PHARH SMG N8515S 001 FEB OS, 1988 a lOHG N/34939 002 g Eg 96 IAlllil N62823 001 a 2SHG N8Sl44 001 FEB OS, 1988 I ~AWrW 

>..ARL> g YOSHITOHI PHARN Eg 256 IA~• N62872 001 

i• ~1~,1~::1~ >..ARL> JUN 20, 1988 

ltfl-~J,f>l~,~I PONDER FOR RECONSTITUTION; ORAL a BAf!IW< PHARNS SHG N85107 002 ClfflALIMJN a lOHG N85009 001 g TAG PHARHS Eg i&.21? IAHl5!1,.11 N62873 001 a 2SHG N85108 001 HAY 23, 1988 g Eg 2SOHG IA~l5!1,.11 N62867 001 
APR 15, 1988 



CHLOROfflIWPJl USIRPJbl 

RX NUa PRODUCT LDT, C\IU.ATIW SUPPLEHENT l'UIBIR 6 / JAN'88 - JUN'88 

CLIHQAHVCIN HYDRQCHLQRIQJ 
TABLEn ORAL 

CHLOROTitIAZIH HI RESERPINE 
/#/ lddt.M.IIW4W /Ul;N,Jj,:tu.r¥/ 

a BOUR PHARN HOtlHO.USHQ 

Cltt.ORffl:NIBWNC NLH.II 

TABLEn ORAL 

IW 
I BARR LABS 

CHLORPROHAZINC HYDROCHLORIDE 
INJECTABLE; INJECTION 

CIILOR,nmmtl HCL 
At? HARSAtt PHARHS 

CHLQRZOXAZONE 
TABLEH ORAL 

ll!LOIIZOJCAl&!tl 
M BARR LABS 

M CORD LABS 

M 

M LEtHlN 

MRABl!t FORTI U9 
M MCNEIL PHARN 

CHOLESJYRANINC 
BAR, CHENABLE; ORAL 

CHOLYBAR 
PARl<.E DAVIS 

2S!'5(Nl,N 

Hms-

U,!!!§111 

Hms-

Hms-

Ha 

EQ 4GH RESIN/BARN 

EQ 4GH RESIN/BARN 

/N,(.Uj,/,pt/ 
N&\853~01 

lt¥f!d,1~,u 
N60700 001 

N69563 001 
APR 15, 1988 

N6'895 001 
HAY 04, 1988 

N6'852 001 
HAY 04, 1988 

N6'853 001 
HAY 04, 1988 

N6'859 001 
HAY <'4, 1988 

Nll529 002 
JUN 15, 1987 

N716U 001 
HAY 26, 1988 

N71739 001 
HAY 26, 1988 

CAPSULE; ORAL 
CLEOCIN HCL 

UPJOHN 

CLIHQN:fiCIN PHOSPHA!l 
INJECTABLE; IM-IV 

Rt.UNfflml l!mmi!\U 
At? LOCH PHARHS 

INJECTABLE; INJECTION 
RL1:H1.Wl'rCIH PHOlf!ml 

At? ELKINS SI..,. 

At? LEDERLE PARNTLS 

>_AWL> At? LEffflN 
>..AmL> 
>_AWL> At? LYPHOHED 
>..ADJL.> 

At? QUAD PHARHS 

At? SOLOPAK LABS 

At? 

CLOFIBRAT£ 
CAPSULE; ORAL 

CLOfDRAJIE 
All CORD LABS 

~QNIPINC HYDROCHLORIDE 
TABLET; ORAL 

CLOHQPII HCL 
M LEDERLE LABS 

M 

M 

EQ 300HG BASEN 

H Ui~ ,asean.• 

H lli~ ,asE!t:11.N 

H 1.li!lm la§Ea!I.N 

Eg li!lm taSE!t:11.N 

eg li2t!!i ,asE!t:11.N 

Eg 15!lm Ba§E!t:11.N 

H 15Qt§ Ba§Elt:11.N 

H J..li!lm Ba§E!t:11.N 

~ 

.2...lP 

~ 

9..Jt:1§111 

'/ 

i'l".:<JH,2 O(n 
APR 14, 198G 

N629Cl5 001 
HAY 09, 1988 

N629S3 001 
APR 21, 1988 

N62889 001 
APR 25, 1988 

N62900 001 
JUN 08, 1988 

N62747 001 
JUN 03, 1988 

N62877 001 
HAR 15, 1988 

N62819 001 
HAR 15, 1988 

N628S2 001 
HAR 17, 1988 

N72191 001 
HAY 02, 1988 

N71783 001 
APR OS, 1988 

N717M 001 
APR OS, 1988 

N71785 001 
APR 05, 1988 



CLONIQINE tiYQROC&QIIH 

TMLEn ORAL 
g.MmNI HRL 

MARNER CHILCOTT 

RX IMMil PRODUCT UST ✓ CUNUlATI\lt: SUPPU:HENT NlfflER 6 / JAN'88 - JUN'88 

CLQRAZU?AIE QIPQTASSIUN 

>..JIL>. 
>..JIL> 
>..JIL>. 
>..JIL> 
>..JIL>. 
>..JIL> 

LltP 

J!.JtP 

~ 

c:;;,w...mpm QIPQJM-Wa 

• 
• 
• 
• 
• 
• 
• 
• 
• 

CAPSULE; ORAL 
ll&IPA'UPAU mm:tmN 

CHELSEA LADS ~ 

PUREPAC PHARtt 

MARNER CHILCOTT 

TABLEn ORAL 

.LitP 

Ut!ill 

~ 

.LitP 

Ut!ill 

~ 

.LitP 

J.ltP 

CWMZWIK Rm!tm!! 
M DWN:R CHILCOTT ~ 

• .LitP 

M J.miN 

M MATSON LADS ~ 

M .LitP 

M Ut!ill 

N72138 001 
JUN 13, 1988 

N72139 001 
JUN 13, 1988 

N7tl4-0 001 
JUN 13, 1988 

N71878 001 
HAR 15, 1988 

N71879 001 
HAR 15, l 988 

N71860 001 
HAR 15, 1988 

N71924 001 
APR 2.!h 1988 

N71925 001 
APR 2!h 19e8 

N71926 001 
APR 25, l9e8 

N717N 001 
HAR 01, 19e8 

N71775 001 
HAR 01, 19e8 

N71776 001 
HAR 01, 19e8 

N71828 001 
HAR 03, l9e8 

N71829 001 
HAR 03, l9e8 

N71830 001 
HAR 03, 19e8 

N71852 001 
FEB 09, l9e8 

N71853 001 
FEB 09, l9e8 

N71854 001 
FEB 09, 19e8 

M 

M 

M 

TABLET; ORAL 
.Hli~lt!I 

ALRA LAil'$ L.mP 

L.2P 

~ 

~QXACILLIN SOQil"'! 

,tat 
PON>ER FOR RECONSTITUTIOt,U ORAL 

SH,WC:SLYH IOPM 
BIOCRAFT UBS 

INYH 
1,5! ,Hf!.~~~ I 

AA BRISTOL LAil'$ El 12$HG USE/ffll 

~i ~m:n 
@LCHICINE; Pft081ENECID 

TABLET; ORAL 
PROBENECID AND COLCHICINE 

/d,S/ ldtt~/fJ.d'# /.d.:~.t,,~1 
a 8EECHAH LABS O,SHG;SOOHG 
PROBENECID NI COLCHICINE 

/d,S/ ltt~t~ttlf.ld~I 1'.:~J-.d~/ 
a LEDERLE LABS O,!SHS;SDOHG 

CVCLQ81ENZAPBINE HYQRQCHLQRIU 
TABLET; ORAL 

CXCLOBDrZApgttE HCL 

N7l787 001 
APR 2.6, 1988 

N71788 001 
APR 26, 1988 

N71769 001 
APR 26, 1988 

"62268 D01 
/~#~6/ddU 

NS01'92 001 
"61453 001 

~~1~3~::1~ 

ltidt.-J#lddU 
N84321 001 

ltW~-!+/ddt/ 
N86954 001 

Al DANBURY PHARMA l2f::§III N716ll 001 
MAY 03, 1989 FEB 29, 1988 

fLDCmL 
Al HS&D 1QtS Nl 7821 002 

QACARBAZINIE 
INJECTABLE; INJECTION 

DACARBAZINE 
QUAD PHARHS SOOHG/VIALJl N71563 001 

MAY 06, 1988 



PISXPBMW« NVDROCHl.QRlK 

TMLEn ORAL 
1a:r:111ti1ma II& • CORDI.MS .. .. 

>.All.,,> .. 
>----> 
>...ML> Al 
>...ML> 
>...ML>M 
>...ML> .. YITARINE .. 

RPIWIPI .. HERRELL DON .. 
QEsqaQE 

OINTMENT; TOPICAL 
>..MUL.> PDMPI 
>..6RIL> .. QHEN I.MS 
>..MUL.> 

JIPmL.OH 
>..6RIL> .. HILES PHARH 

II< DRU8 PRODUCT UST /' ctlU.ATIYI SUPPLDIIE:Nf t«Jla!R 6 / JAN'N - JlN'N 

lltP N7t099 001 
HAY 24, 1988 

.utl!N N72100 001 
HAY 24, 1988 .. N72101 001 
HAY 21t, 1988 

I.RP N72102 001 
JUN 20, 1988 

,lm!.P N72103 001 
JlN 20, 1988 

1.iml.N N72104 001 
JUN 2!'.h 1988 

1.0.t.li!N N72167 001 
FEB 03, 1988 

1.iml.N N722Slt 001 
FEB 03, 1988 

la Nllt399 007 
FEB 11, 1982 

ll.n Nll\399 006 

~ N7llt25 001 
JUN 15, 1988 

L.98 Nl71\26 001 

UXN'IIMSH 

TMLEH ORAL 
DEXAHETHASONE ~=,~ /~/~/ ~~-i=~ l~fi~Jj/d~)(f 

/Hf!ift.1~4 N.d ii 

~=~~ 1~··~1 /~4.d~ft/.6.d,i/ 
1t·1~1 /~(t.d~-J.l~.dU 

~I~~ z~::'1.~I ~;~:~~::ti ~lJ~~ l~M~~,~~}~ ldn 
a BARR LABS 0.2.5HG N84013 001 a 0,2.!iHG N84764 001 a O.SHG N84084 001 a o. 7.5HG N8408l 001 
a 0.75MG N8476S 001 
a l,SHG N84086 001 
a l,SMG N84763 001 

UXJ:BOSE 

INJEC'!ABLE; INJECTION 

Af 
l!l)C'fROSI 1111 Ill !LA!l'l':rC COHTADII! 

KENDALL HCGAH lQGH(lQQHLN Nl9626 004 
FEB 02, 1988 

DEXTROSE 2,5:'. IN PLASTIC CONTAINER 
KENDALL HCGAH 2,5GM/100Hl.ll Nl9626 001 

FEB 02, 1988 

Af 
ll)C'fROSI B Ill !LA!l'l':rC COHTgug 

KENDALL HCGAH SGHllQQHLN Nl9626 002 
FEB 02, 1988 

DEXTROSE 7,71. IN PLASTIC CONTAINER 
KENDALL HCGAH 7,7GH/100Hl.ll Nl9626 003 

FEB 02, 1988 

lllil:s!~E i POTA~I!.!! ,1:11.QBHE i §Sml!.!! ,til.QBHE 

I~~~fil~j&~~&}~~~tu11 'cti(o1HoE/d :·!.'i./ • ·11.J.t1 • • f® ·,f ,. · · ~, . .. 2~1i. '/"" ·,i .. ·1~.,.,._.J..',., ·t· ... , . tv; n• r~ . .. S:, ~~Jp,.., 0,0t51. N rlA TIC ~urt1AINE 
' ff ' ' ' . ' ' ' ' ' dd ''14 ' dd 'I l~ .. ltNJ~I ,1~~1· :,~~a·,,· --~If . r4,._.1/MU1~1.ddtt 

;>. • •• '"· • J'IJ. o~iif:n~~tl 



m< DRUG PRODUCT LIST/ CI.H.ILATIVE SUPPtl:NENT ~ER 6 / JAN'88 - ...RM'88 :rn 

BlmtOSI i P9J1Sffllt CW,quft i SQPIW GtUJlUB 

,.oi''• lfla#_A..f!J'"*~ t••#• 4,f~''"'ri.l/ · . -¥Pf:,,,~,~· r9T~1'P.tl)'~~9'JYJ-

ff,f,l~J1d .,~.td.d!N.H mJH!1~/ddU 

ldt~:t~~u~~~l~:t®~t~iJS~;:.if.ltVl1'J:tJ~i~I~ 
1.,il~~w,1m1~~~~.«.i,' l#.LJA hT ,J.i,' I/ 

· · ~, }~/~l4tl'..,;. ~V-.• ,~i1~~bfjj/ 

ld~f.l-_f._:/~;t®AIJ'.~tdf.1' . .'#Jt.:/Jif,if~iAJ,~rl 

''if.Jr~ffl/~-~.d'fJ'.-.W.td~J/ 
lffmM . .,. ·~•'-IJ'f-• .. :a.. J' A I 

I 

''/ 
• /tijj;Jl,#f;f!,/ 

POTASSIUH CHLOOIDE 0.037% IN DElO'ROS! 10% ANO SOOIUH 
CHLOOIDE 0.2% IN PLASTIC CONTAINER 

KENDALL HCGAH 10GH/100ffl.;37HG/100ffl.; 
200HS/100ffl.N Nl%30 031 

FEB 17, 1988 
POTASSIUH CHLOOIDE 0,037% IN DEXTROSE lOX ANO SOOIUH 

CHLORIDE 0.45% IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOHl.;37HG/100ffl.; 

~loom.N Nl%30 037 
FEB 17, 1988 

POTASSIUH CHLORIDE 0,037'~ IN DElO'ROS! lOX ANO SOOIUH 
CHLORIDE 0.9% IN PLASTIC CONTAINER 

KENDALL HCGAW lOOO/lOOHl.,37HG/lOOHI.; 
900HS/loom.N Nl9630 043 

FEB 17, 1988 
POTASSIUH CHLOOIDE 0,0371. IN DExrROSE 51. ANO SOOIUH 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL MCGAW SGM/lOOML;37HG/lOOHL; 

llt>HG/loom.N Nl9630 001 
FEB 17, 1988 

POTASSIUH CHLOOIDE 0.037% IN DElO'ROS! 5% ANO SOOIUH 
CHLORIDE 0.2% IN PLASTIC CONTAINER 

KENDALL HCGAW !SGM/l00ML;37HG/l00ffl.; 
200HS/l01lffl.N Nl9630 007 

FEB 17, 1988 

~EXIR®Ei l?QJ:MSIW CHLQBIP~i §21.lIW Cl:!LQBIQE 

Ae 

Ae 

Ae 

Ae 

INJECTABLE; INJECTION 
POTASSIUH CHLORIDE 0.037% IN DEXfROSE 5% AND SOOiutl 

CHLORIDE 0.33% IN PLASTIC CONTAINER 
KENDALL HCGAH 500/lOOML;37HG/lOOML; 

330HG/lOOMLllil Nl%30 013 
FEB 17, 1988 

POTASSIUM CHLORIDE 0,037% IN DEXTROSE 5% AND SODIUH 
CHLMIDE 0.45% IN PLASTIC CONTAINER 

KENDALL HCGAH !SGM/lOOML;37HG/lOOML; 
4SOHG/100MLN NH630 019 

FH\ 17, 1988 
POTASSIUH CHLORIDE 0,037% IN DEXTROSE 5% AND SODIUM 

CHLOOIOE 0.9% IN PLASTIC CONTAINER 
KENDALL HCGAW !SGM/lOOML;37HG/lOOML; 

900HG/l00MLN Nl9630 025 
FEB 17, 1988 

POTASSIUH CHLOOIDE 0.075% IN DEXTROSE 10% ANO SOOIUH 
CHLOOIDE 0.2% IN PLASTIC CONTAINER 

KENDALL HCGAW lOGH/lOOML;75HG/lOOHl.i 
200HG/100MLN Nl9630 032 

FEB 17, 1988 
POTASSIUM CHLOftIDE 0.075% IN DEXTROSE 10% ANO SODIUH 

CHLMIDE 0.45% IN PLASTIC CONTAINER 
KENDALL HCGAW lOGH/lOOML;75HG/lOOML; 

450HG/luOHLN Nl9630 038 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.075% IN DEXTROSE 101. ANO SOOIUH 
CHLORIDE 0.9% IN PLASTIC CONTAINER 

KENDALL HCGAW lOGH/lOOHL;75HG/lOOML; 
900HG/lOOMLN Nl9630 044 

FEB 17, 1988 
P9IAH1UH w;.ogplE o.om"' DIIIXTROSI R AHD 1RPM 
et!LRH 9,lf! IN PLAfflC COHTAJHD 

KENDALL HCGAH 5GH/lOOHL;7511G/lOOHL; 
2QQHG(lOQHUI Nl9630 008 

FEB 17, 1988 
P9IAH1UH CHLOUDI o.om :pf DIIIXTROSI R AHD IOPMI 
CHLOUDI 9,iUS J;tt PWUC COHTAJHIR 

KENDALL HCGAH 5GH/lOOHL;7511G/lOOHL; 
330HG(lOOHUI Nl9630 014 

FEB 17, 1988 
P9IAH1'UH CHLOR:QI o,om J:tt DIIIXTROSI R AHD IOPM 
CHI.OUDI o,m J:tt pwnc COHTAJHD 

KENDALL HCGAH SGN/lOOHL;7511G/lOOHL; 
!tSOffi/lOQHUI Nl9630 020 

FEB 17, 1988 
P9IAH1UH ettl,ORUI !!,PZR J;tt DIIIXTROSI R AHD 1RPM 
CHI.ORJDI o,n J:tt PLAfflC COHTAJHD 

KENDALL MCGAW SGH/lQOHL;7511G/lOOHL; 
900HS/100HUI Nl9630 026 

FEB 17, 1988 



IRK -- NCIUCT UST , cuu.AnYI SUPPLENINT NUMHR 6 / ..IAN'N - .,ua•e; u 

NXJJPili meswm QI.WN5 PM Rl:WN 

INJECTMlE; INJf!CnaN 
POTASSI\II Cttl.OltIH o.om IN HXTROSE S)t AND SODIUM 
Cttl.ORIH O.UX IN PLASTIC CONTAINER 

KENDALL HC8AN RlllOM.JnMVlOIN.i 
llO!GJ'lOOfflJI N19630 OOt 

FED 17, 1'88 
IPOTASSI\II tm.OltIH O.UX IN H>CTROSE ltli! AND SODIUM 
Cttl.ORIH O.Vt IN PLASTIC CONTAINER 

KINOALL HC8AN lNtt/lOM.;UOIGJ'lOOHL; 
!OOIGJ'lOOfflJI N19630 033 

FEB 17, 1'88 
POTASSI\II CHLORIH O.UX IN DEXTROSE ltli! AND SODIUM 
tm.OltIDE O.UX IN PLASTIC CONTAINER 

KENDALL NCGM lNtt/lOM.UlOIGJ'lOOHLJ 
45CINQ/100fflJI Nl9630 03' 

FE8 17, 1'88 
POTASSIUM Cttl.ORIDE O. UX IN DE><mOSE ltli! AND SOOIUH 

Cm.OQDE 0.9X IN PLASTIC CONTAINER 
KENDALL HC8AN lNtt/lOOHL;llOH;;'lOOHLJ 

9GOIGJ'lOOfflJI Nl9630 MS 
IFIEB 17, 1'88 

POTASSI\II cm.ORIO£ o.nx IN DEXTROSE S)t AND SOOIUH 
CNLOQDE o.11x IN PLASTIC CONTAINER 

KENDALL HC8AN RlllOOHL;UQH;;'lOOffl.J 
llOH;;'lOOHUI Nl9630 003 

FEB 17, 1'88 
POTASSIUM CHLORIDE o.nx IN DEXTROSE S)t AND SODIUH 

CHLOQDE O. 2X IN PLASTIC CONTAINER 
KIENDALL HCGM IGNl'lOM.UlOH;;'lOOHL; 

~lOOHUI Nl9630 009 
FEB 17, 1'88 

POTASSI\II CHLORIDE O .nx IN DEXTROSE S)t AND SODIUH 
CHLORIDE 0.3:SX IN PLASTIC CONTAINER 

KENDALL MCGAH IGNl'lOM.JllOH;;'lOOHL; 
330!GJ'lOOHUI Nl9630 015 

FED 17, 1'88 
POTASSIUM CHLORIDE O.UX IN DEXTROSE S)t AND SODIUM 

CHLOQDE O.OIS)t IN PLASTIC CONTAINER 
KENDALL HCGM IGNl'lOONL;llOH;;'lOOHL; 

OISOH;;'lOOHUI Nl9630 021 
FEB 17, 1'88 

POTASSIUM CHLORIDE O.UY. IN DEXTROSE S)t AND SODIUM 
CHLOQDE 0,9Y. IN PLASTIC CONTAINER 

KENDALL HCGM IGNl'lOM.UlOH;;'lOOHL; 
900!GJ'lOOHUI Nl9630 027 

FED 17, 1'88 

•wnm. memw CH&,ggllfii AJW CHl,WQ! 

A! 

A! 

A! 

A! 

lNJf!CTMLE; INJECTION 
POTASSIUM CHLORIDI! o.1sx IN DEXTROSE lOY. Nffl SOO!UH 

CHLORIDE 0.21. IN PLASTIC CONTAINER 
KENDALL HCGAN lNtt/lOONL ;lSOH;;'lOONI.; 

21.HltC/lOOHUI Nl'630 034 
FEB 17, lfflB 

POTASSIUM CHU:lftlDE O. l&)t IN DE>CTROSE lt'Y. AND SOOIUH 
CHLORIDE 0.4U IN PLASTIC CONTAINER 

KENDALL HCGAN lOGN/lOONLJlSOIGJ'lOOHL; 
4SOIGJ'lOOHUI Nl9630 8"0 

FEB 17, 1988 
POTASSIUH CHLORIDE O,lU IN DE>mtOSE lOX AND SOOIUH 

CHLORIDE 0.9X IN PLASTIC CONTAINER 
KENDALL HCGAN 10GN/lOONL51SOIGJ'lOONL; 

9GOIGJ'100HUI Nl9630 046 
FEB 17, 1988 

NJMRW n,cl!tDI t,m R H.KJWI M ft RRY1 
flltlMDI 9, P DI PLMJP RPHIAJHII 

KENDALL HCGAN iffl(l.OOHL;wnv1on; 
fflHIVlOOMI.N Nl9630 010 

FEB 17, 1'88 
NJMRW c:\IHl.,@DI o,m DI PPIIPII M " RRY1 
c:\IHl..@DI 9, JR DI PLMJl9 NHIAJHIR 

KENDALL HCGAN ifflll0ft;wnv1on; 
HQtWlOOMl,N Nl9630 016 

FEB 17, 1988 
NJMRW c:\IHl..@DII I, m DI PIPffllRII M ft RWJ 
gwm11 o.yx DI nMl'IP NHIAJHIR 

KENDALL HCGAN fftk'l00fl,;1SQ141V1oom,; 
,sQHG/lQQNLN Nl9630 022 

FEB 17, 1988 
memm gyrm1 ,,m DI •DlJ'ROl1 u " _,. 
gtl.OIQI 9,U DI nMl'IP RPHIAJHIR 

KENDALL HCGAN fftk'lOOHl,ilSQl:IVlOOHL; 
90QIW100MI.N Nl9630 028 

FEB 17, 1988 
POTASSIUH CHLORIDE 0, lU IN DEXTROSE .5% AND SODill'I 

CHLORIDE 0.111. IN PLASTIC CONTAINER 
KENDALL HCGAN IGNl'lOOHL;lSOIGJ'lOONL; 

UOIC/l0OHLN Nl9630 00.. 
FEB 17, 1988 

POTASSill'I CHLORIDE 0,2t1. IN DEXTROSE ltli! AND SOOillt 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL HCGAN lOGN/lOONt.;220H;;'lOOHL; 
200IC/100HLJI Nl9630 035 

FEB 17, 1'88 
POTASSill'I CHLOQDE 0.22" IN DEXTROSE ltli! AND SOOillt 

CHLORIDE 0.451. IN PLASTIC CONTAINER 
KENDALL HCGAN loatV100NLJ220H9/lOOHL; 

4SOIC/100HLJI Nl9630 0..1 
FEB 17, l9U 



RX MJI NOOUCT UST/ C\IU.ATIW SUPPLEHEN'I' NUNBH 6 ✓ JAN'H - JW'U 

PM1B¥ l NtmNI aAUNi PM Cffl.AUB 

e 

INJKTMlE; INJECTION 
IIOTASSIUH CMI.ORlDE O.UX IN DEXTROSE lOX AND SOOIUH 

CHLOltIDE 0.9" IN PLASTIC CONTAINER 
KENDALL HCW.N lOGK/lOOHL;UONG/lOOHU 

900tl8/100HLN Nl9630 047 
FEB 17, 1'88 

IIOTASSIUH CHLORIDE O. UX IN DEXTROSE .IX AND SOOIUH 
CMI.ORIDE 0.11:C IN PLASTIC CONTAINER 

KENDALL HCW.N HWlOOHL;UONG/lOOHL; 
llONG/lOOHl.N Nlff30 OOS 

Fll!I 17, 1'88 
IIOTASSIUH CHLORIDE 0.22:C IN DEXTROSE .IX AND SOOIUH 

CHLORIDE o.2x IN PLASTIC CONTAINER 
KENDALL HCW.N HW100HLU~20IS/100HLJ 

200IS/100HUII Nlff30 011 
FEB 17, 1'88 

IIOTASSIUH CHLORIDE O.UX IN DEXTROSE IX AND SOOIUH 
CHLORIDE o.nx IN PLASTIC CONTAINER 

KENDALL HCW.N HW100HLJ220!Sl100HLJ 
330Nr.V100Hl.N Nlff30 011 

FEB 17, 1"8 
IIOTASSlllH CHLORIDE O.UX IN DEXTROSE IX AND SOOlllH 

CHLORIDE 0.41X IN PLASTIC CONTAINER 
KENDALL HCW.N HWlOOHL;220!SllOOHL; 

4SOtCl100HlN Nlff30 023 
FEB 17, 1'88 

IIOTASSIUH CHLORIDE O.UX IN DEXTROSE IX AND SOOlllH 
CHLORIDE 0.9" IN PLASTIC CONTAINER 

KENDALL HCW.N HWlOOHL;tZOIS/lOOHL; 
900tl8/100HLN Nlff30 OH 

FEI 17, 1988 
IIOTASSIUH CHLORIDE 0.3" IN DE>CTROSE lOX AND SOOIUH 

CHLORIDE O.ZX IN PLAST:C CONTAINER 
KENDALL HtW.N lOGH/lOOHL;300!SllDOHU 

200!SllOOHUII Nlff30 036 
FIE8 17, 1'88 

IIOTASSIUH CHLORIDE o.n IN DE><TROSE lOX AND SOOIUH 
CHLORIDE 0.41X IN PLASTIC CONTAINER 
KNALL HCW.N lOGK/lOOHL;300!SllOOHL; 

4SOH8/100HLN Nl%30 042 
FEB 17, 1'88 

IIOTASSIUH CHLORIDE o.n IN DE>C1'ROSE lOX AND SOOIUH 
CHLORIDE 0.9" IN PLASTIC CONTAINER 

KENDALL HCW.N lOGH/lOOHL;300!SllOOHLJ 
900tl8/100HUII Nlff30 048 

FEB 17, 1988 
PWMAM nPIPI 1,R ;m PPJ'WI R M IPAI' mwm,1 o. g ;m pun:m Rfl'MNP 

KENDALL HCW.N Rl(l00tl,&3QMl100tl,l 
un(lQWP Nlff30 012 

FEB 17, 1988 

D!XJB9SE • PPU:W!.tJ £1.U,QUN • SQPJW CH1.oup1; 

e 

e 

e 

e 

e 

e 

e 

INJECTABLE; INJECTION I p ;m IIUSHJWI R Ml AM §11~,,J PWMRY1 AW.NH • 
le IP Ri Nim RB',:,100tt.130!11l(l00tl.; 

KENDALL NCGAN ll!lll(lOOMLN Nl%30 018 
FEB 17, l<m8 

PWMRW Cffl.91PI 9,R ;m HXJMP R Ml AM WLRII o.y; 1H Pl.MID RB'MHII 
KENDALL NCGAN 1111(100Ml.l30!11l(lOOMI.; 

fflK:11i/lOQHUI Nlff30 024 
FEI 17, 1988 

PWMRW Cffl.91QI R,R ;m HKJJOIII R Ml AM WMm:PIS 
P•H ;m Pl.MID RB'MHII 

KENDALL HCW.N Rl(l00Hll3QMl100HL; 
9QIIW191ffll.81 Nlff30 030 

FEB 17, 1988 
IIOTASSIUH CHLORIDE o.n IN DE>CTROSE IX AND SOOIUH CHLORIDE 
o.11x IN PLASTIC CONTAINER 
KNALL NCGAN HWlOOHL;300!SllOOHLJ 

llOIS/100!11.N Nlff30 006 
FEB 17, 1988 

Nl8362 009 
JUL OS, 1983 

M(lOOHI. ll4ft/100MI.; 
9:50MG(1Qlffll.8l Nl8362 OOS 

HAR 28, 1988 
PWMAM Cffl.91QI UHD ;m H'JffllOII R M AM 
WLOgpl o,n ;m nMJilP RB'MHII 

ANOTT LABS M(lOOHI. l74.it5(l00tl.; 
9Q01:51101ffll,81 Nlff91 002 

HAR 24, 1988 
M(lOOHL;14ft/lQOML; 
9QOHQ(1Qlffll.8l Nlff91 004 

HAR 24, 1988 
IIOTASSIUH CHLORIDE lOHll!Q IN DE>C'l'ROSE IX AND SOOIUH 

CHLORIDE O.ZZSX IN PLASTIC CONTAINER 
ANOTT LABS 5GH/100HLJ74.SHG.llOOHL; 

2251G/100HI.N 

HW100HLJ1491S1'1DOHL; 
22SHG.llOOHI.N 

Nl836S 002 
JUL OS, 1983 

Nl836S 006 
HAR 28, 1988 
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ae 

ae 

ae 

ae 

Af 

ae 

Af 

IUCTABU!; xucnON 
IPOTASSlllt Cltl.ORHI l«IHICt IN H~ .i:< AND SODIUtt 
Ctn.ORIN o.u IN PUSnc CONTAINER 

AMOTT LAIS NH/lOOHU'M.IIS/lOOHL; 
JOONQflOOltl. 

NH/lOOltl.Jl'IWIVlOOltl.; 

Nl8876 001 
JAN 11> UM 

J~lOOHI.N Nl8876 006 
MAR 28, 1988 

mtmN AHMIAI IRM :Dt IIIXJ'WIS R M IMRN 
mMNH l,S :Dt nM1'D RD'MNI 

TM\IENOL LAIS &H(lOOffl. l7M(l0M, i 
900M9(100HUII Nl,308 004 

AP!t OS:. 1965 
mtm!! AHMIAI UJW :Dt IIICJWI R M IMRN 
an.m11 ,,w a NMDP CCNJ'MNII 

ANCTT UBS fi!Yl00ffl.1Hft(l00ffl,l 
!\Ht&llOQHlN Nl8362 006 

MAR 28, UN 
!Pl"'.tnPM AHMIAI UNI R IIICJWI R M IMRN 
CHLOBPI P,S :Dt PYIDI RD'MNI 

AMOTT LAIS &H(lOM.;ttft(lOM,i 
900M9(100HUII Nl%91 006 

MAR 2•h 1988 
IPOTASSIUtt CHLORIDE 15"EII IN~ .i:< AND SODillt 

CHLORIDE 0.22.i:< IN PLASTIC CONTAINER 
AMOTT UBS NH/l00Hl.J2~100HU 

2211Si'l00Hl.N Nl836S 008 
MAR 28, 1988 

POTASSillt Cltl.ORIDE llHl\:Q IN DE~ .i:< AND SODillt 
CHLORIDE 0.3?. IN PLASTIC CONTAINER 

AMOTT UBS NH/10Clltl.;2~100Hl.J 
JOONQflOOHLN NlM76 007 

HAR 28, 1988 
!Pl"'.MPM fl.AIPI aw :Dt PPJWI R M WM 
RMRDI t,W P P1MDP RD'MNI 

AMOTT LASS &H(lOOffl, ;14ffi/100ffl, i 
!t5!15(100HUII 

&:YlOQHl.it,ntlOQHL; 

Nl836t 010 
JUL 05, 1983 

!t50JSl100HUII Nl836t 007 
HAR 28» 1988 

Nl'YPIM c;g.mp1 aw P HXJWI R M IMRN 
ml..ABIPI 9,S :Dt PWm RD'MNI 

AMOTT UBS $GIY100ffl. il4ffi(l00ffl.; 
900M9(100HUII 

&:YlOOffl. ;2,n.11on,; 
NU',illOOfflJC 

Nl%91 005 
HAR 24> 19M 

Nl%91 008 
MAR 24» 1988 

• x:fflC.M ii PQIASUW Cl!LQUW; ii SQPJW CHLI)l!U;t:1~ 

Af 

Af 

Af 

ae 

Af 

INJECTABLE; INJ!CnON 
IPOTASSIUtt CHLORIIH: tOHl\:Q IN IH:XTROSI: iX AND soo:n.1t1 

CHLORIH O.HiX IN PLASTIC CONTAINER 
AMOTT I.MS HH/lOOHLn4WIVlOOHL; 

Nl.8365 001 2UttlYlOOHL 
HH/100HLJ2~100ffl.; 
H!'im/lOOHIJa Nl8365 009 

MAR 28, 1988 
IPOTASSIUtt CHLORIIH: 20Hl\:Q IN DE~ i?. AND SOOIUH 

CHLORIIH: 0,3?. IN PLASTIC CONTAINER 
AMOTT LASS HH/lOOHL;2~lOOHL; 

JOOHQ/lOOHLN N18876 008 
MAR 28, 1988 

POTASSIUtt CHLORIDE 20Hl\:Q IN DE~ i?. IN SOOIUH CHLORIDE 
0,3?. IN PLASTIC CONTAINER 

AMOTT LABS HH/lOOHL;149tC/100HL; 
300HQ/100ffl. Nl8876 002 

JAN 17, 1986 
Nl'YPIM RMIDI Pil P PIIQffllOU R MR IUM 
gtLqgH P,W P PL.U'JJR RD'A'RfD 

AMOTT LASS $GIYlOOHL;22W(lOOHL; 
!t5QHi/lQQML N18362 002 

FWMDM RMIQI R11 P pgrn11 R M !IIOPU1 
ffll..ABIPI 9,S P PL.U'JJR prmg 

AMOTT LABS &fYlOQHL ;lliti.'.j(ll}OHL; 
9QQHi/lQQMU& N1%91 007 

MAR 24, 1988 
POTASSIUtt CHLORIDE 30Hl\:Q IN DE~ i?. AND SOOIUH 

CHLORIDE 0.225?. IN PLASTIC CONTAINER 
AMOTT LABS HH/lOOHL;2241191'100HL; 

2Ut11Y100HLN Nl836S 003 
JUL OS, 1983 

POTASSIUtt CHLORIDE 30Hl\:Q IN DE~ 51. AND SOOilm 
CHLORIDE 0.3?. IN PLASTIC CONTAINER 

AMOTT LABS SGM/100HLS2~100HL; 
300HQ/100HL NlM76 003 

JAN 17, 1986 
Nl'YPIM AUI..ABIPI IGHn P DIXJIOH R AND !IIOPU1 
m1..AB1P1 o,n :m PLAIID RD:mt• 

TRAVENOL UBS 5GH/lOOHL;22W(lOQMP 
9QQHitlOQMU. Nl9308 006 

APR OS, 1985 
Nl'YPIM AUI..ABIPI 9:GHn p HXJB9H R MR !IIOPU1 

DI PLASTZC RffA'QfQ gtl,.ABIDIII P,W 98H9flQQHP 
AMOTT LABS SGN/lOOML;z Nl8362 003 450HG/1QQML 

Nl'YPIM AULRBIPI YHII ;m PDSJIOII R AND l9RW 
o "' ;m PLAIID RffmtR AUI..ABIPI, 5GH/1QQHL ;29"t1ootu 

AMOTT LABS 900MG(lQQMU& Nl%9l 009 
HAR 24, 1988 



II< DR\18 PRODUCT UST ✓ eutiUI.ATIW! SUPPLll!MENT tUIHR 6 ✓ JAN'N - JUN'N 

Dm'Ali MJ11W'W Sffl.WM 5 AISI! mt.WK 

Al? 

Al? 

Al? 

Al? 

INJ(CTMLE; INJECTION 
POTASSIUM Cffl.ORIDE 4CHECI IN Dl><TROSE .IX AND SOOIUH 

CHLOR!D! O.USX IN PLASTIC CONTAINER 
AN01T UIS mt/lOM.;29eHQ/lOM.; 

2UNai'lOOMUil Nl836.!!i 004 
JUL 05, 1983 

POTASSilll Cffl.ORIDI 4CHE4t IN Dl><TROSE .IX AND SOOIUH 
CIILORIDI 0.31. IN PLASTIC CONTAINER 

ANOTT UIS mtllOM.;29611Q/lOM.; 
300HG/lOOMUil NlN76 004 

MR 28, 1988 
Pf"tmet CIHI.MQI Ml P IIQfflllOH R M mt1 CH.MDI 
1,W Pl PLMDP RQ'mtg 

ANOTT I.MS ffH/lOfl. ;z,,ntlOOfl.J. 
WUi{lOOHUII 

RYJOfl.ll4ft/lOOJI,\ 

Nl8362 008 
MR 28, 1988 

WUi(lOOHUI Nl8362 004 
MR 28, 1988 

MAIRW Pl,Olml Ml P IIPSJWI R M mtl CH.MPs; 
1,U Pl PLMDP RQ'mtg 
ANOn a.MS av1on,;z,,ne1on,; 

,oot!IVlOOHUI Nl9Hl 001 
MR 24, 1988 

ffH/10fl,;14ft/lootl, i 
~ Nl9691 003 

HAR 24, 1988 
POTASSilll CHLORIDE RE• IN DE>mtOSE SlC ANO SOOIUH CIU.OIUDE 
0. tW. IN PLASTIC CONTAINER 

ANOTT I.MS mtllOM.;74.RIG.llOONL; 
!UNai'lOOMUil 

5at/lOONL;l4fJIS/100Nl; 

N1836.!!i 005 
MR 28, 1988 

2UNai'lOOMUil Nl8365 007 
MR 28, 1988 

POTASSilll CHLORIDE NI IN DEXTROSE .IX AND SOOIUH CHLORIDE 
0.31. IN PLASTIC CONTAINER 

ANOTT UBS mtllOOffl.;74.!iHQ/lOM.; 
300HG/100HLN 

mtllOOffl.;l491C./lOM.; 
300HG/lOOMUil 

Nl8876 005 
HAR 28, 1988 

N18876 009 
MR 28, 1988 

HXfflOSE f AM CHLQRlQE 

Al? 

Al? 

Al? 

INJECTABLE; INJECTION 
DEXTROSE 10:C ANO SOOIUH CHLORIDE 0,11% IN PLASTIC 

CONTAINER 
KENDALL HCGAH lOGH/lOM.;llONQ/lOOHUS Nl%31 011 

FEB 24, 1988 
DEXT'ROSE 10:C ANO SOOIUH CHLORIDE 0,21. IN PLASTIC CONfAINER 

KENDALL HCGAH lOGH/lOM.;tOONQ/lOOHI.JIC Nl%3l 012 
FEB 24, 1988 

l>E><ntOS! 10:C ANO SOOIUH CHLORIDE 0.331. IN PLASTIC 
CONTAINER 

KENDALL HCGAH lOGH/lOM.;330NQ/lOONI.JIC Nl9631 on 
FEB 24, 1998 

l>EXT'ROSE 10:C ANO SOOIUH CHLORIDE 0,4il'. IN PLASTIC 
CONTAINER 

KENDALL HCGAH lOGH/lOM.;450HG/lOOMUil Nl9631 014 
FEB 24, 1988 

HlCDOII JR M mtl gg.mm1 o,n Pl PI..MDC OOHtMUa 
KENDALL HCGAH IQGWlQQtfUffll5/100Hl,N N19631 015 

FEB 24, 1988 
DEXT'ROSE 2,5" ANO SOOIUH CHLORIDE 0,11% IN PLASTIC 

CONTAINER 
KENDALL HCGAH 2,mtllOONL; 

llONQ/lOONIJI Nl9631 001 
FEB 24, 1988 

DEXT'ROSE 2.sx ANO SOOIUH CHLORIDE o.2% IN PLASTIC 
CONTAINER 

KENDALL HCGAH 2,mt/lOONL; 
20C!fC.llOOMUil Nl9631 002 

FEB 24, 1988 
DE>fl"ROSE 2,Sl( ANO SOOIUH CHLORIDE 0,331. IN PLASnc 

CONTAINER 
KENDALL HCGAH 

N19631 003 
FEB 24, 1988 

RIPl''fflC!Ht: 1,R MP mt1 CIHLOll'DI P,W Pt PLAIJJP 
RR'A'l'NR 

KENDALL HCGAH 

2,mtllOONL; 
330NQ/100HLN 

2,S@YlOQHL; 
'tlQIS{lQQHl,11 N19631 004 

FEB 24, 1988 
DEXTROSE 2,5"- ANO SOOIUH CHLORIDE 0.91. IN PLASTIC 

CONTAINER 
KENDALL HCGAH 2,mtllOOHU 

900NQ/100HIJI Nl9631 005 
FEB 24, 1988 

DEXTROSE 5"- AND SOOIUH CHLORIDE 0.111. IN PLASTIC CClNTAINER 
KENDALL l1CGAN mt/lOONUllOHIVlOOHUI Nl9631 006 

FEB 2', , 1988 
PAJ'IOII R M mtl MMPI 1,111 iPt PIAIDP CDNfA1HII 

KENDALL HCGAH !j§H/lQOMU2QQHi(lQQHIM Nl'631 007 
FEB K, 1988 



NXIIOMi AM qg,gu:@ 

INJEtT8LIE J DUltTICIN 

M IDIUi PROIUCT LDT ✓ CUIM.ATI\I! SUPPUl'IINf tuffl.ER 6 ✓ JAN'A - JUN'A 

PNWI! HYPBQCHLQUPfi 

INJECTMllEJ INJECTION 
nawl RM MINI ftWM lalR :pt a.um Rfl'MNI 

KINDALL HC9AN llin!ltn;U!l:li!lPffll.lll N19631 008 
~ tg. IN RWWUll ffl pa.gm PJ'.AmlS 

2 

2 

2 

ff8 li+t HA 
twrwl R M MINI AMIJH t,W :pt a.um Rfl'MNI 

KENDALL HC9AN llin!ltn ;UQHIVl.Pn,,N Nl 9631 009 
na 24, UA 

twl'MM RM MINI ftWM \l,S IN a.um Rfl'MNI 
KENDALL HCCM llin!lOOHll,on{lPWl,N N19631 010 

FEB 24, HA 

ueu,mm •iYffl•• nnuxmm somm 

>---> 
>--->2 
>---> 

pimNH 

TMLET; CUL .... 
• QUANNtPIWl1CS 

• 
• 

PJAmQ;N 

INJEtT8LE; INJECTION mnm, 

~.~ 

AP ... 
111:P 

2 UD PNARNS llffi/tlN 

N8934-7 001 
JW 01, 19A 

N72431 001 
ANH, 19A 

N7!432 001 
APR H, 19A 

N72433 001 
APR H, 19A 

N71908 001 
JAN 26, 19A 

6.e 

6.e 

6.e 

IIW<fH §9t5/100ffl, Nl.961!5 OIJJl 

IW 
IW 
IW 

ltAA##f./tJUI 

OOXEPIN HVPB,OCHLQUPfi 

CAPSUl.11:; CUL 
Mm.11 

8 PEtff4ALT 

Rim tg. 
8 DARR UBS 

• 
• 
• 
• 
• • 
• 
• 
ti: -• 

CHELSEA UBS 

LEDHLE UBS 

li!l:li!l9H 

H!l:li!l9H 
640HG/100Hl 

Jw,utw,;J 

/Uft'Mt4WJ 
ld4WltfWJ ,,~,.,.,~ 

H l.60IC USE 

Iii :t!!iM9 IBASEN 

li!ilSOICBASb 

Iii ZB USEN 

Iii ;I.Ot'IH9 BASEIII 

H ZB 8ASE111 

Iii llOHG USEN 

Iii l!I& alSEN 

Iii :t!!iM9 BASEJI 

Iii SOie alSEJI 

Iii ZB 11:SP 
Iii ;l,Ot'IH9 8ASEIII 

Iii llOIC 8ASEIII 

HAR 21, l'i!87 
Nl96l5 OCIZ 

MAR 'l.7, 1987 
NUU5 003 

HAR 27, 1987 
Nl%1~ 00ft 

MAR 27, 1987 

,,1n~~fli~ 
,~l~'ir~~ ,~l~,ijJ~ 
,,~1,~~~~ 

Nl6987 001 
APR 13, 1987 

N71502 001 
FEB 18, 1988 

N71653 001 
FEB 18, 1988 

N716!i4 001 
FEB 18, 1988 

N71Sf.1 001 
FEB 18, 1988 

N71763 001 
FEB 09, 1988 

N7176<t 001 
FEB 09, 1988 

N7168S 001 
JAN 05, 1988 

N71686 001 
JAN 05, 1988 

N71673 001 
JAN 05, 1988 

N71674 001 
JAN 05, 1988 

N71675 001 
JAN 05, 1988 

N71676 001 
JAN OS, 1988 



RX Dm.18 ~T LIST ✓ C\IU.ATIV! SUPPU!tl:Nf NUNBH 6 ✓ JAN'M - JUN'M 

RO'Q'CWI muu 

• 
e 
e 

PPIUR 

INJECTABLE; INJECTION 
IIPPllmOI, 

DBmlYP 

D lQIIS IIUSEMALN 

D ton IIUSEMALN 

6! ANOTT UIS 2,nmµs 

A! DUPONT CIU CARE !.nmµ. 

PPIUR i fENIANYL CITRATE 

INJECTABLE; INJECTION 
flffl'Mm, RJ'.MJI M RPPllmOI, 

A! ANOTT LABS 2 .na:t, i 

---e JANSSEN PH.ARNA 

EDllgPIQm,II CHt,QIUH 

INJECTMLE; INJECTION 
HVmOL 

11 o,on IIUSElffl.lil 

z.na:1,; 
Et Q, Rn IIUSElffl.lil 

A! ORGANON lQl:5/Nl.N 

EHAWUW: 

INJECTABLE; INJECTION 
YASOTEC 

HS&D RES UIS l.~ 

N62180 001 
APR 12, 1988 

N6256' 001 
HAR 09, 1988 

N62569 002 
HAR 09, 1988 

N71981 001 
FEB 29, 1988 

N71"5 001 
APR 07, 1988 

N71982 001 
HAY M, 1988 

Nl6M9 001 

N8%24 001 
HAY 13, 1988 

Nl9309 001 
FEB 09, 1988 

EPJNIPlffliNI i U:PQCAJNI ID'QRQCHLOfSml 
INJECTABLEi INJECTION 

>...AWL> e 
>...&m...> 
>...&m...> e 
>...&m...> 
>...&m...> e 
>...&m...> 
>...AmL> e 
>...&m...> 
>..AD..> e 
>..AD..> 
>...&m...> e 
>...&m...> 
>..AD..> e 
>..AD..> 

~ RA, M lmfiffl!QN 
ANOTT UIS O,QOfit:5.M,;~ 

0,00fit:5.M,;~ 

0,0Q!lt§ltl,;~ 

O,QQM/ML;~ 

O,QOfit5.M.;~ 

P,OlJ51ttl.;~ 

O,OlJ51ttl.;~ 

IW """t.¥•V 1BI t«MJCOI.PHARH 
1,;,,'1WJK, iv 
,11tiH.}tit 

e 
>.APL> e 
>.APL> e 
>...AmL> 
>.APL> e 
>...AmL> 

O,OU5(Hl.;~ 
HXLOCNHI W IEPJHlffllAHI 

ASTRA PHARN PRODS o.oo!lt§ltl,i~ 
O,OOfit:5.M.lll 

Q, OO!iMG/Hl. l~ 

ERGOJ.QIP HESYWJS 

TABLET; ORAL 

IW
1~ru' IUJJ/ 
IPRti\lr 

M CHELSEA UIS 1m 

TABLET; SUBUNGUAL 

~~ n>~, ~· 
a RIKER UIS 0,5Hlil 
a ltlG 

~i'~ ~· 
UBJMAL 

46 CHELSEA UIS .Q.J!!!i 
M lm 

NS'\1635 m:n 
JUN 21, ll988 

N89649 001 
JUN 21, 1981$ 

N8%4.5 001 
JUN 21, 1988 

N896.50 001 
JUN 21, 1900 

N89651 001 
JUN 21, 1988 

N89644 001 
JUN 21, 1900 

N89646 001 
JUN 21, 1988 

/M/t,/.6/,.dJ/ 
N84048 001 

/Mt.,/.6/"U 
N84048 002 

N06488 013 
N06488 018 

NOY 13, 1986 
N06488 019 

NOY l!, 1986 

,,n1:,Jiffi~ 
N88207 001 

MAR 22, 1984 

~-,~::}~ 
N84868 001 
N85809 001 

~::Uiff~::i~ 
N86189 001 
N86188 001 



EIYDNft'CIN 
SOlUTiotO TOPICAL 

llJbll 

ltM NW ~T LIST I' ttlU.ATIYE SUPPUHINT NlHH:R 6 ✓ JAN'U - JUN'U 

HYDfflA1YCIN mA&m 

TABLET; ORAi. 

AI PAOOOCK UN 11N NE.2687 001 
FH 05, 1988 

QYDNffCIN IDO'.l,MCJMAJJ i MflSOXW.E ,ACll;TYL 

GIWU.E • ~l IDffl.l\lPUMTI ft ~I MfflL 
llfflllC:ltMIIN I &!HUi HUii NL; 

M BARR UN I, §!HUi HHf!il'IJII N627S9 001 

> ---> lllJIU 
>---> M ALRA UN 
>---> 
>---> 

!Wt'l!&I 
M ROSS UN 

ER)'JHIQIYCIN LACNIIWJJ! 

!! 

!! 

INJECTA81.E; INJECTION 
illfflNA:I 

ANOTT UN 

EBYJfflfflYCIN SJJ!WJ]! 

TMLEn ORAL 

~I~' 
a IRISTOl. UN 
a 

~I -ldA~;tiV 

IW 

a PARKE DAVIS 
a 

a ANOTT un 

EltonHH/Sffl.l 
El §!HUi HHt,D.,N 

El tonHH/Sffl.l 
Eg i!HUi HHt,D.,N 

Eg - HHfflAUit 

Ea 11.M HHfflAUit 

l .... 
Ii 

EQ 250N6 BASE 
EQ 250N6 BASE 

l"'"'-' 
Ii 

EQ 25Clt!G BASE 
EQ IOOIS BASE 

IH'iUM'dtlU 
Est 12l!iHG BASE 

HAY to, 1988 

N627A 001 
JUN 15, 1988 

NH.!SH 001 

N62586 001 
JAN 04, 1988 

N62186 002 
JAN 04, 1988 

~~JM1~i~~~ 
N61304 001 
N618&7 001 

1~,~~i:1~ 
N6203t 001 
N62032 002 

/t¥fU1/'"' 
N603.!S9 002 

~I 
a I.EDHU: LAIS 
a 

I W 7H1.t."f.ill~I 
a PFIZl:R I.MS 

l~· 
li 

E~ llOH9 BASE 
EQ .!SOotG BASE 

!14'MMl'""1 
El'a .!SOOHG BASE 

l •V<Jd"'4/6dtl 1WJ,~~:41~~u 
N62089 001 
t.16208',1 002 

lt¥1i.4f.l ,~u 
t.161791 002 

ETHIN)'l ESIMQIQlp NOftETHINQRCH! 
TMI.ET3 ORAl.-21 

IRmA :VHK•Jl 
M SEARU PH.ARMS 0 I 03.N J.ltl!iN N71480 001 

APR 12, 198& 
IRmmtmOHJ M mmm, DJMQOL 

M NATSON I.MS 0,035MGil~H ANO l.tpl N71043 001 
APR 01, 1988 

~ 10/11 .. 21 
M ORTHO PHARH 0.03.NIO,M ANO 115 Nl8354 001 

TMI.ET3 ORAL-28 
IRmA :VHJ•M 

SEARLE PHARMS 9,9$Ml.ltl!iN 

JAN 11, 1982 

N71481 001 
APR 12, 198& 

M 

M 
IRmmtmOHI M mmttL DJMUOL 

NATSON I.ABS 0.035MGil0.5MGi ANO l.tpl N71044 001 
APR 01, 1988 

~ lQ/H•M 
M ORTHO PHARH 0.035MGi;O,M ANO 115 Nl8354 002 

FENQPRQFEN CALCIUM 
CAPSULE; ORAi. 

fllU!BOFIH RALmM1 
M fNANTlJN PHARHCS 

M 

M 

M 

mld3lt 
DISTA PRODS 

NLP9N no 
DISTA PRODS 

JAN 11, 1982 

Eg 2QQMG BASE• N72214 001 
AUG 17, 198&: APR 14, 198& 

Eg 3QOMG BASEII N71738 001 
AUG 17, 198&: APR 14, 198& 

E9 3PM BASE 

Eg 2QQMG BASE 

Nl7604 002 

Nl7604 003 



MC_. ~T UST I C\NIUTI\11 SUPPl..ffll:NT tU9H 6 I JAN'M - .u.l'M 

~ti GALCI!.11 

TABLUJ ORAL INJECTA8LII! J INJECTIGN 
E.Nl!W'lll!UIUJ EWffll'IM'AN mJ. 

>..._> M AN MRPTCS IIHWMP N723H 001 >..BL> 62 UD PHARHS &,ntffl.111 NS~@ 001 
>..BL> AUG 17, 1988: .u.l 16, 1988 >...Alm.,.> .u.l 08, l~ 
>..ML> M CHELSEA LAIS H 600IC BASEN N72407 001 
>..ML> AUG U', 1988 : .u.l 13, 1'988 TABLET; ORAL 

M I.EHRLE LAIS El 600IC BASEN N7231:6 001 Pi:RNUIL 
AUG 17, 1'988: APR 20, 1'988 ~i~~~, ~~/ ~nl~~~ji~~i~ >..ML> M HYLAN PffARNS E!!)600NGN$£N N72267 001 

>..ML> AUG 17, 1'988 : .u.l 08, 1'988 /j/ Ii..~/ l~#fJ~l,"M>I 
>...ML>M PffARN BASICS !Iii §OOIC BAHN N72362 00!. 8P SCHERINS 2,!NQ N1203'+ 004 
>..ML> AUG 17, 1'988 : .u.l 16, 1'988 8P .H Nl2034 005 

M PUREPAC PffARN u 600NG IA$lll N722N- 001 8P lot19 Nl20M 006 
NAY 02, 1'988 

M WANN1 PHARNCS H ,oorc IMP N7UM- 001 
AUG 17, 1988 : APR l", 1'988 FIJi!Bm~Atl 1£!DROCUIJl!HE 

-.mt 
M DISTA PRODS ii iOOIC BASE mn-10 001 CAi:isut.E; ORAL 

!LYM'Zl!etl ISL 
M HALSEY DRUG ll1P N71808 001 

fLECAINIB ACEIAll JAN 07, 1988 
M Bt:tiN N71809 001 

TABLET; ORAL JAN 07, 1988 
TANBOCOR 

>---> RIKER LA8S lSotQI Nl8830 003 
>---> .u.l 03, 1'988 muc ACID 

TABLET; ORAL 
fUg:INQLilNIE ACETIJMJB 

IW ~, /UN oli~:~~iffl~ on; TOPICAL 
DERHA-SHOOTHE/FS a BARR LABS 1119 N89177 001 

HILL DERN o.ou. NlM-52 001 JAN 08, 1986 
FR 03, 1988 

Fug:ngqB FURosug:pE 

INJECTMLE; INJECTIClN 
CREAN; TOPICAL 

~'lt:J/ FWINmlOHDI /ID lttl(lltli./ ,,,~~,~,{~,~ M CLAY PARK LABS ~ N71790 001 
JUL 13, 1988 : APR ts, 1988 A! HARNER CHILCOTT lOHG(HL N18'+20 001 

FE8 26, 1982 

FugouRACIL TMLET; ORAL 
MmNPI INJECTMLE; lNJECTIClN M BARR LAIS BP N70100 001 

Fl UOIICIUIWD:I,, JAN 26, 1988 
61! 81:N YEtu: LABS SOH§MJII N89S08 001 M DANIWRY PHAIINA H!P N71594 001 

JAN 26, 1988 FE8 09, 1988 



me IMl8 NCIMICT LDT I C\IM.ATIYI SUPPLIEHINT ~R 6 I JAN'M - JUN'M u 

>..._> MMfflfPJ•Jl menHW!I 

>...a..> 
>...a..> 
>...a..> 
>...a..> 

INJKTMI.IJ DUICnaN 
tMINIVUT 

9IRUX UN '"'··~ 
-.1rm1 RWD• M::tI 

DUICTMLIJ DUICTlCIN 
MLLI\M CITRATE 9A 67 

>..&L> hWU#H.#11 l'h'tmt./ 
> ...a..> I ltllH MSICS lHCIIHI. 

>..._> •G)1NJSP Mfm; NffllPJNE MSIEitU 

>...a..> 
>...a..> 
>...a..> 
> ..... > 

~; ONl'lfAUUC 
PRll-8 

M.UIINN PHMltS N O.JX USE JUIN 

aycqw,en III 

INJECTMLIJ DUICTlCIN ·-> ..... > A! MIOTT UN l,ftM.N 
> ..... > 

tw,ftlWQ. 

TMUn ORAL 
HALDOL SOlYrM 

lll#.t¥Wtl#I 
I MCNEIL PHAM -----• IMR UIS 

• 
• 

'""" !IS .. 
las 

111P 

NJ.tiff 001 
JUN 02, lMG 

AU.1-H"'''' Nl.7700 001 

NHIM 001 
JUN 10, lMG 

N89393 001 
JUN 11, lMG 

/N.ti'H1'dtl 
N17079 001 

N71212 001 
JAN 07, lMG 

N71173 001 
JAN 07, 19M 

N71177 001 
JAN 07, 19M 

tw.aeniR 
TAil.En ORAL 

HAI.Otmlm, 
>...m,_>. IOURNAM 
>..AWL> 
>..AWL>. 
>...m,_> 
>...m,_>. 
>...m,_> 
>...m_>. 
>...m,_> 
>--..>a 
>...m,_> 
>...m_>a 
>---> • CORDI.AN 

• 
MYBPR I.ACJffl 

CONCENTRATE 5 ORAL 

.LJIP 

Jmlll 

~ 

itP 

1.11P 

111P 

1.11P 

111P 

IW -mR.tt.ltl#I /lid 'W ',U,#@ 
M MCNEIL NAM ll 6 HH/ffl. 

NWPYR :mJ11ML 
M ROXANE UIS U ft HM!'l:M 

INJECTMLE; INJECTION 
NI..QHIQIL 

al! LEtl10N El M HM/HUii 

al! El M NH/HUii 

al! 19 M NM/HUii 

HJPARIN SQDI\11 

lNJECTMLE; INJECTION 

N71!51ll. mn 
JUN 03, ll.~ 

N71S72 001 
JUN 03, l~ 

N1l.!'.i73 001 
JUN 03, 1~ 

N7137it 001 
Jl!N 03, 1988 

N7137!i 001 
Jl!N 03, 1988 

N71376 001 
Jl!N 03, 1988 

N71210 001 
HAR 11, 1988 

N71211 001 
HAR 11, 1988 

/IU$j#Jd/Jtl 
N11922 001 

N72041 001 
APR 12, 1988 

N70713 001 
HAY 17, 1988 

N7071~ 001 
HAY 17, 1988 

N70744 001 
HAY 17, 1988 

· NMRN MINI H•W wrD Pl PIIQIIOII R Pl PLAIJ'IP 

IW --~, 
I ANOTT UIS 

,, ..... ',M;tlUUH(I 

10,000 IJIIITS/lootl. 
~,,t~-~ 

N19339 003 
HAR 27, 19U 



IIC _,. PMIUCT LDT, CU'M.ATI\II SUPPLININT NUl'IIHR 6 ✓ JAN'H - JUN'H flj 

BPMWPM 
INJICfMUJ INJICTION 
,re- MIM IW WD1 a •1111 MMRI ,,s 1H 
8MDIIN'MNI 

A! UXl'IR &n I.NID(lPM, Nll609 001 
AN 24h 1982 

IW mtt/1.tW.h'J#I 14'1 '.wtMftJU #~m,1fffl~ 
- _IMPII U.at WD1 P llffllPII II 1H BMm 

11;H1'.wt10ft1U ~,~~~,1~ 
I AN01T UIS S,ON lmTS/lOCIHL Nl9339 001 

HAit 27, 19U 
PVMPP WINI MM wm ft MRW DMIH l,tl 1H 
8MDI M!'AJNII 

A! IAXl'IR 209 WIJSllPM, 

IW 
IW 

PVMPP ,. IPIMMW /JIIM r'l!ll:Mt ' YIID III lllffllffl R .,1fiJ!ilAW; 
/l;Hf'.wt10ft1U 1JtJ.,j$.,l~d~l 
JUtfff '.wtt04M/ "'frl~ii~~~l 

I AN01T UIS !S.000 lmTS/lOCIHL 

a 10,0N lmTS/lOONl 

......... ii.It' •. , .. ' 
Nl9339 OM 

HAR U', 19U 
Nl9339 002 

HAR 27, 19U 
PVMPP BIW11W wm M ltRII §11.MQI 1,tl 1H 
8MDI M!'AJNII 

j! N><TER 

IW /#1..'##Uf.l#I 

lffllMLWNJ HYQIOCHUJUH 

TAILET; ORAL 

IW 
a PUREPAC PHAllN 

g WIJSllPM: 

Jffl'.wtMftJU 

/Ml 
!50HG 

Nl8609 003 
APR 28, 1982 

,~~11iffl~ 

,m~''"~~ NH178 001 
AUG lS, 1983 

lffllMLWNJ ID'.QIOCWJNU I ID'.QmlaHIJBIDIIWK 
CAPSULE i OML 

ttaMla 
M RUD IQl!U. ,um;,um 

M smism 
/;£/ /~JUJld/ 

"' 1'~J,.W4 

N87608 001 
FH 08, 1982 

N87U3 OiU. 
FH 08, 1982 ,~.,~~,,~u 

,,,~n1,,~1~ 
ut~/u.:n:~u 

HYQAALWNJ ID'.DRQCHLOBIPE• ID'.PRHLOBQTHIAZIQ!t RESERPINJ 
TADLEH OML 

RESERPINE, tlVDRAUZINE tlCL AND HVDROCHLOROTHIAZIDE 
ldJSI lttt-J.dl~U.I l~J'J.~Jd.:t"'I l~.1#dlddU 

BP REID ftCNELL 2!iHB;l!iHB;0.lHG N88376 001 
OCT 28, 1983 

I Z!iHBU!iHB;O.lHG N87UO 001 

/#ii #~JfjN;Jd:~, ,,m~11,ui~ 
ID'.l)gHLQROTHIAZIDE 

SOLUTIOtO OML 

>..!PQ...> M 
>..!PQ...> 
>..!PL.~ M 
>..!PQ...> 

a:t(t;1;._s..•~~;.t: ._•...,._\c•.th;';. ~'(t 

HY K LABS 

ROXANE UBS 

TADLIEH ORAL 

~~~· 
a IBANW< PHARMS 
a 

SOH9(,5MLM 

50HG(!iHL 

~-2!iHB 
SOHG 

HYPRQCHLOROTHIAZIDE; LABETALOL UYPRQCHLOBIDE 
TADU:T; ORAL 

NORHOZIDE 
l~l-tflt4dl #~Jf,,~/ 

a SC:HEUNQ 2!iH8;400HG 

N89661 001 
JIM 20, 1988 

N88587 001 
JUL 02, 1984 

~:=ffii~,:,~ 
N86369 001 
N83554 001 

,j~m1i"~~ 
N19046 004 

APR 06, 1987 



RM IM.II NOIUCT LIST ✓ C\IU.ATlW SUPPUNl!NT NUHHR 6 / JAN'U • JUN'U u 

UIIQCN.9'PDHU• ! LWW4 tl'tll9AIW• 
T.UT; ORAL 

'l'WD mt • GI.AMO ll:MJ!Qn 

• ll:MJ.ltitll 

• 1niua 

I UHG;i\OONG 

,w'W...,,, /UilJJIMlW 
/W /#Jr!1'JUt.M/ 
IW /Uiafut!JN 

IW ll1i!AJ~ 

~AUPEi 11EMLPQPA 

TABLET; ORAL 

Ml'IJD'VOM " m~ • NO\IOPIWlH 16JU11P 

• ll:MJU11P 

• in;~ 

• &mi~ 

IW l~f.,#INAW /Mflll.tW 
a PUltEPAC F~ SONQ;SOOtS 

• ZENITH I.MS la;ugp 

• i.n;ugp 

• J.n;~ 

• ami~ 

N19l'M 001 
APR 10, 1987 

Nl9l'M 002 
APR 10, 1987 

Nl9l'M 003 
APR 10, 1987 

Nl9l'M 004 
APR llh 1987 

N71819 001 
APR 08, 1988 

N71UO 001 
APR 08, 1988 

N71821 001 
APR 08, 1988 

N71822 001 
APR 08, 1988 

,~~1fl~ 
N70689 001 

APR~, 1986 
N714S8 001 

MAR 08, 1988 
N71U9 001 

MAR 08, 1988 
N71460 001 

MAR 08, 1988 
N71461 001 

MAR 08, 1988 

UXQBQCHI.QBODIIAUQE i ewJWRlOL HYQBOCHLWQE 

• • 
• 
• 

HAHR CHILCOTT 

,UitSJ§mP 

ut&;~ 

~;§mP 

UXQBQCULQROJHJAZIQE i RESERPINE 

TABLEn ORAL 
RESHPlNE AND HYDROCHLOROTIIIAZIDE 

~I~~ /~!(JUI ~,=J~:il~~ 
a URR LABS Z!SHG;0.12.sHG 
a SOtS;0.lUHG 

UXQBQCULifflOJHJAUQEi DJNDlNHE 

CAPSULE; ORAL 

• JB'Wff PM ft ~1 
VITARINE ,UitS;stP 

TABLEn ORAL 
IW<ZIDE-Z!SHS 

HYLAN PHARHS 2SHG;37.stal 

N72042 001 
HAR 14, 19138 

N72M3 001 
HAR 14, 1988 

N71771 001 
JAN 26, 1988 

N71772 001 
JAN 26, 1988 

~~m,~~,i~ 
N8t+S80 001 
N84579 001 

N71737 001 
FEB 12, 1988 

N19129 003 
HAY 13, 1988 

N72011 001 
JUN 17, 1988 

>....6RL>. 
>..AllL> • 

• 
• 

DANBURY PHARMA 

PAR PHARH 

GUANllltl PHARHCS 

&m;.z.21i11 N71969 001 
APR 17, 1988: JAN 15, 1988 

.im:!!i;.zB!lill N72337 001 
HAY 11, 1988 

.im:S;.zlt!ill N71980 001 
APR 17, 1988: FEB 01, 1988 



RX_. PROl:IUCT LDT ✓ QIU.ATIYI SUPPLHNf NUNIElt 6 / JAN'M - ..D<l'M 

IMUPPIIPll 
CRUM; TOPICAL __.,, = 

4I NA9KAPNAIN 

4I 

4I Nttc UIS 

UYIMIRI 
4I SV'OSSIT UIS 

1'11,.U#I 

LOnON; TOPICAL 
IMIHC 

4I IETA NIii 

lt 
RD119P1111&N 

NA9KA PNAIN 

OINMNr; TOPICAL 

.UM 

.L,Sll 

u 

.UM 

IW 

.UM 

.UM 

>.J&L> 
>.J&L> 
>-Ml..> all 

,ft ~IW) 
IIJ~ Nl4WI 

C&N PNAIN 
IIYlll9RM'RiPi 

NASKAPNAIN 

1lif" u 
~ 

TMI.ET; ORAL 
HYDIIOCOltnSONE 

/#I N#IIIU#/ #~/ 
a DAM UIS 2otc 

HYRR91J1Pll ACJJAD 
CltEAttJ TOPICAL 

tfflllCIP11&N fiUIAD 
> ..MIL> 4I TIWIES PHlRHA ~ 
>..ML> 

,oomqcqrnllM H!IJAD i PMi:P<PI ~
AERosou TOPICAL 

WNJ 
4I REED I CARNRICK J,t;J,t 

N89706 001 
ttAR 10, 1988 

N89682 001 
ttAR Uh 1988 

N877'1 001 
HAY 03, 1983 

N8"M27 001 
APR~, 1988 

~~11,iUl~ 
N89'\,S 001 

JAN Uh 1988 

N8970.i.i 001 
APR 25, 1988 

•I1#~~ 
N80481 002 

N897M 001 
ttAR lCh 1988 

ltld'Jj.4~"df.l 
N83999 001 

N8'472 001 
..D<I 13, 1988 

N86457 001 

~Pll Ag;WJ i PBH:P<;Ut; '®Mli!i~ 

AI N89440 ()!))l 

HAY 17, ll.'>68 

ltYDROCORJJSM' M!QtM:IN Mf'ffl i PQLYHYXffl I Mfffl 
SUSPENSION/DROPS; OPHTIIALHIC 

ttll1)WN M N\nmmt I MPAJIJI M ~ 
At STHIS UIS ll;ESJ 3 • .H ,WM,i 

HYPBPXYUME ID'Pffl>Cl:ILPRIPJ! 
INJ£CTABLEI INJECTION 

IW 
IW 

a ALTANA 

a 

SYRUP; ORAL 
~ HCL 

6a NASKA PHARNA 

TABLET; ORAL 
~ HCL 

M HALSEY DRUG 

M 

M 

INRQFEN 
TABLET; ORAL 

;QUPftOfllf 
M HALSEY DltUG 

10.000 WlTS/fflJll N628"M 001 

/MHi,I 
25HG/ttl. 

SONG/NL 

lOfS/!jNUII 

JJ!U!,iM 

iitP 

S!:§11 

aJtlill 

HAY 11, 1988 

/~1,.1-J/ddl,l 
u,~t~~jtt,~~ll 
1,Ai~;::1f§d~/ 

N87273 001 
APR 20, 1982 

N87273 002 
APR 20, 1982 

N88785 001 
F.:.:l 03, 1988 

N89366 001 
HAY 02, 1988 

N89117 001 
HAY 02, 1988 

N89396 001 
HAY 02, 1988 

N72137 001 
FEB OS, 1988 



!QC _,. NOOUCT UST ✓ tuffl.lUTIYI SUPPLE111Nf NUISl!R 6 / JAN'M - JUN'M 

DI.NQflN JSQNXW,R 

TABUTJ ORAL TMLEH ORAL __,_ IM!9D • JNYANH ~ N7t064 001 >..Jml..>M I.ANNETT ~ l'ffl'9'776 l)(Jl 

JAN l•h 1988 >..Jml..> .JUN B, 1'!88 • ~ N7t065 001 
JAN 14, 1988 

• .... N71938 001 lSOSO!mlH Dll:IITRATE 
JAN 14, 1988 

• NEDI~ !i!!P N71644 001 TMLEH ORAL 
FEB 01, 1988 ~I UKl:'IMII • PUREPAC PHARN .... N71964 001 • BARR LABS ~ N87564 001 
FEB 01, 1988 SEP Uh 1986 • CORD LABS itliN N86221 001 

DIPIWlltl NYMOCHL.ORIB • 19tifiN 
JAN 07, 1988 

N86223 001 
JAN 07, 1988 

TMLIET; ORAL • ntP N89367 001 

~~, APR 07, 1988 1;, ia ~~11~::~~ • DANIMMY PHARMA itliN N86034 001 
JAN 06, 1988 

lr¥'JlfH~fJI • lltP N86032 001 a BANWC PtWUtS 50HG N838t7 003 JAN 07, 1988 
a lOHS N838U 001 • PARPHARH ~ N87946 001 a 2.!iHG N83827 002 JAN 12, 1988 

TADLEH SUBLINGUAL 
INl>ffJNCIN DiWH UKl:'IMII • CORD LABS LBP N86225 001 

CAPSULE; ORAL FEB 19, 1988 
~ • itliN N86222 001 • NDYOPHARN WP N713'+2 001 FEB 19, 1988 

APR 18, 1988 M OANIMMY PHARMA LBP N86033 001 • HtP N71343 001 FEB 26, 1988 
APR 18, 1988 M n N8603l 001 

SEP 29, 1987 

IQHUSPL 

INJECTMLE; INJECTION 
KETAHil:I; HXRBm:ULQBJ!lE 

,~, INJECTABLE; INJECTION 
lu:MI '"'~~1!1~~~M KUALAR 

Ae PARKE DAVIS H 116 IA§Ed:IL Nl6812 001 
Ae STI!RLINe DRU8 a..s Nl8956 001 Ae H il6 IAHd:IL Nl6812 002 

DEC 26, 1985 Ae E!i H!l!S l&.§Ea.!b N16812 003 
KUN1Dfl ISi. 

Ae CiUAD PHARMS E!i 116 BASEa:tl.lf N71949 001 
APR 11, 1988 

At? E!i 116 BASEa:tl.N N71950 001 
APR 11, 1988 

Ae E!i ISHl!:lii BASEa:tl.N N71951 001 
APR 11, 1988 



1111K NUI PMIUCT UST, Cllu..ATI\11 SUPPLIH!NT MUNIER 6 ✓ JAN'M - JUN'M 

aemw 
S\'IWPJOML 

wm,w 
I UU IUPNAR 

IW hfd##JU.W 
lOIN/lM. 

li#JNJ.lt!IJ 

LNiPPWf WGI.W 

IUCTMLll!!J IUCnON 
... ,___,, ., "" 

a! 11N YINUI UIS II lCW N¥1Ylwa 

>---> • mn. PtW'II g " Nl5ft'tl.M 
>---> 
>_._> a! 6 MN NHIYJAIJI& 
>---> 
>_._> j! UDERU UIS Ii N NHM, 

a! 6 itn N¥MM18 

e w PHARNS g icn NY!YW, 

LEygpqpA 

CAPSUI.U ORAL 
INNIOPA It II#/~/ 

a ICN PHARNS 
a 
a 

l'Ul#l 
~BIi~ 
1""8 
uots 
S""8 

Uyqtgg"1N; mm&em1 ROOW>Ql,OUM 

INJECTMLIJ INJECnON 

/"1 
e 
e 

Nl1906 001 
ht1:HNI/JA'J.I 

N897l7 001 
HAR 2!h UM 

N89:',,;c:i~ 001 
JUN Ol, 1918 

N89W 001 
JUN 01, 1918 

N08107 001 
N08107 ~ 

HAY 23, 1918 
N8'636 001 

NC~, 1987 

,~1.iif11 
'"~" Nl.6948 003 

Nl.6948 001 
Ml.6948 002 

/tWt(,1.1 /.d.d'J./ 
l'M697 001 

N8'517 001 
AN 14, UM 

UQ9CNNC HYPffllC!tl9UQE 
ltuECTML! J ltuECTION 

I.DWi'Ptltl& 
A! MIOTT U.IS 

>..Jn.L.>IW lf.#NIN 
> ..Jll.L. >ltl/ 
>...Amt,> a UttlON 
>...ADJL> a 

UNCClffltIN ID'.QROCHLPBJQE 
INJICTAILI!; INJECnON 

mgqm 

~ 

~I 
11. 
2l 

A! UPJOffN H 300tfi NHtm. 
~ HQL 

Ai! QUAD PHARHS H 300HQ NHIUIJI& 

USitQ>RIL 

TMLEn ORAL 

M 
fflPl¥CL 

NS&D RES LAIS 

M 

M 

Zffl'UL 
M IMPERIAL CHEM 

M 

M 

I.QPERAHIQE HYPRQCHLQBJng 
SOLUTION; ORAL 

IHODIUtl ,~m~ 
a JANSSEN PHARMA 

-1" 

!a ... 
lifP 

lltP 

IJ.Nl"4tl 
lf1G.19tl. 

Na'J13i2 001 
HAY 2.5, 1981'! 

~~~H~~:~~ 
N83627 001 
N83627 002 

N50317 001 

N62784 001 
HAR 14, 1918 

Nl95S8 001 
DEC 29, 1987 

Nl95S8 002 
DEC 29, 1987 

Nl95S8 003 
DEC 29, 1987 

N19777 001 
HAY 19, 1918 

Nl9777 002 
HAY 19, 1918 

Nl9777 003 
HAY 19, 1988 

,~~,i11Ji~i~ 
Nl9037 001 

JUL 31, 1984 



1K .. PMIUCT UST I QIU.ATM SUPPlDllffl' IUIN!R 6 I JAN1M • JUN'M 

19Wffll! tVlffJNI ~-
T.UTi ORAL TAil.En ORAL 

'"'""' MmBI • CGRIUIS .I.JllliN N7l1'3 001 M ROEU8 um Nl07tl (Wl 
APR 1.1, 1'81 JAN 20, 1962 

• 1P N111~ 001 mll:rm«ltm. 
APR 1.1, l '81 M PAR PHOM utP N8967~ 001 

• .UP N7119S 001 HAR 31, 1988 
APR 1.1, l '81 

• NI\NR Ol!LCOTT 1P N71038 001 
JAN 12, 1'81 t11.LonNAHATI! ~maw • .UP N71039 001 
JAN 12, HM CAPSULE i ORAL 

MICLCl!IDW-U !laml4 • PAR PKMH l;IIOHGBASbl N720'17 001 
1.11$6PDI 111.Qilttm HAR 10, HM 

• HJ.!2DIS8ASEN N72078 001 
CAPSULE; ORAL HAR 10, 1988 

>..JIL> LWII.DII aJcmMD • IPNARH IASICS II IOM9 Bl.SEN N71007 001 
>..JIL>. NllSON LMS 11 B IHSbl N7t204 001 HAR 2S, 1968 
>..ML> JUN 1.1, HM • II :l,0OHG 8ASh N71008 001 
>JDL>. II IM BASER N7UOS 001 HAR 2S, 1988 
>---> JUN 1.1, l '81 >..m..>a YITARINE H IDIS IBAS!N N71710 001 
>..JIL>. 11 DIC HSbG N7H06 001 >-Alm..> JUN lS, 1988 
>..JIL> JUN 15, 1'81 >-Alm..>. H :l,0OHG 8ASh N71684 001 
>..JIL>. B.mtaHP N1t06t 001 >-Alm..> JUN 1.1, 1988 
>..JIL> JUN 1.1, HM 

MRtMI 
>..JIL>. LHEltl.E UIS 11 B BAS! N11S25 001 tlflNAHIC AW 
>..JIL>. 11:1.n•~ Nl7521 002 
>..JIL>. 11 Hile BAS! Nl1S25 003 CAPSULE; ORAL 
>..JIL>. 11.letell~ Nl.7521004 tlll!IIWll.'C Mm • YlTARlNE 1UtP N72179 001 

APR 21, 1988 
MANOTILINI HYDIIOCHLRUPI P9UIJ'IL • PARKE 0AYIS PR .&l!ltli Nl5034 003 

TAIILEn ORAL 
ltl!IIIICffD.:INI -• AH THERPTCS ~ N72lH 001 tl!l~&cUIR t!Xlr!lmSillLDBIB 

JAN 14, 1'81 

• 91:P N72l30 001 INJECTABLE; INJECTION 
JAN 14, 1988 

IW ~,t/ • ].RP N72l3l 001 /tu l~d.4i~ldd'1 
JAN l°'~ 1'88 Al! NO\IOCOL PHlRN s N80925 001 

>..BL>. NlTSON UIS .utP N72162 001 
>..BL> JUN 01, 1'88 
>..BL>M .... N7tl63 001 tlPROIWIAJl 
>---> JUN 01, 1'88 
>..BL>. ].RP N72l61t 001 TABLET; ORAL 
>..BL> JUN 01, 1988 ,w"~• ,~ /t1Ud1U"# 

a MALLARD 400HG Nl5072 002 



IX_. NOIUCT UST ✓ a.KILATIYI SUPPLMNf NUl'IIH 6 ~ JAN'M • JUN'M 16 

~ tlTAN.OJIRltli. Mfm 

TMLEn OIW. TMLEn MIU. 

IW~ Nm\NfflUM MMD IIMill/ ,~Jf:'-i~~ >...ADL.> M AH TNHPTCS UtliN N720Yt O@ll 
>...ADL.> JUN 23, 19~ 

IW ,~ "'1~i~~ >..Alm..,> M ~ N72055 001 
>...ADL.> JUN H, 1988 

I NMN IASICS 200H8 N8782S 001 >...ADL.> M PAR PHMN UtliN N72024 001 
HAit 18, 1982 >...ADL.> JUN 28, 1988 a 4oom N87826 001 >...ADL.> M ~ N72025 001 
HAit 18, 1982 >-6DJL> JUN 28, 19~ 

M PKARN IASICS lm:P N7l013 001 
JAN 25, 1988 

tuJ1WI& \ NDRETHINPBM M ~ N7l014 001 

TAIi.En ORAL-tl JAN 25, 1988 

lllllNIII ll.RM-ll 
M SEARLE AIARHS .l.a,9BJJRP N7lS39 001 tlE.THOCARiWl>l 

APR U, lMS 
TMLIEn ORAL 

TAIi.En ORAL-ta ,w,_.. Ramm! ;alNl-18 /MW '~'"" M SEARLE PH.MNS LJB;JRP N7l540 001 I BARR LADS iWltti N84488 001 
APR U, lMS 

lti§TRANDli NDHTIIYNDDML 
lCimUUXATE mlDIYJ 

INJECTMLIE; INJECTICN 
TAIi.in ORAL-20 IEDllIBCXAn 

,w Wu, LIEDERLE LADS IEQ lat BASE/VIAi.iii N117l9 009 ld:fttNfltli!V tttJ.,fHldV..I APR 07, ltJ&a I SEARLE 0. 075"9 ;.!5116 Nl0976 OM 

'11Bil, IIM /~{~ 
I SEARLE 0. US; 2 • .!5116 

/ttJ.d~.1(:>!dMI 
Nl0976 006 

lCiltQXSALEN 

c?~kWL 
lCIAPROTERENOl i!&EAU /di/ lttdJJ~I IJ~I /~.d~.d~1'dt/ 

8-HOP 
SOLUTICN; INHALATICN ELDER PHARHS lOHQ N09048 001 

!tllIDNl'DIHDL IULMII 
>_._> AN NY K LADS ~ N7tl90 001 
>---> JUN 07, lMS t:CIHYLDQPA 

TABLET; ORAL TMLEn ORAL 
AWPM 11ffl1XLIPPA M IBOEHR Ital 1!lt.§ Nl.5874 002 M CORD LADS ll&I N71700 001 a 1Dtti NlS874 001 ttAR 02, 1988 



RIDmRA 

M 1RU1 NODUCT LDT ✓ C\IU.ATIVII SUPPLEHENT tu'VKR 6 1 JAN'II - JIM'H 

RIJQCUlllNIE IQRJH 

TIMITJ CIML 
NJ'DfflllM a MLSIY IRUI 

• 
• 

.mlliN 

AtlliPI ... 
RIDD'LfflWMU HYUQCII.ORJPI 

TABLET, CGNTROLLED 111£LEASE; ORAL 
PWfflN!HPPAD HPI, >..ML> 

>..ML>a 
>..ML> 

HDPIWIM ~ 

m:trm« 
>..ML> a CIBA PHARH 
>..ML> 

RIDD'LNMSQlU 

TABLET; ORAL 
ltlD.9Jr a UP.JOHN • ~ a PAR PHARH 

• 
• 

1.6 

.W& 
nm 
WP 

.WP 

ntP 

RIJOCI.QPRAHIPI ID'.PIOCtfYNPI 

TABLET; ORAL ... 
> ..ML> M QUANTIM PffARHCS 
>-61HL> 

~1 HPI, 
M SIDHAK. U8S 

UIY!t 
>..ML> M ROBINS 
>-61HL> 

EIMMSP 

Et lOffii MSP 

EIMMSE 

N7l7Sl 001 
HAR 2th 1988 

N717H 001 
HAR ti, 1988 

N71U3 001 
HAR ti, 1988 

N8'6Dl 001 
JIM 01, 1988 

tU8029 001 
HAR 30, 1982 

Nllll3 005 
NU113 006 

N89207 001 
APR ti, 1988 

N8920I 001 
APR 21, 1988 

N89209 001 
APR 25, 1988 

N723M 001 
JIM 02, 1988 

N71250 001 
FEB 03, 1988 

Nl7854t 002 
HAY OS, 1917 

>.ARL> 
>.ARL> ae 
>.ARL> 

>_m_> ae 

INJECTABLE; INJECTION 
N'l'RNB am, 

UD PHARHS 

tmYUN mm1 
ULLY 

~ 

~ 

tf:ZLQCILLIN §0011.11 mP«PBm 
INJECTMLE; INJECTION 

HEZUN 
HILES PffARN 

HITQ:IYCIN 
INJECTMLE; INJECTION 

HUTAMYCIN 
IRISYOL HYERS 

QPHINE MEAD 

INJECTMLIE; INJECTION 
RmPIP: MfATI 

EQ 200N IUS!/YIAUII 

EQ ZOON IUS!/YIAUII 

~AUii 

6e ABBOTT LADS O.,!UVHIJI 

ae ~ 

TMLET, CONTROLLED RELEASE; ORAL 
HS CONTIN 

PURDUE FRDRK 60116111 

NAFTIFINE ID'.QROCHUNQE 

CREAM; TOPICAL 
NAFTIN 

HERBERT LADS 1"211 

"6'":! ILWl 
JUN 01, l~S 

006632 @03 

NS0.549 005 
HAR 02, 1988 

N62372 004 
HAR 02, 1988 

N62336 003 
HAR 10, 1988 

N718't9 001 
HAY 11, 1988 

N71850 001 
HAY 11, 1988 

Nl9516 002 
APR 08, 1988 

Nl9599 001 
FEB 29, 1988 



' § 

I 
I 
I 

H H ff 
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• • • 
~~~~~~ 



1t1C 1M11 NCIIUCT LtST ; C\NIUTM SUHLENINT Nllt'!Nlt 6 I .JAN'M - JUN'M ti? 

QWI\P81 msmeM 
CANUI.IJ OIW. CAPSlllli ORAL 

"""" 
..,., 

• AN TIIIIIUln:s 1tlP N1UU 001 M ~PHAMCS 1mP N706!SO 001 
MM 03, HM MAR 01, 1988 

• JJIP N71916 001 M U!:!!iN N70640 001 
tMR 03, 1988 MAR 01, 1988 

• BlP N71917 001 M .. N70641 001 
MM 03, 1988 MAR 01, 1988 

• CNILSIA LAIS 1tlP N71661 001 
MM ot, 1988 

• J..ltP N71662 001 OXVIUTYNIU '11~!2UDE 
MM 02, 1988 

• .. N71663 001 TMLIET; ORAL 
MM 02, 1988 ml9JWI 

• CORD LAIS 1tlP N71813 001 M twUCIN LABS - Nl7577 001 
ANH, 1988 ~ 

M J..ltP N71756 001 M PHARN !BASICS .2P N707" 001 
ANH, 1988 MAR 10, 1988 

• BlP N7181'\ 001 
APR H, 1988 

/#I /rtJUNNNWI 11.11¥1 ,~~,:':~iUi~ QXVJlJMCYCLINE HVQROCHLOIUQE 

/#/ /Ur¥/ nfl_'J.)f!+l.ld~l CAPSULE; ORAL 

/#I /UNI '1l~nti~I~~ IW~ ,~ /tV,~~/t/d.dt/ 
l~f#j.:lJ..~'JI I PURIEPAC PHARH IEQ 2.50MG BASE "60634 001 

8H'IUNPHANIS lCINli'I N71713 001 
OCT to, 1987 

a UM N7171'\ 001 PAtR,!800111 BllOMIQE 
OCT 20, 1987 

a 3CINli'I N71715 001 INJl:CTMLE; INJ£CnCJN 
OCT to, 1987 MlfCU!llOHNI 

M PUHPAC PHARH JJtP N72Ul 001 62 ELKINS SINN 1lS{lll,.II N72058 001 
APR 14, 1988 MAR 23, 1988 

M J..ltP N72U2 001 62 .mi4ll.N N72059 001 
APR 14, 1988 MAR 23, 1988 

M .. N7U53 001 62 .mi4ll.N N72060 001 
APR 14~ 1988 MAR 23, 1988 - MNCIIIROHD.M WII 

M NYETH in Nl5539 002 62 ASTU PHARH PRODS 1!:Sa!!.11 N72210 001 
M ln Nl5539 GO'\ MAR 31, 1988 ,-,., ~1~ 

NU539 006 62 ~ N72211 001 

ai~~::~~ MAR 31, 1988 

~=~ 62 .mi4ll.N N72212 001 
l~I htJ.#j~/~'1/,/ MAR 31, 1988 

62 .mi4fJ.II N72213 001 
MAR 31, 1988 

>..Alm...> 62 QUAD PHARNS .u&LILN N72209 001 
>..Alm...> JUN 03, 1988 
>..Alm...> 62 .mi4ll.N N72208 001 
>..ARL> JUN 03, 1988 



PKUllqmll IRQI 

INJECTAaLE; INJKTI:ON 
PAWYN 

RX DIW8 PRODUCT UST/ tutU.ATIYI SUPPLEMENT tuel!R 6 / JAN'N - ~•N 

MNQJtlIWU:« Wmtm 
TA8U!n ORAL 

30 

At ORQ\NON ltll!lL 
naL At 

mmiJllJN I PPIASSWJ 

PONDH FOR ltl!CONSTITUTION; ORAL ,~~-,. IW 1~:1H'dtlffll.t1'l 
I PUREPAC PHARN 400,000 UNITS/!itll 

TABLET; OR,lL 
,~,n• 

~I ~fffil& 
a PUREPAC PHARN 250,000 UNITS 
a 400,000 UNITS 

PENICILLIN Y PQTASSiyt 
PONDER FOR ltl!CONSTITUTION; ORAL 

'"' W»!'J~MAM,~ a PUREPAC PliAllt EQ 250NG BASE/!itll 

PEftMNAZJNE 
SYRUP; ORAL 

TRILAFON 
l~t~f.t't,/ 

a SCHERING 
/~/~/ 

2N6/!itll 

Nl701!5 002 
Nl7015 001 

/tV,i..1~/ddl.l 
N61740 002 

~~~~,:~~ 
N6l!SN 002 
N6l!SN 003 

/tV,-J..1$6/d'I.I 
N61758 002 

~~~,11~~:~1 
N6157l 002 
N6l!S71 003 

l~f#%"dl.l 
Nll294 002 

a BARR LABS 
a 
a 
a 
a 
a 
a 

PW:NJlWNE RESIN COMPLEX 

l 
~ 
~ 
l 

35HG 
35HG 
35HG 
35HG 
35HG 
35HG 
35HG 

CAPSULE, CONTROLLED RELEASE; ORAL 
:;otWmf-U 

M PENN-IALT Eg 3QMi USE 
fflffi[ptpl BQIH H 

M WAN1Ut PHARMCS Eg 3QMi BASE;• 

PIPERACETAZINE 
TABLET; ORAL 

QUIDE 
/JAAa/Jftl~/ 

DON PHARHS 
li..6NJI 

lOHG 
nf,rl;)I 

2.!SHG 

~~~1j~::i~ 
~m~f~::~~ 
~m~jM:~~~ 
/~M,'J$/.ddU 

N83644 001 
N83684 001 
N83686 001 
N83687 001 
N84831 001 
N84834 001 
N84835 001 

Nll613 002 

N89120 001 
FEB 04, 1988 

/~J.Uf.~ldd"J.I 
Nl3615 001 

/~J.UJ.~/dd# 
N13615 002 

PQLYETHYLEN£ GLYCOL 335Qi PQTASSiyt CHLQRIQEi SOQIW 
BICARBONATE; SQQilM CHLORIDE; SOQIUH SULFATE. ANHYDROUS 

POWDER FOR RECONSTITUTION; ORAL 
COLOHLXTI 

M DYNAPHARH 227,1GHIPSEJ;2,d2GH/PACKET; 
6,36GHlpACKET;s.s3GH1PACKET; 
21,SGH(f>ACKE]ll N71320 001 

APR 20, 1988 



>..II.I,_> 
>..II.I,_> 
>..II.I,_> 
>..II.I,_> 
>...YL> 
>...YL> 
>...YL> 
>...YL> 

RX N\18 PRODUCT LIST ✓ CutU.AttYI SWPLEHIENT N.1'1NR , ✓ JAN'88 • JlN'88 

POLYJJHYl.DI M,YCOl UIP5 P9!mN1 ran,qq:H i alll.t 
IICAIIIQtlB I AN1 ctt.QUH i DIW Mflll a ~ 

POHHR FOR RECOISTITUTlotO ORAL 
anl 

Al REED I CARNRICK UZ,lWt?AQSU;t.H§ttlPACl(EU 
i,$6GHIPlQSEJ;J,13WPlQSEJ; 
U,&IYPAEPI Nl8'83 004 

OCT 26, ltM 

POLYJMLEl'I M,XCQl HHi POJASSIUH Cm,oRIHi SQDIUH 
IICABl5MUi §0011,11 CHLORIDE; SOOIW MEW 

SOI.UTI<JtO ORAL 
OCL 

l"/1,#,Jffltl#I 

ABIIOTT UBS 

PQTASSIW CHLORIDE 
INJECTABLE; INJECTION 

PPIAIIPI! Cffl.ORDI 

~f~~~Mf~Jd"4tJUdl¥/JdM(t/ 

ll~i~~-ffi ,~}lf:111~ 
6GH/lOOHL;7.51C✓lOOHL;l68t>SJ'lOOHL; 
lit6HG/lOOHL; 
l.29GH/100HL Nl92M 001 

APR 30, 1~ 

Ae STtRIS LABS M9,ll'rua N89163 001 
HAR 10, 1988 

PREDNISQLONE 
TABLET; ORAL 

PREONISOLONE 
/ti.I l~lt/.d~I !~I 

a BARR UBS 5t9S 
/~(,/"U 
N!Wt26 002 

PBPHISU 

TABLET; ORAL 
a~ 

M SUPERPHARN 

M 

M ,~ ,~ ,~ 
PBQCAINAMIQE HYDROCHLORIDE 

INJECTABLE; INJECTION 
P!NCARWIQI HCL 

Ae HARNER CHILCOTT 

Ae 

6 

lltS 

lltS ,~, 
IJ~I 
#~/ 

lQQHG/Hl,11 

500HG/HI.II 

PBQCHLQRPEBAZJNE EQI~XJ.m 
INJECTABLE; INJt:C"fION 

IPROCHLOl!PWl.J'i!L QDYLATI 
Ae ELKINS SI .. ~ EQ 5NG 8AS£/HLII 

Ae 

ll! 

Af 

IWAD PHA~, 

STERLING DRUG 

PRQHETHAZINE HYDROCHLORIDE 
INJECTABLE; INJECTION 

fflCME"l'HAZPfE HCL 

EQ M BASE/Ml.II 

E9 M tASE/Ml,11 

Eg M BASE/HI.II 

Af HARSAH PHARHS 2SHG/Hl.N 

Af 50HG/HI.II 

N8886.5 00 l! 
OCT 25, l984-

N88866 00]. 
OCT .:5, 1984 

N88867 001 
OCT 25, 1984 

,J~:r:~i~~~~ 
,J~H1ii:!~~ 
,J~mA~~~~ 

N89528 001 
HAY 03, 1988 

N89529 001 
HAY 03, 1988 

N89523 001 
HAY 03, 1988 

N89637 001 
FEB 01, 1988 

N89638 001 
FEB 01, 1988 

N89703 001 
APR 07, 1988 

N89463 001 
HAY 02, 1988 

N89477 001 
HAY 02, 1988 



RX .. PRODUCT LDT I CUHUI.ATIVI SUPPLEl'ENT NUtllH 6 I JAN'88 - JUN'M 

NP!!DNPI WDRQtHl9UB pPRANQLot HYQRQCUIJJUDI 
TABLln OUL TABLET; ORAL 

PRONITMAZlNIE NCL !iQll'IWl)lrQL !:SL I~ /dl#ltl#I ~ii?' ~-~11~~ >.,AllR_> !I SUPERPKARH lltP N715l.S Oil]. 
>.,AllR_> JUN 08, 1988 

7#1 1'#dl lt¥~1l~~tl >.,AllR_> !I 1!ltP N71516 00]. 
I 1AM UIS 12.5"9 N84SH 001 >.,AllR_> JUN 08, 1988 a HH9 N84S54 001 >.,AllR_> !I ~ N71517 001 a 50l1G N845S7 001 >.,AllR_> JUN 08, 1988 

>..AU..> M §9.1:P N71518 001 
>..!,WL> JUN 08, 1988 

~ HVDROCltl,QBIRI >..AU..> M HARNER CHILCOTT llm!'i N70438 001 

CAPSUlU OUL 
>.,AllR_> SEP 15, 1986 

IW~ ltdt.W /,¥·JJ.d!t1',-J./ eROTAMit:1 ~uuE a 8»ltAX PKARHS 65"9 N831M 001 
IW ~,~, ltdt.W /,¥-JIN,1'.di/ INJECTABLE; INJECTION 

I 1AM UIS 65"9 N83186 001 ~IYLfATI ~I ~~ ~n:~~~~~::l~ PROPRANDl.ot HVDROCHLORIRI I ~l~~.:1t'1dl+I a UPJOHN SOHGIVIAL N07413 001 
TABLET; OU.l a 2SOHG/VIAL N07413 002 

llllOllltAl!N& - AUG 02, 1984 
>..AIUL> M LEDERLE LABS 1!niN N7U17 001 
>,.ARL> JUN 23, 1988 
>..AIUL> M i.- N72118 001 §1Uit\lSJRQL 
>..BL> JUN 23, 1988 
>...ML> M !tlP N7Ul9 001 TABLET; OUL 
>...ML> JUN 23, 1988 ESTROVIS 
>..BL> M utP N7U20 001 h•~ttd~'Jt~/ ld.:-J.~/ l~t~.1~~/d.dU >...ML> JUN 23, 1988 a PARKE DAVIS 0,lt16 Nl6768 002 >..JJJ...>/W /f,#tf.tfd/..-Jtdl IUJ!Jdl ,~,~J1~1'it~ 1'.:i~, l~t~.1~~/.dfJ/ >..JJJ...> a 0,2M6 Nl6768 003 

M SIDHAK LABS 1!niN N71972 001 
APR 06, 1988 

M lltP N71973 001 B!!.!ml[Ia ~§BeEtlilf!!a 
APR 06, 1988 

M !tlP N71974 001 TABLET; ORAL 
APR 06, 1988 RAWAL 

M i9tSN N7197S 001 ~j~'JIJ.tlttlW ~1,~, ~~~:l~,~~~~~ APR 06, 1988 
M i.mP N71976 001 BP VALE CHEH S0MG N09108 002 

APR 06, 1988 BP l00MG N09108 004 
M ~ N71977 001 

APR 06, 1988 



MMPN 
TMLln ORAi. 

RISIRPINI 
I#/ /dl,#/(.1#/ 

I BARR LAIS 

RK NUI PM111UCT UST ✓ C\IU.ATIVI SUPPl.NNr NUNNR 6 ✓ JAN'M - ..u4'M 

SUl.fft~ 
TABLETi, OltAL 

1,.:Ut¥1 
O.Ui'Ha 

JtWU:J.1'dU 
N80721 002 

IW 
lil BARR LABS 

ldff!W 
SOOMQ 

!~.1-J,M/.#hl/ 
I >Jtlt~.: I H~ > I 

N87189 001 
JUL 2.!S, 1983 

WNNDL DlW 

CAPSULIJ ORAL 

IW IIMMI hWtiU!dd1/ 
MfAtlfffiQXAZOLE i IBJtlDfOPIUH 

SUSPENSION; ORAL 
I BARR LAIS lOONG 

QM QllCBXPC 

INJECTABLE; INJECTION 
l9UM111111,ADDI t,tl :pt PWJ'D QONJmp 

A! KENDALL HCQAN 900H§/100HU& 

IPRll1 CHLAIPK t,YI :pt PWJ'D QONJmp 
>..ML> A! 
>..ML> 

A8801T LAIS '59t5(1QOHU& 

>.JU.I_> 
>..ML> 

A! 

A! 

A! 

KENDALL HCQAN '59t5(100HU& 

IPRll1 CHLAIPI R RI nAUD CONIA1NII 
KENDALL HCGAH 3§WlOOHU& 

TRAVINDL LAIS 3§W1Pn, 

l9UM1 CHLAIPI R RI nAUD CONIA1NII 
A! KENDALL HCQAN HtVlQOHU& 

A! TRAVINDL LAIS 

SOQXW MCXNAJ'E 

INJECTABLE; INJECTION 
SOCIUN SUCCINATI 

HtVlPN, 

ltftJ#l~'Jftll /jdf.l 
a ELKINS SINN 30Y. 

NM225 001 

Nl963S 002 
KAR 09, 1988 

NH759 001 
JU-4 08, 1988 

Nl963S 001 
KAR 09, 1988 

N\9635 003 
KAR 09, 1988 

Nl9022 001 
NOY 01, 1983 

Nl9635 004 
HAR 09, 1988 

Nl902t 002 
NOY 01, 1983 

1~,~'Jf>1'df.l 
N80516 001 

DRIDJYIUl.fA 
M NASKA PHARMA 

.a 

• 
Mf'ISQXAZOLE 

TABLETi, ORAL 

,w~• 
lil BARR LABS 

WLINQAC 

TABLET; ORAL 
CI.RfOBJL 

HS&D • • 
• 
• 
• 
• 

IYLIHPM 
AM THERPTCS 

DANBURY PHARMA 

ZOOHG,lftl!t~ N72289 001 
HAY 23, 1'88 

200HG/!SHLl!tOHG/fflUl N72398 001 
HAY 23, 1?88 

200HG/ft;!tOHG/SMIJII N72399 001 

/jj'1's/ 
IOOMG 

nn 
ll!ltli 

B2tP 

~ 

B2tP 

~ 

HAY 23, 1988 

l~/tdjf./ddU 
Ne403l 001 

Nl79ll 001 
Nl79ll 002 

N72171 001 
HAY 23, 1988 

N72172 001 
HAY 23, 1988 

N71891 001 
APR 03, 1990: HAR 03, 1988 

N71795 001 
APR 03, 1990: HAR 03, 1988 



WNIM! 

RX Hl.l8 IPRCIIUCT UST , CUIU.AUVE SUPPLEHENr tul!N!R 6 ✓ JAN'tl - Jffl'M 

INQBIPWtl ~-

CAPSULEi ORAL .,.,.,,., 
ii COIIILAIS 

• 
DRmNQll 

SWPOSITORY; VAGIN.\L 
THAZOl. 3 

JBP 

Dtl1N 

ORTHO PtW11 8otB11 

DJRACYCIJNIE HJUOCHLOUH 

CAPSULE; ORAL 
JfflM(OLJHI HpL 

>-61JL> !I YITAIUNE 

TJIEOPHYLLINE 

ELIXIR; ORAL 
JHIPl'lfrLLJNI 

M NASKA PHARHA 

INJl:~TA8LE; INJECTION 

.&Um 

RS(l!N.11 

N7l4U' 001 
JAN 12, 1'88 

N71428 001 
JAN 12, 1'88 

Nl"41 001 
HAY 24, 1'88 

NU1'71 001 

N89223 001 
HAY 27, 1'88 

JHIPl'lfrLLJNI M IIJffllOII R P9 ll!IM'DI Rffgp 
Al? TRAVENOL LABS 329!:§(lOOffl, Nl8649 006 

NOY 13, 1985 
J'Hl'OPl:D:LLJNI P9 HlffllOH R P9 PI.AIID Rffgp 

Al? ABBOTT LABS 320H§/100HUI Nl92ll 006 

TABLET, CONTROLLED REl.EASE; ORAL 
THEOLAIR-SR 

BC RIKER LABS 250!19 

11'.~I 

JAN 20, 1'88 

N86363 002 
JUL 16, 1987 

,J6m~1ifl~~ 

>.JU..t..> 
>...D.LL> 
>.AWL> 
>.AWL> 

• 
• 
• ROXANE LAIS 

JlOCCNAZQLE 
OINTMl!Nrl VMlI~L 

YAGISTAT 
l~t~/ 

a ROERIG 

IPWWH 

TABLET; ORAL 
DWNPI 

8 PHARH BASICS 

IPYWIWH 

TABLET; ORAL 

IW ,,~~/ 
a 8ANHAX PHARHS 

IRAZOOONE !£!'.DB~H~2BID~ 
TABLET; ORAL 

HS'lltlL 
!I HEAD JOHNSON 

TRAmR2!:!I ISL 
!I PUREPAC PHARH 

!I 

TRAZOH-150 
!I SIDHAK LABS 

.mtP 

1mlP 

in 

,,.:it/ 
6.!M 

ll!?tP 

JiWN 
500HG 

ll.21:!i 

l!2l:P 

lQ!ltP 

ll2!:P 

34 

N89764 001 
FIEB 09, 1~ 

N897U 001 
IFEI 09, 1~ 

N88664 001 
MAR Ui, 1~ 

ld,~1,r:,~~~ 
Nl9355 001 

DEC 30, 1986 

N71355 001 
JAN 11, 1988 

ltWir+UddU 
N86141 001 

Nl8207 003 
HAR 25, 1985 

N71636 001 
APR 18, 1988 

N71514 001 
APR 18, 1988 

N71525 001 
HAR 09, 1988 



me DRU8 PRODUCT lIST I t\lU.ATIW SUPPLEHINT tUll!R 6 I JAN'N - JUN'88 

DHtlilta.CH.! Dil:I\J'1t9PRIN 
TMLU; ORAL TMLEn ORAL 

TRIANCINOLCH.! ~ I~ Nl#lf.1#/ ~=~ l~ff~i~i~ >..Mm.,.> M BARR LMS .l!1lni N70494 001 
>..Mm.,.> JAN 22, 1986 I~ ~=~ l~il~~~~~ IW IIJ.JilN l~.1~1+~,1~.dU ,,~~:i~~m~ I~ ~=~ ~ltfJ~~~~J~ >.JU.I..> ''' 11.,tJN,/ 
>.JU.L.> I JkWJ:tlHf>I I BARR lMS ffl9 N&4286 001 a !OOHG N7049S 001 a ffl9 N&4318 001 HAR 14, 1986 a 4HG N&4267 001 

a 4HG N&4319 001 
a 811G N&4268 001 DI£il.ilt'4AHill; !:IXRBQ!:i!:ILORIRi a 811G N&43!0 001 

TABLEn ORAL 

WAZOLAM IW ~SHPL IWJAI IM'1t+/tl "ti I BARR LMS SOHG N80744 001 
TABLET; ORAL 

HALCION 
>.JU.I..> ,,,,$/ Id.:~/ ,~B1¾Ui~ URSOOIQL 
>.JU.I..> 
>..Alm..> I UPJOHN 0.5118 Nl7892 002 CAPSULE; ORAL 
>..Alm..> NOV 15, 1982 DEURSIL 

I CIBA PHARH lSOHG Nl9S94 001 
DEC 51, 1987 

WRIH&m;m1,, !c!:ILORil!li a 300HG Nl9S94 002 
DEC 31, 1987 

INJECTABLE; INJECTION ,,,~ IU!JN,/ 
'"'~'-iiffiUl~ 

PATHILON 
>.JU.I..> lf.t6tttU/f.lMI Ii~ /J¥j/ijfdjU '''""' ld~~lf::AB}~ >.ARR..> I LEDERLE lMS lONGM. N097H 001 

Wf:LuaPEBAa:ltl; HYDROCltLORIRi ~~OHYCIH !:IXRBQ!:i!:11.!imRi 

TABLET; ORAL INJECTABLE; INJECTION 
~ - LXfflPCPI 

>..Alm..> M BOLAR PHARH El it& IHBJS N85975 001 >..Mm.,.> A! LYPHONED 1/;I Mm BASEaJAI. N62663 002 
>..Alm..> JUN 23, 1988 >..Mm.,.> JUL 31, 1987 
>..Alm..> M 1/;I 6 BASEN N85976 001 >..Mm.,.> A! El &I! BASE~J;AL,11 N62663 003 
>..Alm..> JUN 23, 1988 >..Mm.,.> JUN 03, 1988 
>..Alm..> M USSBAS81 N85973 001 
>..Alm..> JUN 23, 1988 
>..Alm..> M ii im!i BASh N88710 001 
>..Alm..> JUN 23, 1988 



INJ!CTMI.EJ INJ!CTION ....... 
A! LILLY 

A! 

A! 

A! 

A! ...... 
A! LEDERLE LABS 

>..YL> A! 
>..YL> 

A! 

YHAl!WI. HVPBQCHLQIUQE 

TABLET; ORAL .,u 
M SEARLE PHARNS 

a 

mmN 
M KNOLL PHARl1 

VIMNMn tm!a 
M CORD LAIS 

M 

M LEDERLE LAIS 

M 

M ~L PHARN 

M 

RK HU8 PlfflDUCT UST ✓ C\KIUTIYI SUPPLENENT NlHHR 6 / JAH'N - JUN'N 

Yltt:BISWI MfW 

;!;ii, 

lt IS! IUSl!(Y,HL 

II IS! US!aJAL 

II Im HSE(Y16L 

II Im USEaJAL 

U la.I USEO!W. 

H :Lill USEaJAOI 

El &H 8ASE,lYl!I, 

El :La.I BASEaJAOI 

EQ 2GN USEIVIAIJII 

It~~, 
!,gtp 

160HG 

!:Rm 

UtJ!i!III 

llotP 

UtJ!i!III 

llotP 

HtP 

llotP 

N60180 002 
!Wt 21, 1986 

N62476 002 
!Wt 21, 1986 

"62716 002 
!Wt 13, 1987 

N628lt 002 
NOY 11, 1987 

N628lt 003 
NOY 17, 1987 

N6268t 002 
HAR 30, 1988 

N62682 004 
HAY 11, 1988 

N62682 oos 
HAY 11, 1988 

"62682 003 
HA'f 11, 1988 

u~}~1J~i~ 
Nl8817 003 

FEB 23, 1988 
Nl8817 004 

FEB 23, 1988 

Nl8593 003 
NOY 23, 1987 

N7litt3 001 
HAY tit, 1988 

N71424 001 
HAY ZS, 1988 

N71880 001 
APR OS, 1988 

N71881 001 
APR OS, 1988 

N71488 001 
JAN 13, 1988 

N71489 001 
JAN 13, 1988 

Al! 

A! 

A! 

Af? 

A! 

~ 

WAD PHARNS 

llfi/YI&I.N 

VS/YIAOI 

$ISIVIALN 

U§tYJAL 

ft/YJAL 

MM&I. 

YmCUIJM WI.ND Pfl 
A! BULL LAIS ~ 

HAJ!B FOR INJl;CTIQfh SUIU.U 

lI'WIIH NIA 

N7l.559 OIH 
APR U, 1988 

N71S60 0(11 
APR 11, 1988 

N71S61 001 
APR 11, 1988 

N7lt22 001 
HAR 07, 1988 

N71223 001 
HAR 07, 198a 

N71937 001 
HAR 07, 1988 

N7l'+M 001 
APR 19, 1988 

nmu: MI• • iAfJ!m'l'pN m PLAIJiL'O CQHTMHD 
Af? BAXTER l~®il N18632 002 

APR 19, 1988 
Af KENI\ALL NCG»I ~ Nl9633 001 

mm 
POM>ER; ORAL 

IW ~/J'..'d;t/ 
a LYNE LAIS 

lt#dl#t/ 
25GH/80T 

FEB 29, 1988 

,~~~i~}~ 
Nl88S6 001 

HAR 26, 1987 
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.,._!QJL> 
>....&ruL> 
>..!Im..> 

SUPPOSITORY; RECTAL 
rYlENOl 

l't!CNE IL CONSlff R 

!~~f.tf./~~I 

120MG 
650MG 
/~~~~! 
/p;,,d,s,¢/ 

Nl7756 OOZ 
Nl7756 001 

~~H:~~~::1~ 
Q.~ROOPHENIRAMINE MALEATE; PSEUDQEPHEQRINE SULFATE 

TABLET, CONTROLLED RELEASE; ORAL 
RESPORAL 

PIONEER PHARMS 6"G;lZOHGII N89139 001 
JUN 16, 1988 

> -1.lllL > HYQRQCQBTISQNE 

>_!IDL> 
>..!Im..> 
>...!!llL> 

OINfflENH TOPICAL 
HC I HYOROCORTISONE J 

C&H PHARMA 

IBUPROFEN 
TABLET, ORAL 

IBUFtOFEN 
DANBURY PHARMA 

INTERPHARH 

INVAHED 

HEDICOPHARHA 

HYLAN PHARMS 

ZENITH LABS 

NUPRIN 
BRISTOL HYERS 

/1)1~/ 

i UP.JOHN 

a 

0.5% N8043l 001 

200MGIII N71905 001 
HAR 08, 1988 

200MGN N72199 001 
HAY 23, 1988 

20CHG11 N71807 001 
FEB 25, 1988 

ZOOMGIII N71639 001 
FEB 02, 1988 

ZOOHGII N71870 001 
MAY 05, 1988 

200MGN N7Z040 001 
APR 29, 1988 

200l1Gn N72035 001 
FEB 16, 1988 

200MGII N7Z036 001 
FEB 16, 1988 

/Md~/ ,~~?1~1%~~1~ 
/#_dli¢/ l~J~f.i /dd° I 

/~j!Jf,;?J~~~I 
200MG Nl'?OlZ 001 

MAY 18, 1984 
ZOOMS N1901Z 003 

JUL 29, 1987 

INSULIN SEMISYNTlfETIC PURIFIED v;yt; IN§Ut.Ui svse IS:QfHN::I, 
gMI§,YNTHETIC PURIFIED HUMAN 

INJECTABLE; INJECTION 
MIXTARD H\Ji.l\N 70/30 

NORDISK USA 30 UNITS/'HL; 
70 UNITS/MUii 

INSULIN ZINC SUSP EXTENDED BIQSYlflHETIC H!,JIMAN 

INJECTABLE, INJECTION 
KIJHULIN U 
ltttti/ 1~,1~tf~~i1 

i LILLY 4-0 UNITS/'HL 

LQEERAHIQE HYQRQCHLQRIQE 

SOLUTION; ORAL 
IMOOIIJ'i A-0 

HCNEIL CONSUHER 

NQNOXYNQL-9 

SPONGE; VAGINAL 
TODAY 
Nttl 

WHITEHALL L,\85 

lHG/SHl.JII 

It~/ 
lGH 

Nl9.585 001 
HAR U • 1988 

I JJ1~:!%i:}~ 
Nl9.57! 001 

JUN :ui • 191:17 

Nl9487 ')01 
MAR 01, 1988 

ftriUfJ $ /d' U 
I At~/ dt: /t.41,$/ 

Nl8f>S3 001 
APR 01, 1963 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

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 "DESIGNATED ORPHAN DRUG". SECTION 527 OF THE ACT 
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR 
IS THE rIRST 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 INOICATION(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 
YEAR PERIOD fOR THE DRUG ANO INOICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL 
HAS BEEN REVOKED AS DESCRIBED ABOVE OR THE SUPc;EQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR 
WHO HAS RECEIVED EXCLUSIVE APPROVAL. 

BIOLOGICAL PRODUCT$, ANTIBIOTICS, ANO DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR 
UNDER SECTION 351 CF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING ANO 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 00 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'S NAME. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUhVALENCE EVALUATIONS, 8TH EDITION FOR A FUI L 
LISTING OF ORPHAN DRUG PRODU'CWWITH EXCLUSTVr"APPROVAl DATA. N[V NEW DATA WILL BE ADDEO TO THE CUMULATIVE 
SUPPLEMENT. 



ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METttOTREXATE SODIUM 
EQ lGM BASE/VIAL 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

TRADE NAME 
DOSAGE FORM; ROUTE 

METHOTREXATE SODIUM 
INJECTABLE; INJECTION 

DRUG PRODUCTS 

APPLICANT 

LEOERLE LABS 

APPL. PROD. 
APPROVAL DATE 

11719 009 
APR 07, 1988 

40 

EXCLUSIVITY 
EXP. DATE 

ODE 
APR 07, 1995 



NO JUNE 1988 APPROVALS 

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

41 
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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 17B-06, 5600 FISHERSLANt,ROCKVILLE, MD 
20857. COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION 
OF BIOEQUIVALENCE. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIOtlS, 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) 
DOXYCYCLINE HYCLATE (CAPSULE ANO TABLET) 
FENOPROFEN (CAPSULE AND TABLET) 
INDOMETHACIN (CAPSULE) 
MESTRANOL; NORETHYNODREL (TABLET) 
METAPROTERENOL SULFATE (TABLET) 
NORETHINDRONE; ETHINYL ESTRADIOL (TABLET) 

DATE 

JAN 01, 1988 
MAY 31, 1988 
JAN 25, 1988 
APR ll. 1988 
AUG 27, 1987 
JAN 27, 1988 
MAY 13, 1988 
MAR 18, 1988 
MAR 18. 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: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE FOR SUB
~ISSION 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 
'lOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 

~EFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF ANDA 
iUITABILITY PETITIONS DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

PETITIONS APPROVED 

>RUG NAME STRENGTH 
lOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

ASPIRIN; 325MG 87 P-0376/CP ANABOLIC 
iYDROCOOONE BITARTRATE 5MG 
TABLET; ORAL 

~PIRIN; 650MG 87 P-0376/ ANABOLIC 
rlYDROCOOONE BITARTRATE 5MG CP0002 
TABLET; ORAL 

CHLORZOXAZONE 500MG 82 N-0032/ MIKART 
CAPSULE; ORAL CP0006 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

STATUS 

APPROVED 
FEB 12, 1988 

APPROVED 
FEB 12, 1988 

APPROVED 
JAN 13, 1988 



DRUG NME STRENGTH 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

:ISPLATIN 1MG/Ml 87 P-0421 /CP BULL LABS 
INJECTABLE; INJECTION (lOMl/VIAl) 

(50ML/VIAL) 
(lOOMl/VIAl) 

:ISPLATIN 1MG/Ml 88 P-0010/CP LYPHOMED 
INJECTABLE; INJECTION (20Ml/VIAl) 

~LUOROURACIL SONG/Ml 88 P-0052/CP BEN VENUE LABS INJECTABLE; INJECTION (5Ml/VIAL) 

-IOMATROPINE METHYLBROMIDE; 1.5MG 88 P-0061/CP KLEINFELD, KAPLAN 
nDROCODONE BITARTRATE SMG AND BECKER iOFT GELATIN 
;APSULE; ORAL 

IYDROCHLOROTHIAZIOE; 25MG/5Ml 87 P-0399/CP BURDITT, BOWLES, 
>ROPRANOlOl HYDROCHLORIDE 40MG/5Ml RADZIUS ANO RUBERRY ;QLUTION; ORAL 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

44 

STATUS 

APPROVED 
FEB 29, 1988 

APPROVED 
APR 01, 1988 

APPROVED 
MAR 21, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 16, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

»RUG NME 
,OSAGE FORM; ROUTE 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

tYDROCHLOROTHIAZIDE; 25MG/5ML 87 P-0399/CP BURDITT, BOWLES, 
•ROPRANOLOL HYDROCHLORIDE 80MG/5ML RADZIUS AND RUBERRY 
;OLUTION; ORAL 

IYDROCHLOROTHIAZIDE; 25MG 87 P-0335/CP PAR PHARM 
"RIMTERENE SOMG 
.ABLET; ORAL 

IEPERIDINE HYDROCHLORIDE lOMG/Ml 88 P-0008/CP LYPHOMED 
NJECTABLE; INJECTION (SOML/CONTAINER) 

IETOCU>PRMIDE lOMG/ML 88 P-0164/CP ROXANE LABS 
IYDROCHLORIDE INTENSOL 
:ONCENTRATE; ORAL 

HFEDIPINE lOMG 88 P-0072/CP MARTEC PHARMS 
:APSULE; ORAL 

IIFEDIPINE 20MG 88 P-0072/ MARTEC PHARMS 
:APSULE; ORAL CP0002 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

45 

STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
FEB 26, 1988 

APPROVED 
APR 01, 1988 

APPROVED 
JUN 28, 1988 

APPROVED 
MAY 11, 1988 

APPROVED 
MAY 11, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

lRU6 NME STRENGTH 
.!OSAGE AWi; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

1HENYTOIN SODIUM 100MG/VIAl 81 P-0367/CP lYPHOMED 
NJECTABLE; INJECTION 

'HENYTOIN SODIUM 250MG/VIAl 81 P-0367/CP lYPHOMED 
NJECTABLE; INJECTION 

~HEOPHYLLINE 450MG 88 P-0119/CP RIKER LABS 
;APSULE, CONTROLLED 
?ELEASE; ORAL 

fHIOTEPA (WITH DILUENT) 15MG/VIAL 87 P-0382/CP LYPHOMED 
rNJECTABLE; INJECTION 

IERAPAMIL HYDROCHLORIDE 120MG 87 P-0233/CP SEARLE 
~APSULE, CONTROLLED 240MG 
lElEASE; ORAL 

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 



DRUG NAME 
DOSAGE FORM; ROUTE 

BENZOYL METRONIDAZOLE 
SUSPENSION; ORAL 

BROMPHENIRAMINE 
MALEATE; 
HYDROCODONE BITARTRATE; 
PHENYLPROPANOLAMINE 
HYDROCHLORIDE 
SYRUP; ORAL 

BROMDIPHENHYDRMINE 
HYDROCHLORIDE; 
~IYDROCOOONE BITARTRATE 
SOLUTION; ORAL 

BROMDIPHENHYDRMINE 
HYDROCHLORIDE; 
HYDROCODONE BITARTRATE 
SYRUP; ORAL 

CYCLOPHOSPHMIDE 
INJECTABLE; INJECTION 

CYCLOPHOSPHAMIDE 

STRENGTH 
(CONTAINER SIZE) 

200MG/5ML 

2MG/5ML 

2.5MG/5ML 
12.5MG/5ML 

12.5MG/5ML 

2.5MG/5ML 

12.SMG/SML 

2.5MG/5ML 

lOOMG/ML 
(lML/VIAL) 
(2Ml/VIAL) 

SOONG/Ml 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER PETITIONER 

85 P-0258/CP APKON LABS 

85 P-0237/CP MIKART 

85 P-0255/CP MIKART 

85 P-0255/CP MIKART 

87 P-0283/CP LYPHOMED 

.R7 P.n?.R1 /r_p I VDUnt.111:n 

REASON FOR 
PETITION 

NEW ESTER 
NEW INGREDIENT 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

IIC'IJ nn<: A~C' 
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STATUS 

DENIED 
MAR 19, 1986 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
JAN 21, 1988 

ftC'IITC'ft 



DRUG MME 
OOSME fOM; ROUTE 

DIPHENHYDRMINE 
HYDROCHLORIDE 
CAPSULE, SUSTAINED 
RELEASE; ORAL 

HVDROCOOONE BITAATRATE; 
PHENVLEPHRINE 
HYDROCHLORIDE; 
PROMETHAZINE HYDROCHLORIDE 
SYRUP; ORAL 

HVDROCOOONE BITAATRATE; 
PROMETHAZINE HYDROCHLORIDE 
SYRUP; ORAL 

METOCLOPRMIDE 
HYDROCHLORIDE 

.~ INJECTABLE; INJECTION 

STRENGTH 
(CONTAINER SIZE) 

75MG 

1.66MG/5Ml 
5MG/5Ml 

6.25MG/5Ml 

2.5MG/5Ml 
6.25MG/5ML 

1MG/ML 
(SOML/VIAl) 

MDA SUITABILITY PETITIONS 

PETITIONS DENIED 

OOCKET NUMBER PETITIONER 

87 P-0355/CP PARKE DAVIS 

85 P-0389/CP UAD LABS 

85 P-0256/CP MIKAAT 

87 P-0090/CP INTL MEDTN SYS 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW STRENGTH 

48 

STATUS 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
FEB 08, 1988 



DRUG NME 
DOSAGE FORM; ROUTE 

METOCLOPRAMIDE 
HYDROCHLORIDE 
INJECTABLE; INJECTION 

METOCLOPRAMIDE 
HYDROCHLORID.E 
INJECTABLE; INJECTION 

STRENGTH 
(CONTAUiER SIZE) 

1MG/ML 
{75ML/VIAL) 

lMG/Ml 
(1 OOML/YIAL) 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

OOCKET NUMBER PETITIONER 

87 P-0090/CP INTL MEDTN SYS 

87 P-0090/CP INTL MEDTN SYS 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

49 

STATUS 

DENIED 
FEB 08, 1988 

DENIED 
FEB 08, 1988 
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EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER BACK TO 
THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC E IVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF EXCLUSIVITY 
TERMS (ABBREVIlT'Ii)NS, NEW DOSING SCHEDULE, NEW NDI I NS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE 
CUMULATIVE SUPPLEMENT. 

REFERENCES 

NEW DOSING SCHEDULE 

ffJt si,11~i NSJ"I t, ~- fff ni~~JMJ 
D-12 BEDTIME DOSING OF SOONG FOR TREATMENT OF ACTIVE DUODENAL ULCER 
D-13 INCREASED MAXIMUM DAILY DOSAGE RECOMMENDATION 
D-14 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER 

NEW INDICATION 

1-72 PHOTOPHERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANIFESTATIONS OF CUTANEOUS T-CELL LYMPHOMA IN PERSONS 
NOT RESPONSIVE TO OTHER TREATMENT 

I-73 FOLLICULAR STIMULATION IN VITRO FERTILIZATION 
1-74 MANAGEMENT OF CONGESTIVE HEART FAILURE 
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EXCLUSIVITY TERNS 

REFERENCES 

MTDT USE CODE 

U-26 METHOD Of TREATING ANIMALS SUFFERING FROM AN APPETITE DISORDER 
U-27 METHOD Of BLOCKING THE UPTAKE OF MONOMINES 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 



PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 
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APPL/PROD U4GREDIENT NAME; TRADE NAHE PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

19489 001 ALBUTEROL SULFATE; VENTOLIN ROTACAPS 3705233 DEC 05, 1989 
3644353 FEB 22, 1989 NDF HAY 04, 1991 

>Mil> 18116 002 AHCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34 
>8> 18498 001 AHCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34 
>Mllll> 18644 001 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 HAR 26, 2002 
>Ill.I> x,u, NJ _,.rz• ~MkNJPE.t wrns1mme ,es732i *R 21/ 2982 
>Mllll> 18644 002 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 HAR 26, 2002 
>II.I> JNH N2 .,_.lfll ~~NJltlt WfllK9!dJltllt HS7323 *R 28/ 2982 
>Mllll> 18644 003 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 HAR 26, 2002 
>llil> J~ NJ .,.,,. Mr.e"rtl'ltft WJKKBYJRIN 1817323 ttl!R 28/ 2112 

17920 002 CIMETIDINE; TAGAMET 4024271 HAY 17, 1994 D-14 HAR 31, 1991 
3950333 APR 13, 1993 D-12 APR 30, 1989 

17920 003 CIHETIDINE; TAGAMET 4024271 HAY 17, 1994 D-14 MAR 31, 1991 
3950333 APR 13, 1993 0-12 APR 30, 1989 

17920 004 CIMETIDINE; TAGAMET 4024271 HAY 17, 1994 D-14 HAR 31, 1991 
3950333 APR 13, 1993 D-12 APR 30, 1989 

17920 005 CIMETIOINE; TAGAHET 4024271 HAY 17, 1994 D-14 HAR 31, 1991 
3950333 APR 13, 1993 D-12 APR 30, 1989 

17924 001 CU£TIDINE HYDROCHLORIDE; TAGAHET 4024271 HAY 17, 1994 0-14 HAR 31, 1991 
3950333 APR 13, 1993 D-12 APR 30, 1989 

>Mllll> 18998 001 ENALAPRIL HALEATE; VASOTEC I-74 JUN 24, 1991 
>Mllll> 18998 002 ENALAPRIL HALEATEt VASOTEC I-74 JUN 24, 1991 
>6112> 18998 003 ENALAPRIL HALEATE; \/ASOTEC I-74 JUN 24, 1991 

19309 001 ENALAPRILAT; VASOTEC 4374829 FEB 22, 2000 NDF FEB 09, 1991 
18981 002 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
18981 003 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
18981 004 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 

>Mllll> 18830 003 FLECAINIDE ACETATE; TAHBOCOR 4005209 JAN 25, 1996 NS JUN 03, 1991 
>Mllll> 3900481 AUG 19, 1992 NCE OCT 31, 1990 

19452 001 F'l'JOCINOLONE ACETONIDE; DERMA-SMOOTHE/fS NDF FEB 03, 1991 
18936 001 FLUOXETINE HYDROCHLORIDE; PROZAC 4683235 JUL 28, 2004 U-30 

4647591 MAR 03, 2004 U-28 
4647591 HAR 03, 2004 U-29 
4626549 DEC 02, 2003 U-26 
4626549 DEC 02, 2003 U-27 
4194009 APR 19, 1994 

19484 001 fLURBIPROFEN SODIUM; OCUFEN 3793457 FEB 19, 1993 
>MD> 19596 001 GAHPENTETATE OINEGLUMINE; HAGNEVIST 4647447 HAR 03, 2004 NCE JUN 02, 1993 

18"1 001 HYOOOCHLOROTHIAZIDE; TIHOUOE 10-25 3655663 APR 11, 1989 D-2 FEB 03, 1991 
>Mllll> 19129 003 HVDROCHLOROTHIAZIDE; MAXZIDE-25 4444769 APR 24, 2001 NS HAY 13, 1991 

18956 003 IOHDOL; Ot!NIPAQUE 300 4021481 HAY 03. 1994 I-55 FEB 01. 1988 



>61Hl> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE 
NUMBER EXPIRES CODE 

19085 001 IPRATROPIUM BROMIDE; ATROVENT 3681500 AUG 01, 1991 
19777 001 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 
19777 002 LISINDPRIL; ZESTRIL 4374829 FEB 22, 2000 
19777 003 lISINDPRIL; ZESTRIL 4374829 FEB 22, 2000 
19487 001 LOPERAHIDE HYDROCHLORIDE; IMODIUM 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 U-7 
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 1998 
19508 001 NIZATIDINE; AXID 4382090 MAY 03, 2000 U-33 

4375547 MAR 01, 2000 
19508 002 NIZATIDINE; AXID 4382090 MAY 03, 2000 U-33 

4375547 MAR 01, 2000 
19009 001 PIRBUTEROL ACETATE; EXIREL 4175128 NOV 20, 1996 

3786160 JAN 15, 1993 
3700681 OCT 24, 1989 

17881 001 TECHNETIUM TC-99H ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99H A3872226 MAR 18, 1992 
3863004 JAN 28, 1992 U-31 

19057 001 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

19057 002 TERAZOSIN HYDROCHLORIDE; HVTRIN 4251532 FEB 17, 1998 U-5 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

19057 003 TERAi!OSIN HYl:mOCHLORIDE; HVTRIN 4251532 FEB 17, 1998 U-5 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

19057 004 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 
4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

19641 001 TERCONAZOLE; TERAZOL 3 4358449 NOV 09, 1999 

18207 003 TRAZOOONE HYDROCHLORIDE; DESYREL 4258027 MAR 24, 1998 
4215104 JUL 29, 1997 

19415 002 UROFOLLITROPIN; METRODIN 
18817 003 VERAPMIIL HYDROCHLORIDE; CALAN 

18817 004 VERAPMIIL HYDROCHLORIDE; CALAN 

....... '" ,. ..,. 11. ,nOQ_ .,"• a.:::., • .:::,..,..,.~ 
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EXCLUS EXCLUS 
CODE EXPIRES 

NCE DEC 29, 1991 
NCE DEC 29, 1992 
NCE DEC 29, 1992 
NCE DEC 29, 1992 

ODE APR 07, 1995 
I-72 MAR 23, 1991 
NDF MAY 29, 1990 

NCE MAR 01, 1993 

NCE APR 12, 1993 

NCE APR 12, 1993 

NCE DEC 30, 1991 

NCE AUG 07, 1992 

NCE AUG 07, 1992 

NCE AUG 07, 1992 

NCE AUG 07, 1992 

NCE DEC 31, 1992 
NDF MAY 24, 1991 

I-73 MAR 01, 1991 
I-50 DEC 16, 1989 
I-51 DEC 16, 1989 
I-50 DEC 16, 1989 
I-51 DEC 16, 1989 



SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
8TH EDITION (1988) 

MAJLTO: 

Superintendent. of Documents 
Government. Printing Office 
Washington, DC 20402-9325 
(202) 783-3238 

PURCHASER: 

DATE: 

SHIPTO: 
(If different than J>urchaser) 

CONTACT: TELEPHONE (Include Area Code): 

METHOD OF PAYMENT: 

D 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) 

ENTER TOTAL 

DATE: 

QUANTITY UNIT PRICE TOTALPF 

@ $79.00 

@ $98.75 
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