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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

8th EDITION 

CUMULATIVE SUPPLEMENT 8 

AUGUST 1988 

1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the Approved Dhug Products with Therapeutic Equivalence Evaluations, 
8th Edition (t e List). The List is composed of four parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter (OTC) drug products that require approved applications 
as a condition of marketing, drug products in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products 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withdrawn for other than safety or efficacy reasons.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 
1984 11 for the Prescription, OTC, and Drug Products in the Division of 
Blood and Blood Products Approved Under Section 505 of the Act lists. 

The Patent and Exclusivity lists are arranged in alphabetical order by 
active ingredient name. For those products with multiple active ingre
dients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name will be displayed to the right of the 
active ingredient name for each product, along with the application number 
and product number (FDA's internal file number). All patents with their 
expiration dates are displayed for each application number. Use patents 
are indicated with the symbol 11 U11 followed by a number representing a 
specific use. Exclusivity information for a specific drug is indicated by 
an abbreviation followed by the date upon which the exclusivity expires. 
Refer to the Exclusivity Terms section in the Patent and Exclusivity 
Information Addendum for an explanation of all codes and abbreviations. 
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Because all parts of the publication are subject to changes, additions, 
or deletions, the List must be used in conjunction with the most current 
Ct;rnulative Supplement. Users may wish to piace 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 iti each Cumulative Supplement for 
completeness to assist in locating the proper place in the List for 
the revision. [Strength(s) which al ready 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 Orug Product 
List, List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >..ML> to the 1 eft of the 1 ine on !'lhich new 
information. exists. The >..ML> symbol is then dropped in subsequent 
Cumulative Supplements for that item. A newly approved product is also 
identified by a lozenge ( • ) to the right of its strength which remains 
throughout all Cumulative Supplements for this edition. 

Deletions new to the Prescription Drug Product list, OTC Drug Product 
List, List of Drug Products in the Division of Blood and Blood Products 
Approved Under Section 505 of the Act and the Patent and Exclusivity Data 
are indicated by the symbol >..Ill.,> (DELETE) to the left of the line 
containing overstruck print. The >.JI.L> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print will remain in 
the Prescription Drug Product List and OTC Drug Prcduct 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" symbol to designate 
their non-marketed status. All products having a II a " symbol in the 12th 
Cumulative Supplement of the 8th Edition List will then be added to the 
"Discontinued Drug Product List" appearing in the 9th Edition. 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL 

Drug products in this category (1) initially received apprcval only on the 
ba.sis of safety before effectiveness studies were required, or (2) were 
conditionally approved under the temporary exemption that allowed these 
products to be marketed while eff~ctiveness studies were being conducted. 
Listed below are those drugs which are now required to revise their 
labeling and provide additional information necessar, for full approval on 
the basis of requirements listed in the Federal Register. As approval is 
granted by the Agency for a specific product, based on additional 
information submitted by the applicant, the product will be included in 
the appropriate Drug Product List. 

Products 

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

1.3 APPLICANT {NAME) CHANGES 

Federal Register Reference 

SEP 7, 1984 (49 FR 35428) 
SEP 7, 1984 (49 FR 35428) 
JUL 5, 1985 (50 FR 27688} 
MAR 22, 1984 ( 49 FR l 0708} 

Because it is not practical to identify in the Cumulative Supplement each 
and every product involved when an applicant transfers its entire line of 
approved drug products to another applicant, or when an applicant changes 
its name, the cumulation of these transfers and name changes will be 
identified in this section only. Where only partial approved product 
1 ines are transferred between applicants, each approved product involved 
will appear as an applicant name change in the Cumulative Supplement. 

FORMER APPLICANT (NAME) 

NOVOCOL CHEMICAL MANUFACTURING 
COMPANY INC 

APPLICANT {NAME) CHANGES 

NEW APPLICANT (NAME) 

NOVOCOL PHARMACEUTICAL INC 

V 

NEW ABBREVIATED NAME 

NOVOCOL PHARM 



1.4 REPOfd OF COUNTS FOR HIE 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 which incorporates counts of product activity 
from the previous quarter(s) with those in the baseline count. 

DEFINITIONS 

Drug Product 

For this report, a drug product is the representation in the Prescription Drug Product List of an 
active moiety (molecular entity and its salts, esters and derivatives) either as a single ingredient or 
as a combination product, provided in a specific dosage form and strength 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 EQUIVALE~T 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPT IONS2 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

COUNTS CUMULATIVE BY QUARTER 1 

DEC 1987 

9709 
2'.196 (21.6J) 
7613 C 78.4J) 

6691 (68.9J) 
848 C 8. 7J) 

74 ( 0.8J) 

349 

MAR 1988 

9528 
1997 (21.0J) 
7531 (79.0J) 

6660 (69.9J) 
770 < 8.IJ> 
IO I ( I • 0 > 

I 
361 

JUN 1988 ---
9769* 

1975 (20.2%) 
7794 < 79. 0J > 

6937 (71.0%) 
757 < i.0J> 
I 00 ( I • OJ> 

2 
378 

*This number ls Inclusive of products discontinued since December 1987, and any products approved or 
discontinued through August 1988. 
(I) Cumulative counts are calculated from January I, 1988 to, and Including, the month Indicated. 
(2) Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List>. 
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PRESCRIPTION OROO PRODUCT LIST 
8TII !EDITION 

AVAILAB&> 
CUl1ULATIVE SUPPLEHENI' ~ER 8 I JAN'&\ - AUG'&\ 

ACEJAIUNQPHEN; BUJ1LHIALI CAFFEINE 

TABLET; ORAL 
BUTAL8ITAL, ACETAHINOPH£N AND CAFFEINE 

HIKART ~OOHS;SOHG;~OMGBS 

MALIIIALt APAP• ft MEFRN 
M HALSEY DRUG ~;StS;!OlliN 

ACETAHINQPHJEN; COQHNfi PHQWIA1t 

Ell>CIR; ORAL 
!UAW M WAN 

M HYKUBS ,~ 
IW 7~:tlt/..l~r- --
IW 9}._,YAM 
M MCNEIL PHARH 

>.AQ_>,22, 

M HALSEY DRUQ 

M HUTUAL PHARH 

M 

M 

M PHAMAFAIR 

>_OJ.L.>/W ,w'I 

I ~ 
M MCNEIL PHARH 
M 
M 
M 

IW 
M MCNEIL PHARH 

l20fflt,5Hl; lffl!V.5Hl 

l'i.l.lM/M!~ 
IUMal.M:£~ 

;lft/fflt. 

Da;§91S 
Da;umn 

Ba;~ 

Dnii!lt:P 

nm&;Jn 

{: 
~: 
nn;.LJ1m 
nn;in 
~;Jn 
nn;OJ:Ji 
J. 

t-J.;:MI 
DaJL.it& 

N8'4Sl 001 
HAY 23, 19" 

N89536 001 
FEB 16, 19" 

N87006 001 

/ttl,1.d#/ddtl 
lt'#d-#ddtl 

N85057 001 

N857'4 001 

ld,~1111ifff1 
N86S't9 001 
N8967l 001 

FEB 10, 19&\ 
N89672 001 

FEB 10, 19&\ 
N89673 001 

FED 10, 19&\ 
N87762 001 

DEC 10, 1982 

l~1Mtlddi! 
ltWi~/.1/.d.dl./ 

{:li~~fi~i 
~=1~n~~ 

N8S056 001 
N8SOS6 OOt 
N8S056 003 
N8SOS6 OM 

l~dl-ldd"J./ 
N8SOSS COl 

I 

ACEJAMINQPHEt:U CODEINE PHPSPHAU 

TABLET; ORAL 

IW 
M MCNEIL PHARH 

IW TMl~.~.,ffl 
M 

IW l~t;tJ: 
M MCNEIL PHARH 

:1M1JiMU 
Dniln 

{~tMJ 
Blm!,i;OJ:Ji 

ACETAHINQPttEN! HVQRQC()l)ONE HIABiftAJE 

CAPSULE; ORAL 
PH!Pl9 

M CENTRAL PHARMS 9.2t§;B:!§III 

TABLET; ORAL 
HX~I HTMJMJI M MU"'2ffllt 

M 

M 

M 

BEECHAM LABS il!m§;LJt& 

LUCHEH PHARMS 

HIKART 

.i0.6 j.lif:lial 

iU!:liil.JISIII 

ACETAHINQPHEtU PRQPOXVPHENE NAPSVLAJE 

TABLET; ORAL 
fflOPClffl'ffllHI HAPIXLAJI ft AQUMIIHDffllQI 

M HALSEY DRUG l&:it!!iiU!P 

M 

M HYUN PHARMS 

ACEJAZOLANIDE 

TABLET; ORAL 
MUAPIM1P!I 

M tllTUAL PHARH 

• ... 

O!Uiil!ll!!!,illl 

il!m!zil!ll!!!,illl 

mtP 

UJIP 

M LEDERLE LABS 1iR!!i 

1 

ltWd--ldd# 
N8SOH 002 

ltWd$-/ddj/ 
NBSOH 003 

ltWd$$/dd~I 
NBSOSS OM 

N89360 001 
HAR 02, 19&\ 

N89725 001 
SEP 30, 1987 

N89696 001 
APR 21, 19&\ 

N89689 001 
JUN 29, 19&\ 

N72105 001 
HAY 13, 19&\ 

N72106 001 
HAY 13, 1988 

N72195 001 
FED 16, 19&\ 

N89752 001 
JUN 22, 1988 

N89753 001 
JUN 22, 19&\ 

N08'43 001 



RX DRUa NODUCT LIST ✓ C\IU.ATIVI! SUPPLEMENT NlHIIR 8 ✓ JAN'H - AUG'H 2 

ACJIAmUMIPJ ann 
INJECTABLE; INJECTION 

MVMPWPli MRMt 
61! CiUAD ~ IPPtfflMALII 

>---> 
>---> 
>.JU.I..> 
>.JU.I..> 

... 
61! LIEDERLIE LAIS 

ACl§JOHYDAAHIC ACID 

TMLIEn ORAL 
LITNOSTAT 

NISSlON PHARHA 

NM/flt~/ 

ll.lUJJR SULFATE 
CAPSUI.IEJ INHALATION 

Vl!NTOLIN ROTACAPS 
SLAXO 

AWRQXYLI;N 

Tr~~ 
Ml l~fJ:11001 

I DORSEY LABS 

NMIMM fflRQCUL91IN 

CAPSULE i ORAL ,w11······ 

lffllMPI 
M REID RONELL 

BPlfflB 

LOTION; TOPICAL 
CYCLOCORT 

LEDERLIE LAIS 

HnMAI. 

2SOHS 

IUdNI 

1Eq O.H USE1l8 

II#/ 
H 

11.WJN 

un 

o.u~ 

N89619 001 
JAN 13, UH 

N093H 001 

N1174t 001 
HAY 31, 1'13 

,8'~2111iU!~ 

1\119489 001 
HAY O't, ltu 

/tldj#$lddJI 
N09US 001 

ht,~Jii11{1~ 
N71000 001 

SIEP O't, 1986 

Nl9729 001 
JUN 13, ltH 

2 

WI-WM H'fPBQCHLOUPJ& H'fQRQCHlORQDIJWPJ 
TMLEn ORAL 

MWIDI HPL MP tf'P!P2MPP11Pml 
M BARR LABS IU!UUIP 

WNP ACIDS 

l~~~~l!rCTION 
l~f}t'MW 1,.:t+'/.1 

I KMIVITIWH 6.41. 

TRAVASOl. 101. IN PLASTIC CCNTAINER 
DA><1'ER 1®11 

N71111 001 
HAY 10, 1988 

o~1f~11{ff~~ 
Nl8792 001 

JAN 17, 1984 

Nl893l 004 
APR 27, 1988 

AJ:IINQ ACIDS; HAHSIW ACEJATEi PffOSPAJC ACJQli PQTASSJW 
ACETATES PQIASSIW CHl,OIIQEi SDQJW ACETATE 
INJECTMLU INJECTION 

FREAHINE Ill 8.51. NI ELECTROLYTES 
KENDALL HCSAH 8.S1.;llOHG/l0OHL;230HG/l0OHL; 

lOHG/lOOHL;'t'tOHG/lOOHL; 
690HG/l0OHIJS Nl6822 007 

WNOCAPRQIC ACID 
INJECTMLE; INJECTION 

IIMIHCOAPBID MP 
61! ABBOTT LABS 2SONG/HUI 

WNQHJfflNTE SQDIW 
INJECTMLE; INJECTION 

mPPKPNMIIJ MRMt 
61! HS&D ~ 
61! UD PHARHS ~ 

JUL 01, 1988 

N70888 001 
JUN 16, 1988 

NDS6l9 001 
N89821 001 

JUL 14, 1988 



m< DRUD PRODUCT LIST ✓ CUNULATIW SUPPLIEIENT NUHHR 8 ✓ JAN'U - AUG'U 

MINOfflYLLN 

TAIi.En ORAL 
AHINOPtlVU.INE 

lddl INM/f.114/ 
lddl 

a BARR UIS 

a 
>_._> 8D HALSEY DRUD 

>.Ju.I..> ~j~:1AUIJWN 
YALE CIEH 

ANINQSALJCYbAU lQPJW 

T .. l,ET; ~l 
tttt."1.tt.~, 

/#I lt.tWf.llW(.IAj/ 
I CNSOl HIDLAND 

n,.,.,, 
,,.,.,.,, 

lOCIHG 

20CIHG 

lOCIHG 

11~11 
lOCIHG 

,,,,.,.,, 
SOONG 

MIWPD'bJUE HYPBQCHLOUH 
TMLEn ORAL 

~, -IM\ft:tl 

~ 
~ 
M NARR CHILCOTT • • • • • 

7; 
in 
.um em 
lB 
Ba 
Jin 

WIUPJYLN HYPBQCHLOUH i Clfl.QRUAUll9AN 
TMLEn ORAL 

Sllr9Rt3PPP! ft MRIVD'.YN NL 

,.11{!1~ ,~,,~i~ 
N88297 001 

AUG 19, 1983 
N88H8 001 

AUG 19, 1983 
NM674 001 

1~UJ~~~tJ1 
NM!S33 001 

m,"'"'"' N07320 002 

liiH~itI~ 
l~l~~lldil 
~ll~Hi~ 
'IW~~,/~jj/ 
"'3939 001 
N83937 001 
N83938 002 
NM'57 001 
N85093 001 
N86295 001 

M PAR PHARH El H,M NHl&I N7H77 001 
MAY 09, 1988 

M .UtliiJJIP N72271 001 
MAY 09, 1988 

3 

MIIBJPD'Utf! HYPBQCHLQRIH& CHLORQIAUPQXIU 
TMLETI ORAL 

ffllMHMKll9CUI M ft'DlmYUI I.SL 
M PHARH DASICS ii H,M B4H;a91 

M Et 2M IAUiut;911 

AMQXICILLIN 
CI\PSUI.U ORAL 

atPQml.L.pl 
M CLotH:L CIEMS 

M 

Ulm!iN 

ilmP 

PONDER FOR ftlECONSTITUTIOtO ORAL 
li!OLYR 

M BRSTL HVRS IND H"'911JII 

• UOMG/.ftDJI 

ftICJLLIWNfICILLIN JJIHVQRAJE 
CAPSUI.E5 ORAL 

m,.m;Lm 
M CLotH:L CHEMS II 256 Imai 

M H son tASJ!• 

>..m.L.>ll 
>...ILL>/ 

lttdf.~ttl~I 1111111 
>---> 
>...BJL> 

I LEDERLE LADS EQ 250NG BASE 
a EQ SOONG BASE 
MJSLL'ffl 

M BRSTL HVRS IND H 25n B~~ 

M. H sn BASEN 

MPJUNi CAFFEINE; QBPHENADRINE CITRATE 
TMLETI ORAL 

CMHfflNlgHI PNM 
M YITARINE JIMJJ!lt&liB:P 

!S 

N70it77 001 
JAN 12, ltu 

N70it78 001 
JAN 12, 1988 

N628M 001 
FEB 25, ltu 

N62881 001 
FEB 25, 1988 

N62885 001 
HAR 08, ltu 

N62885 002 
HAR 08, ltu 

N62883 001 
FEB 25, ltu 

N62882 001 
FEB 25, 1988 

lf~,,~,,i~ 
N622CMI 001 
N62208 002 

N62888 001 
HAR OC't, ltu 

N62888 002 
HAR Cit, 1988 

N7156C't 001 
JUN 23, 1988 



m< DRUG PRODUCT LIST I CUHUI.Anw SUPPLEMENT Nlll!'\IHR 8 I JAN'U - A\118 188 

WJUN1 CAfff PIU ~ CJJRAU 

TAILIEn ORAL 
.,,__ --- lll«IIY flMHl'm 

M YlTARINE .U9!1ilill:IU&P 

ASPJQNI CAffl!!fflU PB9PQXVMNI HYPMJCHlQRIH 

~'"°"~ I IW '~/ 
IBANWCPIWIHS 

l-"MC~i4MII 
38911tH32. diHG;UIC 

MJUNi fl)'DIHlCOl10NE 8JfARJJW1 
TAIU:n ORAL 

AZDCH! 
CENTRAL PtlAlfflS 

tBNQLQl 

TAILIEn ORAL 
tJMLOL 

M ICI P1W1HS 

M 

M 
M 

SOOHG ;.§HGN 

~ 

~ 

I.a 
lwm!i 

ATPB MfAU 5 UfENQXIN HYl>ftOC!H,Ql9IH 

TAILEn ORAL 

~~-@~/ 
CAINllCK LAIS 

woom;nc RM 

INJl!CTAILIE; INJ£tnON 
w::m:rmmw 

".:dUN,Jtfi;/ 
0.021HGU.HG 

N7l.HS 001 
JllN 23, 1988 

,~ffl11L1~ 
NM!Sl3 002 

AW 17, 1983 

N69420 001 
JAN 25, 1988 

N72303 001 
JUL 1!5, 1988 

N7230tt 001 
JUL 15, 1988 

Nl82dt0 001 
Nl8240 002 

lt11.1.1Mt"d# 
Nl1744 002 

If GI\.W> PIWIHS H lt:l«lf:W !PWMAOI N71056 001 
JUN 08, 1988 

~ 

WJHJOPUM! RIW 
INJ£CTAILIEI INJEtnON --Al! lltMlfflUIHS 11:UC ii 19n IMHMAL 

WWfEN 

TABLEH ORAL 
IWME■ 

M PHARH BASICS um-
M .&!lt:P 

M YITARINE um-
M .&!lt:P 

M ZENITH LAIS um-
M .&!lt:P ....... 
M GEIGY PtlARHS 1!l& 

LnlltllML Ill 
M GEIGY PHARHS 1B 

HNZfflJAUH 

Tmmnm~IW, 
ldJII 1,-'/.-,Afl./fN:~/ "~' a PRIVATE FHI.TNS SONG 

dt 

Nl7391 001 

N71260 001 
HAY 06, 1988 

N7126l 001 
HAY 06, 1988 

N71901 001 
APR 13, 1988 

N71902 001 
APR 13, 1988 

N72234 001 
JUL 21, 1988 

N72235 001 
JUL 21, 1988 

Nl7851 001 

Nl7851 003 
JAN 20, 1982 

ltld'J"l,/ddil 
N63206 001 



R>C DIWQ PRODUCT LIST I C\IHULATI\IE SUPPLll!HENT tllHIH:R 8 I JAN'88 • AUQ'88 I 

UNmtOPM tl~XLm UI6mD!asta! Dll?RIONAU 
TAILU; ORAL LOTIOtO TOPICAL 
~ ~ lffatilffltAIIIIOHI BlllfflnllRl!I 

M PAR PHAM LB N88871 001 M COPLEY PHARM Eg 91!:!S BASEN N71H2 001 
APR 11, 1'85 JUN 06, 1988 

M 11& N88894 001 >...&m...>M THAMES PHARMA II g .nu BASEN N72276 001 
APR 11, 1'85 >...61m,..> AUQ 24, 1988 

M - N8889!S 001 >...61m,..> OIPROLENE 
APR 11, 1'85 >..Alm..> BX SCHERING EQO,O~BASEN Nl9716 001 

Id-Pl ld.:HtN ,~~11.{ffl~ >...61m,..> AUG 01, 1988 ~, l1.t¥1 lMU"§t+lddjl 
Id-Pl II.NI 1,tJffi,,~m~ UJAUUJIASU YAbEBAJE 

I w,anf:lJ.'fM>l CREAtO TOPICAL 
M PHARM USICS ~ N8'2ll 001 PBNU 

~ 1,., 1988 M TARO PHARHS El Ral~ IUE.N N72041 001 
M ... N89212 001 JAN 06, 1988 

~ 1,., 1988 
M ... N89213 001 LOTION; TOPICAL 

~ lit, 1988 IUatllffltAIIIIOHI DI.IMII 
M QUAN'IU4 PHARMCS La NMSl't 001 M COPLEY PHARM Ill Dali! tW• N7l883 001 

JAN 31, 19M APR 22, 1988 
M 11& N88510 001 

JAN 31, 19M 
M - NMSll 001 UTAZOLlll IIXDl!miHLlmllllll 

JAN 31, 19M ~, Id.:'/#/ l~t,~ldd.~l I~iltt:sa} INJECTION 

ldfll 11/tl,/ 'Wi.,~H!~ lt.tt.t.il 1,llidm.1 l~d.4'J;/t!t/dd1.I 
01UiU~l~ a LILLY SOHG/HL N09344 001 ~, II.NI 
I ».NlJ..:l'J."16"/tl 

>_._> M SIMN< LAIS L.8P N89058 001 UTHANEgjll!I, ,uumJH 
>---> AUG 10, 1988 
>_._> M ... N890!59 001 INJECTAILEI INJECTION 
>---> AUG 10, 1988 ll'nWtmtOL IIILOl'DI 
>_._> M ... N89060 001 A! WAD PHARHS nan.- N8981S 001 
>---> AUG 10, 1988 APR 12, 1988 --- UIRPLiPIB 

M HS&D La N09193 004 A! HS&D natl. N06S36 001 
M 11& N09193 003 

l,i ~.,, N09193 002 

~i:ni~:i1~ tREJYLIUH JOSYLATE 
IJPI llRil ~d~t~J/~jn INJECTABLE; INJECTION 

■mL:1'114 'IWIYII 
A! LUITPOLD PHARHS SOMG/HlJI N70891 001 

JUL 26, 1988 
A! QUAD PHARHS SOMG/HlJI N71181 001 

FEB 16, 1988 

s 



RX DltU9 PRODUCT UST ✓ CtltU.ATIW SUPPLEH!Nf NUMHR a, JAN'N - u•aa 6 

~ 

TAil.En ORAL 

IW 
I UH UIS 

~",,., 
NM468001 

NJYACml H'fPllOCHlPUMi EPJNIEMflll 
INJECTMLIE I INJECTION 

IUPIVACAINI! HCL AND EPINEPHRINE 
AMOTT LAIS 0.~;0.005ICIHI.N 

0.2!SX;O,OO!iHGll1UII 

o.2sx;o.oo~ 
o.w.;o.oo~ 
o.w.;o.oo~ 
o.w.;o.oo~ 
o.1w.;o.oo~ 

N7116S 001 
JUN 16, UN 

N71166 001 
JUN 16, 1988 

N71167 001 
JUN 16, 1988 

N71168 001 
JUN 16, 1988 

N71169 001 
JUN 16, 1'88 

N71170 001 
JUN 16, 1988 

N71171 001 
JUN 16, 1'88 

«;ALCIW CW,OUQ! 5 Ql!XJJOSE i HAUUW CHLOUQ! i S®!W 
CHlORIQ! i SQQIW UCJAU 

SOLUTIOtO INTRAPERITONIEAL 
met\ n; W 111pmg1 B,R :W l8MD9 RKMNI 

lI IIWCTER 21,'ffl!VlOOJti.1:S.R!(lQQtH,; 
1$,2ffi/100Jti.;S67M&(lOOJti.1 
392ffillOQHIM Nl7112 010 

NOV 18, UU 
met\ "4 W UK'IIIM 11,R :W PI.Affl:R RKMNI 

lI IIWCTER 21,'ffl!VlOOJti.;3.R!(lOOJti.; s I PM(lOOJti. ;!WIS(lOOJti.; 
tiftllOQtUI Nl7112 011 

NOV 18, 1985 
MIIIPL W IIK'l'NR l,R :W pg,,gm Rffmp 

lI ANDTT LAIS 2!5.t.'ffl!VlOOJti.&3.R!(lOOJti.; 
li,2ffillOOJl.lM'ffl!VlOOJti.1 
392ffillQOHIM Nl8379 007 

JUN 24, 1'88 
M■-...,, W IPl'WR il,R :W PMIJD Rffmp 

lI AMOTT LAIS P,'ffllVlOOJti.;3.R!(lOOJti.; 
S.PM(lOOJti.&S:SM,llQOJti.l 
tiftllOQHIM Nl8379 008 

JUN 24, 1.'88 

CALCIW CHLQUB I Ql!XDQH l PPIMHW C:HlORIH i SQQJW 
CHlORIQl!p SQPlllH ucrm 

2 

lNJfCTMLl!I INJECTION 
DEXTROSE 2.!SX IN HALF-SfflNGTII LACTATED Rita:R'S IN 

PLASTIC CONTAINER 
KENDALL tlCIWt lOHIVlOOHL12,IGH/lOOHl.ll!!iMG/l00111.; 

300HG./l00HLI 
160HG./100HUG Nl%34 001 

FEB 24, 1 '88 
DEXTROSE 4X IN HDDIFIIED LACTATED Rlta:R'S IN PLASTIC 

CONTAINER 
KENDALL HCGAN iretlG/lOOHL14GH/lOOML;6HG/lOOHLI 

120HIVlOOHL;62MG/lOOHIJil Nl9634 002 
FIEB 24, 1'88 

IIK'l'NR R :W LMitIU U'NIP•I :m PI.Affl:R R«AIHP 
KENDALL Hr.GAN 2M(lOOHL1R!(lQOHL130HG(lOOHL~ 

§QMtlOOHL; 
3lM(lOQl11JI Nl9634 003 

FIEB 24, 1988 

CALCIW CHLQUQ!p PPIMSIW CHLQRIQl!i SQQIW CHLQRIQEJ SQQIUH 
LACTATE 

INJECTABLE; INJECTION 
WffAJQ MNP'I :W PLM'IJR RKAIHP 

2 KENDALL HCGAN 20HG(lOQl1Ll3Qtfi/lQQl1L16QM(lQOHL; 
31M(1QQ111,N N19632 001 

CARlWIAZEPJNI; 

TABLET, CHEHAIBLE I ORAL 
WMNIIP'INI 

61 NARNER CHILCOTT imm,p 

tPURL 
61 GEIGY PHARt'IS UJm1i 

CQISQPRODQL 

TMLEn ORAL 
OMROmt9L 

FEB 29, 1'88 

N71940 001 
FEB 01, 1988 

N18281 001 

>.AU..> M VITARINI! DQf:P N89566 001 
AUG 30, 1988 >.AU..> 

0 



R>C DRUG PROOUCT UST I C\H.ILATIVE SUPPLEHEHT N\JtBER 8 I JAN'88 • AUG'M 7 

C!f'AC4ffl CEPHAU!XJN 

PCN>ER FOR RECONSTITUTION; ORAL CAPSUUH ORAL 
CECLOR Rm:MLKH 

LILLY IEQ 187118 8ASIEl.!iHlN N62t06 003 61 JERH STEVENS 11 U6 aASE• N62870 001 
APR 20~ 1988 HAR 17, 1988 

IEQ 37511G BASIE/.!iHllil N6~206 004 61 El 11!6 Wll• N62869 001 
APR 20, 1988 HAR 17, 1988 

61 LAMOS ATRAL El 116 DASEN N62713 001 
JUL Uh 1988 

CEfAZOLltl &IW 61 El 11!6 Wll• N62713 002 
JUL 15, 1988 

INJECTABLE; INJECTION 61 TAG PHARHS Eg &56 IASIEIIII N6282l 001 
MB! FIEB OS, 1988 

A! SK&F LABS El i§!:I Wlal!L NSOl\61 004 61 H 5!16 la§lillll N62823 001 
!aMZ:OL:1:H !IIIOl1\M FEB OS, 1988 

A! BIEN VEt«.IIE LABS Eg &SOHG BASIENJ;Ai.N N628,,. 001 61 YOSHITOl1I PHARH Iii &56 fila§EN N6287Z 001 
JUL 21, 1988 JUI! 20, 1988 

A! H fiOOHG IA~NIAl,N N628,,. 002 61 ii i!.l6 IAlJ!EN N6287l 001 
JUL 21, 1988 JUL OS, 1988 

A! Iii lit! 8ASIENHI.N N628M- 003 
JUL 21, 1988 PONDER FOR RECONSTITUTION; ORAL 

A! Iii 5':'~aHLN N628,,. 004 PlifflALKH 
JUL 21, 1988 61 TAG PHARHS !Iii 1£6 IYliaa!I.N N62873 001 

A! Iii lg§t! BASIEaJAI.N N628,,. 005 MAY 23, 1988 
JUL 21, 1988 M Iii £SONG IA~aa!I.N N62867 001 

A! ELKINS SI~ 1i1 &SOHG 1mma1.n N62807 001 APR 15, 1988 
JAN 12, 1988 

A! 11H61ma111.n N62807 002 TABLETl ORAL 
JAN 12, 1988 HfflALmmt 

A! Iii lit! U~al!I.N N62807 003 >..AWL> 61 VITARINE 1;1&561m• N62863 001 
JAN 12, 1988 >...AWL> AUG 11, 1988 

A! El i§!:I BASEi!lHl.• N62807 004 >..AWL> 61 El 961m111 N62863 002 
JAN 12, 1988 >...,UL> AUG 11, 1988 

A! Ill lg§t! ,maHLN N62807 005 >..AWL> 61 Iii lit! la§Ellll N62863 003 
JAN 12, 1988 >..AWL> AUG 11, 1988 

A! !El &!.lSU BASEaJAI.N N62807 006 Uni.I 
JAN 12, 1988 >..AWL> M LILLY E9 lit! Im NS0440 002 

CEFOTEIM U&IW tlimAl.llXltl lt£DROCUI..QBlllli 

INJECTABLE; INJECTION TABLET; ORAL 
CEFOTAN KIEFTAB 

STUART PHARHS IEQ lootl BASIE/VIALN NSOSM 003 LILLY EQ 333H6 BASEN NS06l- 003 
APR 25, 1988 MAY 16, 1988 

7 



Ill)( Dffl.lG. PROOUCT LIST ✓ C\HJLATl\1£ SUPPLEMENT NU!e!R 8 ✓ JAN'88 • AUG'M 

RiffilWWE 

CAPSULE; ORAL 
PlfflMRN • BARR LABS .wu::P 

• H.mP 

• YlTARINE .wu::P 

• H.!!tP 

PONDER FOR RECONSTITUTIOtO ORAL 
PiMMHHI 

M BARR LABS lU!:51SHLn 

• 2SOffl.(5Hl,N 

CHLORQIWPOXJRE UYDROCHI.ORIQE 
CAPSULE; ORAL 

AMQWll!WQI URI. 
M PIONEER PHARHS ll!!iN 

• 
~! 

it 

IA¥t,1tl~ 

a PUREPAC PHARH 
a 

·~, 
a BAN1W< PHARHS 
a 
a 

C~fflOSPMU 

TABLET; ORAL 
MMt.m 

>..ML> M STERUNB DRUB 

916 
10.~ 
2916 

It $OM UM 

N62850 001 
APR 22, 1988 

N62851 001 
APR 22, 1988 

N62813 001 
FEB ZS, 1988 

N62813 002 
FED 251 1988 

N62858 001 
HAV 19, 1988 

N62859 001 
HAV 19, 1988 

N89S33 001 
JUL l!S, 1988 

N89!558 001 
JUL 1!S, 1988 

"~l~1"~~~ll 
~~~~~~,ii 

N8!Sl!S!S 001 
NM939 002 
N8!Sl~ r 1 

1,tlffHl":f~ll 
l~~'ld~~~b 

N8!Sl07 002 
N8!5001) 001 
N8!5108 001 

N06002 001 

8 

CHI.QROSNU:.I l?HQSPHAJIE 

TMU:n ORAL 
~ mPIMtPli 

>...AU.,.> M DANBURY PHARHA H 30ft MU 
>...AU.,.> 
> ..m.L>/W IH 'ddMl)!WW 
>..mJ..,.> 

CHlfflJ'HIAZJQE • RESERPINE 

TA8LEn ORAL 
CHLOROTHIAZIDE Ml RESERPINE 

Id,/ ldd"'I~ #-df¥Jj,:#Hdl 
a BOLAR PHARH 2SOHG;0,12.5HS 

CHlOftPHENIRAlqNE NLEATE 

TMLEn ORAL 

IW 
a DARR LABS 

i/ 
ftHG 

CHLQRPRQHAZJNE HYPRQCHLQRJDE 
INJECTABLE; INJECTION 

&ffl.Dl!fflM'DUIE UCL 
A! HARSAM PHARHS 25HG/HLJI 

~HAUQONE 

TABU:n ORAL 
atLO!fflfAmqNE 

M PIONEER PHARHS 

CHl,C>BZO)(AZCH 

TMLET; ORAL 
ffl~I 

M BARR LABS 

M CORD LABS 

M 

s.tP 

~ 

nmP 

&QtP 

8 

N88030 001 
DEC 21, 1982 

ld{mf11~ij~~ 

/t'l,ft#~/d.dU 
N848!53 001 

lt¥,.1"/"U 
N80700 001 

N89S63 001 
APR 15, 1988 

N89591 001 
JUL 21, 1988 

N89895 001 
HAV 04, 1988 

N89852 001 
HAV 04, 1988 

N89853 001 
HAV 04, 1988 



R>C DRUG PRODUCT LIST ✓ ClltM.ATl\lE SUPJ'LEHl!NT tUDH 8 ✓ JAN'N - AUQ'U ' 
CH~ Cl,ltilAMYCJtl t>HOSl>l:laD 

TA81.ET; ORAL INJECTMLEl INJECTION 
at~ g~ WDII 

M LEl'HlN 9mP N8'859 001 e LVPHOHED El ;J,IOIG BASl.!4'.IJII N6U'47 001 
HAV CM-, 1988 JUN 03, 1988 

IPMANN IIIOUI - e QUAD PHARMS El IIOMla IBASIE4'.IJII N62877 001 
M HCNEIL PHARH BB NUSH 002 HAR 1!5, 1988 

JUN u. 1'87 e SDLOPAI(. LABS El 3,SOIG IBASl.!4'.IJII N62819 001 
HAR l!i, 1988 

e El ISOMa IBASl.!4'.IJII N62Wi2 001 
CHOLESTVRAHINI! HAR 17, 1'88 

IIWI. CHENABLU ORAL 
CHOLV8AR CI.QFIWJJ 

PARKE DAVIS IEQ 4811 RIESINIBARN N7162l 001 
HAV 26, 1988 CAPSULE; ORAL 

EQ 4811 RIESlNIBARN N71739 001 PI.Of'WAJI 
HAV 26, 1988 M CORD LABS 10.lllP N7219l 001 

HAV 02, 1988 

!cl,,JNDAHVCJtl l:llDROCllLOUWi 
CLOMil?l!itlll !&ITRATE 

CAPSULU ORAL 
m.mm;u TABLEn ORAL 

• UPJOHN MFG !Ill 7SHG !BASE N6l809 001 I~ • El ;a,sms !BASE N61809 002 '"' /WM ,~~,~1~ffj~ CLEOCIN HCL 
UPJOHN EQ 300HS DASEN NS0162 003 unmm, 

APR 14, 1'88 M SERONO LABS um Nl8361 001 
Pl.1:HNill'llm R HAR 22, 1'82 

• YITARINI! !Ill 7.!ilC IY!illl N62910 001 
JUL 05, 1'88 

• H ;a,~ BASE• N62910 002 1cu»o:mt111 l:llllml:l:IIJ!BHE 
JUL os. 1'88 

TMLEn ORAL 
RLON:m:HI !Ill. 

Cl,INDAHVCIH PHOSPHAD >..ML,> M CORD LABS !!.JtP N70887 001 
>..ML,> AUG 31, 1'88 
>..ML> M JL.1tP N70886 001 
>..ML,> Al.IQ 31, 1988 

e LOCH PHARMS El llSOM9 IBASE41.J8 N6290S 001 >..ML,> M .!lsltP N71294 001 
HAV 09, 1'88 >..ML,> AUG 31, 1988 

M LEDERLE LABS !!.JtP N71783 001 
lNJECTMLE; INJECTION APR 05, 1988 

oLJ.N1AM'lfmN wnu M JL.1tP N717M 001 
e ELKINS Sll\tl !Ill ;&IOMla lmlll.M N62953 001 APR 05, 1988 

APR 21, 1'88 M .!lsltP N717Wi 001 
e LEHRLE PARNTLS H llSOM9 UH4'.IJII N62U9 001 APR 05, 1'88 

APR 25, 1'88 
e LEl'HlN !Ill llSOM9 IY!idl.N N62900 001 

JUN 08, 1'88 

q 



CUIMJMffl! H)'HOCffl.9UN 

TABLIEn ORAL ,,,,,.,, . 
RX DRU8 PRODUCT LIST / CUIU.ATI\I! SUPPLMNf NUNIH 8 ✓ JAN'A - AUG'A 

CIJNUWJ QJPQIAHJW 

TA8LET5 ORAL 

M MAHR CHILCOTT Sl.J.tp 

M 

M 

L.mP 

L.a. 

C:LmtmWJ QlfP9JM-'$IW 

CAPSULE; ORAL 
PMNi'UMU rnwume, 

M CHELSEA UBS LlitP 

M .IJ.tP 

M 1RP 

>_._> M 
>---> 
>_._> M 
>---> 
>_._> M 
>---> 

M 

M 

M 

M 

M 

M 

>_._> M 
>---> 
>_._> M 
>---> 
>--->· 
>---> 

CORD UBS 

PUREPAC PHARH 

MAHR CHILCOTT 

TA8LL~n ORAL 

L.mP 

.IJ.tP 

1RP 

L.mP 

.IJ.tP 

1RP 

L.mP 

.IJ.tP 

1RP 

PWMIWU RmMPIJ 
PUREPAC PHARH L.mP 

.IJ.tP 

1RP 

N72l!8 001 
JUN U, HN 

N72l39 001 
JUN U, 19H 

N72ll\O 001 
JUN U, ltH 

N71878 001 
MAR Uh 19H 

N71879 001 
MAR l!i, 19H 

N71860 001 
MAR l!S, 19H 

N72219 001 
AUG 26, 19H 

N72220 001 
AUG 26, ltH 

N72ll2 001 
AUG 26, ltH 

N7HZ~ 001 
APR ZS, 19H 

N71925 001 
APR 25, 19H 

N71926 001 
APR H, 19H 

N717~ 001 
HAR 01, 19H 

N71775 001 
MAR 01, 19H 

N71776 001 
HAR 01, 19H 

N7Z330 001 
AUG 08, 19H 

N7Z331 001 
AUG 08, 19H 

N72332 001 
AUG 08, 19H 

/0 

PWMIVAU RrtFM 
M MAHR CHILCOTT L.l.11:91 

M .LJ!:P 

M .lltP 

M MATSON LADS L.l.11:91 

M L.JIP 

M .lltP 

IIH«H 
M ALRA LADS L.l.11:91 

M l.JlliN 

M 1RP 

Cy:»CACJLLJN AXW 
PONDER FOR RECONSTINfICN; ORAL 

QLMRLLD IPRV1 ti! IHOCRA" LADS 

IM!llt 
AA BRISTOi. UBS 

~I 
COLCHICINE; ffl!UNECID 

TA8LEn ORAL 
PROeENECID AND COLCHICINE 

ld'PI ldtt~/(.1.df./ "-:~J!,d.~I 
a BEECHAM UBS o.SHG;S0OHG 
PROeENECID NI COLCHICINE 

ld'PI /t:/.d"t.tl(.J.d,./ ld.:~Jt,d~I 
I LEDERLE LADS 0.SHG;S0OHG 

10 

N71828 001 
MAR 03, 19H 

N718H 001 
MAR 03 t 1988 

N71S30 001 
MAR 03, 1988 

N718S2 001 
FED 09, 1988 

N718S3 001 
FEB 09, 1988 

N71851\ 001 
FEB 09, 1988 

N71787 001 
APR 26, 1988 

N717M 001 
APR 26, 1988 

N71789 001 
APR 26, 1988 

N62268 001 
ll¥#~d/l,.dJI 

N50192 001 
N61C.S3 001 

~=,~~~,~}~ 

/ttdlt"#".dU 
N84321 001 

/~jf,f+/ddJI 
N869~ 001 



RX DRUG IPROOUCT LIST I ClltU.ATIY1! SUPPLEMENT NUtlll!R 8 I JAN'M - AUG'M u 
~ DE~l!?!&:111::1 UYDROCU!JmlDE 

IN'T1WITERIN! DEVICE, INTRAUTERINE TABUH OftAL 
INTRAUTERINE COPPER CONTRACEPTIY1! HRl!WmJI mu. POP COlKIL CBR APPROX 176HG COPPERN Nl8680 002 Al CORD LABS 1mP N72099 001 

APR 290 11PM HAY 24, 11PM 
Al lltP N72100 001 

HAY 24, 1988 cycuctu.IN Al Ul:P N72101 001 
HAY 21t, 1988 TMLEH OftAL Al mP N72102 001 

>.JRL> mw;nm JUN 20, 1988 
>.JRL> Al BIOCMFT LABS um:p N628'5 001 Al lWU:P N72103 001 
>..AH,_> AUG Dito 11PM JUN 20, 1988 
>.JRL> M 9mP N6289S 002 Al llmP N72104 001 >..AH,_> AUG Dito 11PM JUN 20. 1988 

mf.APWHI Al YITARIN! 1mP N72167 001 
>.JRL> Al NVETH AYERST LABS ,WIS "50509 001 FEB 03, 1988 
>.JRL> M ~ NSOS09 002 Al llmP N7225lt 001 

FEB 03, 1988 
IPPMP CVCLOMNZAPRI!::1 l!XOROC!ll.QBIB Al HERRELL DOM la Nllt399 007 

FEB 11, 1982 
TABLET. ORAi. Al mm Nl't399 006 

CYCLCD~ !Ima 
M DANIWRY PHARMA l!IP N716ll 001 

HAY 03, 1989: FEB 29, 1988 QESQNIQE nm 
M HS&D 11m Nl7821 002 OINTMENT, TOPICAi. 

Qpc!Nffl 
Al OHEN LABS !L.~ N71"2S 001 

CYJAMlll::I JUN 15, 1988 
numL.OH INJECTABLE; INJECTION Al HILES PHARH !L..!!2 Nl7426 001 cymsu-u 

>..a..> UPJOHN lGWVIAI. Nl6793 003 
>----> DEC 21, 1987 QESO><YC2!IICmJ:ERONE AGEIA!I 
>----> 2GWVIAl Nl6793 OOlt 
>..AH,_> DEC 21, 1987 P,~~En IMPLANTATION 

it<!O!ltl!r4 l 
/~t~/~I u,_,._, 1ti,_t~t1,,t1 

PAGMMZDI a CIBA PHARH 12.5118 NOSlSl 001 

INJECTABLEJ INJECTION 
DACAMAZIN! 

WAD PHARHS 500HGIV1AlJIII N71563 001 
HAY 06, 11PM 

II 



RX DRUG NODUCT LIST ✓ CUMULATIW SUffU!tENT tull!IR 8 ~ JAN'88 - AUS'88 12 

BXrffltDI 

TAIi.En ORAL 
DEXAtllmASCHE Ii /dl#/UW 

;~ 
~~ 

a IMR UIS 
a 
a 
a 
a 
a 
a 

~f: 
~f-l 
~f~IIJ.l 
ll:w.tl o.2as 
0.2RG 
o.as 
0.7RG 
0.7RG 
1.as 
1.as 

>---> HXnmtDli DIMM-1,N 

>---> 
>---> 
>..a..> 
>---> 

SUSNNSIOWDROPS; OPHTHAOOC 
TIIUADE>C 

ALCON UIS o.1x,o.SXN 

Zi 
/1 ..... 

NM013 001 
NM7M 001 
NMOM 001 
NMOll 001 
NM70 001 
NMOM 001 
NM763 001 

NIWS92 001 
AUS 18, 1988 

MXJJRIEifflllNWil RD'~■ i PBnINUffl! tD'PBQCHLQUDJ 

>.JlU..> S/~l ORAL 
>.JlU..>/W : 
>.JlU..> 

'fl 'UrMJW.I 1~1u,u,1lddd/ • 11.WJa~rit'fd~l 
QECJ10H 

INJECTABLE; INJECTION 
UPWI IR M !Y11R1 RQ'mg 

&! KENDALL taAH Ulffl(lQQIIJII 

DE~ t.lX IN PLASTIC CClNTAINER 
KENDALL ll1CUH 2.!iaVlOOHUI 

UPWI R g !Yl'RI RQ'mg 
&! KENDALL ll1CUH Htk'lQQIIJII 

~ 1.11. IN PLASTIC CClNTAINER 
KENDALL ll1CUH 7. NWlOOHUI 

N1'626 004 
FEB OZ, 1988 

Nl9626 001 
FEB 02, 1988 

Nl9626 002 
FEB OZ, 1988 

Nl9626 003 
FEB 02, 1988 

,i 

PIX'l'B9Hi PPJ'MSIW CHLQRIDJi SOQIW CHLQRJQE 
INJECTABLEJ INJECTION 

IW 

,,f!-.i1,1111t~il~d-~~·::~1.v1,i,,~/~'f.tf~tdtl 
/~j/ l~'-··~tMVtddi4t. I l~l,,U.IJ_ldd'J,I 

1-.tl.MJld.dd.~l~~tdUd.:;«#tV/,is:t~iiMjffl~ ~,t.~~,. ~ltM ~z;,~·•'•.M•• ,., '.c.1,1 U.t.M,• ,, 
•• H'W 1if1'~~~, ~,,IIIV-. l~l,,U.~,ld.dil 

~t1--r~~;#/IV/fdt~ 
l#JJIJ .. l~I ~-~1!Wltddt4t. I l~l,'i~'lddJ.l 

~.&r--f,';~~/Jlilt~jir' 
lflM .. f~~~I /ff~" ' ' '.,. 'Mf'H'f ' ' I 

/1 

. 'U lt't6U#ddJI 
POTASSIUM CHLORIDE 0,0371. IN DEXTROSE 101. AND SOOIUM 

CHLORIDE 0.21. IN PLASTIC CONTAINER 
KENDALL HCGAN lOGM/lOOHL;37MG/lOOHL; 

200HG/lOOHIJII Nl9630 031 
FEB 17, 1988 

POTASSIUM CHLORIDE 0,0371. IN DEXTROSE 101. AND SOOIUM 
CHLORIDE 0.41X IN PLASTIC CONTAINER 

KENDALL HCGAN lOGM/lOOHL;37HG/lOOHL; 
4SOHG/100HIJII Nl9630 037 

FEB 17, 1988 
POTASSIUM CHLORIDE 0.0371. IN DEXTROSE lOl AND SOOIUM 

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

900HG/100HIJII Nl 9630 rr\43 
FEB 17, 1988 

POTASSIU1 CHLORIDE 0,0371. IN DEXTROSE 51. AND SODIU1 
CHLORIDE 0,111. IN PLASTIC CONTAINER 

KENOALL HCGAN SGH/lOOHL;37MG/lOOHL; 
llOHG/l0OHIJII Nl9630 001 

FEB 17, 1988 
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DEX:CRQSE \ P9IA$SIW CHLQRIDE a SOOJW CHLORIDE 

le 

le 

le 

INJECTABLE; INJECTION 
POTASSillt CHLORIDE 0,037?. IN DE>CTROSIE 51. AND SODillt 

CHLORIDE 0,2?. IN PLASTIC CONTAINER 
KENDALL tlCGAH 5GW100ffl. 537118✓100HU 

200H9/100HLN Nl9630 001 
FIE8 17t 1988 

POTASSIUH CHLORIDE 0,031'.( IN DE>CTROSIE 51. AND SODIUH 
CHLORIDE 0,33?. IN PLASTIC CONTAINER 

KENDALL tlCGAH 5GWlOONL ;37118✓100HU 
330H8/lOOHOI Nl9630 013 

IFIEB 11t 1988 
POTASSIUH CHLORIDE 0,031?. IN DE>CTROSIE .!SX AND SODIUH 

CHLORIDE 0.4.!SX IN PLASTIC CONTAINER 
KENDALL tlCGAH 5GW100HU37118✓100ffl.l 

4SOIC/100Hl.N Nl9630 019 
FEB 17, 1988 

POTASSIUH CHLORIDE 0,031?. IN DE>CTROSIE .!SX AND SODIUH 
CHLORIDE 0.9?. IN PLASTIC CONTAINER 

KENDALL tlCGAH 5GW100ffl.;37118✓100ffl.; 
900H8/lOOHOI Nl9630 025 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.07.!SX IN DE>CTROSE 101. AND SOOIUH 

CHLORIDE 0,21. IN PLASTIC CONTAINER 
KENDALL tlCGAH 10GH/100Hl;7SM;!l00Hll 

200H9/100Hl.N Nl9630 032 
FEB 17, 1988 

POTASSIUH CHLORIDE 0,07.!SX IN DE>CTROSIE 101. AND SOOIUH 
CHLORIDE 0.4.!SX IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHl; 7SM;!l00ffl. & 
4SOIC/lOOHOI Nl9630 038 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.07.!SX IN DE>CTROSIE 10?. AND SOOIUH 

CHLORIDE 0.9?. IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOHl; 7SM;/l00ffl.; 

900H8/lOOHOI tU9630 ~ 
FEB 17, 1988 

MMRW m,.grm1 a.om P PIO'RI B M IPRW 
mMIPJ P,P P ffM'l"D WffMHD 

KENDALL tlCGAH S§WlOOHL l ;ntlOOHL l 
200,S,lQOffl.JII Nl9630 008 

FEB 17, 1988 
mTMPr mMIPI ,,,m :g llll!QfflllH B " IPRW 
mMIPI l,JR P 8M1"D R«AHD 

KENDALL tlCGAH S§WlOOl1Ll7M(lQOl1Ll 
HM/lOOffl.JII Nl9630 014 

FIEB 17, 1988 
mTMPr mMIPI P,PlR JN PIIQC'l'NI BM IPRW 
MRPW: P,W JN nMIP R«AHD 

KENDALL tlCGAH S§WlOOl1Ll7M(lOOl1Ll 
ffi151100ffl.JII Nl9630 020 

IFIEB 11, 1988 

/? 

PEx:tROSE& PQTASSJUM CHLORIDE& SOQJW CHLQRJQE 

le 

INJECTABLE; INJECTION 
P9IAJIPJl1 on.mu P,9ZR :g QIQIUUI RM MRII 
Cffl.WH 9,R P PLNIP WffAHD 

KENDALL HCGAH ,!SGH/lOOl1Lr7M(lOQW.l 
tQQISllQOHIJil Nl9630 026 

FEB 11', 1988 
POTASSIUH CHLORIDE 0,01.!SX IN DE><TROSE 51. AND SOOIUH 

CHLORIDE 0,11?. IN PLASTIC CONTAINER 
KENDALL HCGAH SGH/lOOHL;7SM;/lOOHL; 

llOl18/lOOHLJII Nl9630 002 
FEB 17, 1988 

POTASSIUH CHLORIDE O,llie IN DE>CTROSIE 10?. AND SOOIUH 
CHLORIDE 0,21. IN PLASTIC CONTAINER 

KENDALL HCGAH 10Gtl/lOOHL;llOl18/lOOHL; 
200HG/100HLJII Nl9630 033 

FEB 17, 1988 
POTASSIUl1 CHLORIDE 0.111. IN DE>CTROSE 101. AND SOOIUH 

CHLORIDE 0,4.!SX IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOHL;llOl18/lOOHL; 

450H8/100HLJII Nl9630 039 
FIEB 17, 1988 

POTASSIUl1 CHLORIDE 0,11?. IN DE>CTROSIE 101. AND SOOIUH 
CHLORIDE 0.91. IN PLASTIC CONTAINER 

KENDALL HCGAH 10Gtl/lOOHL;llOl18/lOOHL; 
900HG/l00HLN Nl9630 045 

FIEB 11, 1988 
POTASSIUl1 CHLORIDE 0,11?. IN DE>CTROSIE .!SX AND SOOIUH 

CHLORIDE 0,11?. IN PLASTIC CONTAINER 
KENl.lALL HCGAH SGH/l0OHLlllOl18/l0OHLI 

llOl18/100HlJII Nl9630 003 
FEB 17, 1988 

POTASSIUH CHLORIDE 0,111. IN DE>CTROSE Si! AND SOOIUl1 
CHLORIDE 0,2?. IN PLASTIC CONTAINER 

KENDALL HCGAH SGH/l0OHL;llOHSJ'l0OHL; 
200H8/100HLJII Nl9630 009 

FEB 17, 1988 
POTASSIUl1 CHLORIDE 0.11?. IN DE>CTROSE .!SX AND SOOIUH 

CHLORIDE 0,33?. IN PLASTIC CONTAINER 
KENDALL HCGAH SGH/l0OHLlllOl18/l0OHL; 

330H8/100HLJII Nl9630 015 
FEB 17, 1988 

POTASSIUl1 CHLORIDE 0,11?. IN DE>CTROSE .!SX AND SOOIUH 
CHLORIDE 0,4.!SX IN PLASTIC CONTAINER 

KENDALL HCGAH SGH/lOOHLlllOl18/lOOHL; 
4SOl18/l00HlJII Nl9630 021 

FEB 17, 1988 
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PEXJ'ROSli PQDSSiltl Clfl.ORIQEi SOQJW CHlQIUQE 

Ae 

Ae 

Ae 

Ae 

1NJ£CTA8LIH 1NJ£CTlON 
POTASSllll CHLORIDE C UX lN DEXTROSE 5% AND SODllll 

CHLORIDE O. t;c IN PL• 1TlC CONTAINER 
KENDALL NCGAN IGtVlOOMI. ;llOHG/lOOML; 

900HG/100Hl.N Nl9630 OU 
FEB 17, HU 

POTASSllll CHLORIDE 0.15% IN DEXTROSE lOX AND SODIUH 
CHLORIDE 0.2" IN PLASTIC CONTAINER 

KENDALL NCGAN lOGIVlOOMI.; lSOHG/lOOMI.; 
200HG/100!1UI Nl9630 034 

FED 17, 1988 
POTASSllll CHLORIDE 0.15% IN DEXTROSE 101. AND SODilll 

CHLORIDE 0.4SX IN PLASTIC CONTAINER 
KENDALL NCGAN lOGIVlOOMl. llSOtG.llOOttl ; 

4SOHG/100!1UI Nl9630 MO 
FEB 17, 1988 

POTASSilll CHLORIDE O. llX IN DEXTROSE lOX AND SODilll 
CHLORIDE 0.9X IN PLASTIC CONTAINER 

KENDALL NCGAN lOGIVlOOHl; lSOHGllOOMI.; 
900HG/100!1UI Nl9630 M6 

FEl8 11, 1988 
MtPPM CiHLWH l,W 1H DPJ'MII R M mM 
eu,,an1 I, P 1H PYIIP PJ'MI.P 

KENDALL HCGAH 5GWlruM,;l!i01Sf1Q!!I.; 
20QJS11oom,111 N19630 010 

FEB 17, 1988 
MMIJM1 eu,,ap1 o.m 1H IPJ'MII R M mM 
eu,,an1 9,IIIR DJ nMl'P PJ'MI.P 

KENDALL HCGAN wv1on;15"tlO!!I.; 
33QJSl100HU8 Nl9630 016 

FEB 17, 1988 
MMIJM1 CHQll!DI 9,W DJ IPPJ'MII R M PM 
CHQll!DI t,W DJ PLAll'U PJ'MI.P 

KENDALL HCGAN 5GWlO!!l.;lSQJSllO!!l.l 
!tSOJSl19Qt!L.N N19630 022 

FEB 17, 1988 
mumm CHQll!DIE ,.m :g PPJ'MII R " PM 
CHQll!DI l,D DJ PYIIP grmg 

KENDALL HCGAN 5GW10!!1. ;150MG(lruM,; 
?OOJSllOQt!L.N Nl9630 028 

FEB 17, 1988 
POTASSilll CHLORIDE O.lSl IN DEXTROSE Si'. AND SODIUH 

CHLORIDE O.lli! IN PLASTIC CONTAINER 
IC.IENDALL HCGAN IGtVlOOHl; lSOHG/lOOMI.; 

llOHGllOOHLIII N\9630 004 
FEB 17, 1988 

POTASSIUH CHLORIDE 0.22% IN DEXTROSE 101. AND SODIUH 
CHLORIDE 0.2i! IN PLASTIC CONTAINER 

KENDALL HCGAN 10GIV100Hl,220HG/l00Hl; 
200HG/l00Hl.N Nl9630 035 

FEB 17, 1988 

fl{ 

UxtBOSE i PQTA§Slltl CHLQBIQE I SQQlltl CHLQBIDE 

1NJ£CTA8LE; INJECTION 
POTASSilll CHLORIDE 0.221. IN DEXTROSE lOi'. AND SODilll 

CHLORIDE 0.45% IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/lOOHL;220HGllOOHL; 

ftSOHGllOOMUI Nl9630 041 
FEB 17, 1988 

POTASSilll CHLORIDE O.HX IN DEXTROSE lOX AND SODilll 
CHLORIDE o. 9X IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHL;220HG/lOOHL; 
900HGl100HlJI Nl9630 047 

FEB 17, 1988 
POTASSllll CHLORIDE 0.221. IN DEXTROSE 5% AND SODIUH 

CHLORIDE O.lli'. IN PLASTIC CONTAINER 
KENDALL HCGAN !SGt1/lOOHL;220HG/lOOHL; 

llOHG/lOOHlJI Nl9630 005 
FEB 17, 1988 

POTASSIUH CHLORIDE O.Hi'. IN DEXTROSE Si'. AND SODIUH 
CHLORIDE 0.21. IN PLASTIC CONTAINER 

KENDALL HCGAN !SGt1/lOOHL;220HGllOOHL; 
200HG/100HlJI Nl9630 011 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.221. IN DEXTROSE Si'. AND SODIUH 

CHLORIDE 0.331. IN PLASTIC CONTAINER 
KENDALL HCGAH !SGt1/lOOHL;220HG/100HL; 

330HG/lOOHLIII Nl9630 017 
FEB 17, 1988 

POTASSilll CHLORIDE 0.221. IN DEXTROSE 5% AND SODIUH 
CHLORIDE 0.45% IN PLASTIC CONTAINER 

KENDALL HCGAN 56H/100HL;220HG/100HL; 
4SOHG/100HlJI Nl9630 023 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.22% IN DEXTROSE SY. AND SO0IUH 

CHLORIDE 0.9% IN PLASTIC CONTAINER 
KENDALL HCGAH !SGt1/l00HL;220H6/100HL; 

900HG/100HUI Nl9630 029 
FEB 17, 1988 

POTASSIUM CHLORIDE 0.3% IN DEXTROSE 101. AND SODIUH 
CHLORIDE 0.2% IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHL;300MG/lOOHL; 
200HG/l00HlJI Nl9630 036 

FEB 17, 1988 
POTASSIUH CHLORIDE 0.3% IN DEXTROSE 101. AND SOOIUH 

CHLORIDE 0.451. IN PLASTIC CONTAINER 
KENDALL HCGAH lOGH/100Hl;300HGllOOHL; 

4SOHG/lOOHLII Nl9630 042 
FEB 17, 1988 

POTASSIUH CHLORIDE 0.3% IN DEXTROSE 10% AND SODIUH 
CHLORIDE 0.91. IN PLASTIC CONTAINER 

KENDALL HCGAH lOGH/lOOHL;300HG/100HL; 
900HG/l00HlJI Nl9630 048 

FEB 17, 1988 
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PEXJRPSE • PQTASSJl.,!'l CHLORIDE i SQPIW CHlQBIDE 

A! 

A! 

A! 

A! 

A! 

A! 

A! 

A! 

IN.JECTABLE; INJECTION 
PWAU'P,111 em.emu I, R DI lllmffll!OII P M RM nMQI 
o.g IN PI.Am9 COffl'.AJHQ 

KENDALL HCGAH 5GH(lOOffl,mlOHGllOOHU 
20QMGl100ffl,ll Nl%30 012 

FEB 17, 1988 
mMIM1 nMQI l,R DI 11m1n1 R M RM nMQI 
9, IP DI PLAJ11C-COffl'.AJHQ 

KENDALL HCGAH 5§1YlOOHU3AAM!itlOOHU 
33QMGl100ffl,ll Nl9630 018 

FEB 17, 1988 
mMIM1 c;m.mm,1 o.p DI Pmffll!OII RM RM nMQI 
!M:R IN PLYD,'C PHAPEB 

KENDALL HCGAH 5GH(lOM;300HGllOOHl; 
!tSQMGtlOOffl.• Nl%30 021'+ 

FEB 17, 1988 
PWMIM1 CWNPI 9,R IN lmffll!OII R M !INM CH.QRII 
9,ffl IN PI.Am9 COffl'.AJHQ 

KENOALL HC~ 5GH(lOOHL,i30Qtfi(lOOHU 
'9QHG.tlQOHl.N Nl%30 030 

FEB 17, 1988 
POTASSIUH CHLORIDE 0,31. IN DEXTROSE 51. ANO SODIUH CHLORIDE 

O.llY. IN PLASTIC CONTAINER 
KENDALL HCGAH 5GH/lOOHL;300HG/lOOHL; 

llOHG/lOOHLlll Nl9630 006 
FEB 17, 1988 

PWMIM1 Cffl.cNPI MIMD IN Pmffll!OII R M RM 
!!jl.Ogpl o,m IN PI.Am9 CONTAJHQ 

AB80TT LABS 5GH(l00ffl,; z,, !UitlOOffl.; 
450H&(l00Hl.N 

Nl8362 005 
HAR 28, 1988 

mYIRII Cffl.cNPl l§IHU IN lmffll!OII RM WM 
ml.OIQI 9,S DI ,a,.ynq comma 

AB80TT LABS 5§1YlOOHUZ,,!UitlOOHU 
'90H&(lQOHI.N 

5G1Y1oom.;l'tffllillOPHL,i 
'9QMGl100HLN 

Nl9691 002 
HAR 24, 1988 

Nl9691 004 
HAR 24, 1988 

/7 

P!:XU9H• PQTASSIUH CHlQBIQEi SQPIW CHLORIDE 

A! 

Al? 

A! 

A! 

A! 

IMCTABLE; IMCTION 
POTASSIUH CHLORIDE lOHl!Q IN DEXTROSE IX ANO SODIUH 

CHLORIDE 0,221X IN PLASTIC CONTAINER 
ABOOTT LABS !iGH/lOOHU 74. !it'ISl'lOOHU 

22.!it'ISl'l0OHLll 

5GH/lOOHL;l49HG/lOOHL; 

Nl8365 002 
JUL OS, 1983 

22.!it'ISl'l0OHLll Nl836S 006 
HAR 2th 1988 

POTASSIUH CHLORIDE lOHl!Q IN DEXTROSE IX AND SODIUH 
CHLORIDE 0.3Y. IN PLASTIC CONTAINER 

ABBOTT LABS 5GH/lOOHL;74,!it'ISl'lOOHL; 
300HG/100HL Nl8876 001 

JAN 17, 1986 
5GH/lOOHL;l49HG/lOOHLJ 
300HG/100Hlll Nl8876 006 

HAR 28, 1988 
PWMIM1 Cffl.Qlml l§IHU IN PIKD911 RM WM 
!l!JI.OIQI 9,S DI PLAl'l"D comma 

TRAV£NOL LABS SGH/l00Hl&l,5HG/100Hl; 
'9Qtfi(lOQHLN Nl9308 004 

APR OS, 1985 
PWMIMl Cffl.Qlml VMU DI PMPMIE P M WM 
!l!JI.OIQI o,m IN PI.Am9 CONTAJND 

ABOOTT LABS 5GH(l00Hl &2;!4HG/lOOHU 
'tSOH&(lOQHI.N Nl8362 006 

HAR 28, 1988 
m:mmM Cffl.Qlml VMD IN PMffl!E RM WM 
DMPIB 9,S DI PLAl'l"D COffl'.AJNI! 

ABOOTT LABS 5§1YlQOHl;224"G/lOOHL; 
'9Qt5(1QQHI.N Nl9691 OG6 

HAR 24, 1988 
POTASSIUH CHLORIDE lSHl!lil IN DEXTROSE SY. ANO SODIUH 

CHLORIDE 0,221X IN PLASTIC CONTAINER 
ABBOTT LABS 5GH/lOOHL;224HG/lOOHL; 

22.!it'ISl'l0OHLll Nl8365 008 
HAR 28, 1988 

POTASSIUH CHLORIDE l!iHElil IN DEXTROSE IX ANO SOl>Illl 
CHLORIDE 0,31. IN PLASTIC CONTAINER 

A980TT LABS 5GH/lOOHL;224HG/lOOHL; 
300HG/100Hlll Nl8876 007 

HAR 28, 1988 
MMPM DMPB ICll4U DI PMffll R M WM 
nMQI o,m DI 11!1.ASTB CONTA'l'NIER 

A980TT LABS 5GH(lOQHL>l49M8/lOOHL; 
450H&(lOQHI.N 

SGN/lOOHL;298HG/lOOHl; 

Nl8362 010 
JUL 05, 1983 

4SOHG/100HI.Jil Nl8362 007 
HAR 28, 1988 
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Pl>nJlOH i memw CIILQUPI i SOQ:P:W CIILQUPI 

A! 

A! 

A! 

A! 

A! 

INJECTABLE J INJ!CTION 1§11111 DI PPDOII B M __,, 
Prtm!t n,gm,1 -«APP 
PUIPI 1,21 m nMlD 4M{lQQULs 

AHOTT LADS l§HllOQULU N1969l 001 
'9QHli/lOOMLIII HAR 24, 1968 
l§HllOQUL12w,v1on; 
,OOJ5(100Mllll N1969l 008 

HAR 2'+, 1968 
POTASSillt CHLORIDE 20HEG IN DEXTROSE !JC AND SOOillt 

CHLORIDE D. USJC IN PLASTIC CONTAINER 
AHOTT LADS SGH/lOOHUl'+CJHG/lOOHL; 

N1836!5 001 H!!iHI.VlOOML 
SGH/lOOMU296HS/lOOMU 
22!!iHI.VlOOHLIII N1836!S 009 

HAR 24h 1968 
POTASSillt CHLORIDE 20HEe IN DEXTROSE !JC AND SODlllt 

CHLORIDE 0.3% IN PLASTIC CONTAINER 
AHOTT LADS !.GWlOOMU296HS/lOOMU 

ll'.'ot'IGllOOHLIII N18876 008 
HAR 28, 1968 

POTASSillt CHLORIDE 20Ht:Q IN DEXTROSE !JC IN SODillt CHLORIDE 
0.3X IN PLASTIC CONTAINER 

ABBOTT LABS SGH/lOOHl.;14ffiG/lOOHL; 
30ot'IG/100HL N18876 002 

JAN 17, 1986 
fflUNII utn p RIKD9H R M AM P9'DYIN1 CIOm'HJ.tQ 

pn.oitpl t,W P 'w:tun~ijac,110n; 
AHOTT LADS !$0MG(lOQUL N1836! 002 

fflUNII utn iR9 HKDQII B M AM 
PIIMIM1 pump P«HJ.tU 
pn.oitpl t,H m l§HllOQUL;HffitlOQUL& 

AHOTT LADS ,OOJ511QOMLIII N19691 007 
HAR 24, 1968 

POTASSillt CHLORIDE 30HEG IN DEXTROSE !JC AND SODillt 
CHLORIDE 0.225X IN PLASTIC CONTAINER 

AHOTT LADS !iGtvlOOML;22ltHG/lOOML; 
22!!iHI.VlOOHLIII N1836S 003 

JUL OS, 1983 
POTASSillt CHLORIDE 30HEQ IN DEXTROSE 5X AND SODillt 

CHLORIDE 0.3X IN PLASTIC CONTAINER 
ANOTT ti.BS SGH/100MLJ2~10011l; 

300HG/100HL NlM76 003 
JAN 17, 1986 

PIIMIM1 fflUNII MD U HIC'J1QII R M PM 
fflUNII 9,H U PLM'l'D P«APP 

TRAV!NOL LADS SGM(lOOffl,,l22fflG/10QUL~ 
,OQl5/lf!!&lll Nl9308 006 

APR OS, 1985 

fb 

UX'J'.BOS! i PPJ»UW CHLORIDE I SOQIW CHLORIDE 

A! 

A! 

Al! 

Al! 

A! 

A! 

INJ!CTMLl!J INJ!CTION 
memm PMIQI WM m IIPffllOII B " IPAIM 
RtMNPi l,W m &YID -«APP 

AMOTT LAU MiM(lOOHl,12,nllQOHl,l 
!$915,1100ML Nl8362 003 

mIMPN ffll.ftUI WM iffl PIPffllOII B M IOPM 
QMBDI 9,H P PIMID Rft'MUU 

AMOTT LAU l§H/lOOMLl2,nflOOHl,1 
,0915,1100Ml.lll N19691 009 

HAR 24, 1968 
POTASSillt CHLORIDE 40HEG IN DEXTROSE !JC AND $ODIi.it 

CHLORIDE 0,225"- IN PLASTIC CONTAINER 
AMOTT LAU SGH/lOOHU296HS/lOOHL; 

22SHG/10ot'lllll N1836!5 004 
JUL OS, 1983 

POTASSillt CHLORIDE 40HEG IN DEl<tROSE !JC AND SODillt 
CHLORIDE 0.3~ IN PLASTIC CONTAINER 

AMOTT LADS SGH/lOOML;298HG/lOOHL; 
30ot'IG/l0ot'ILIII N18876 004 

HAR 28, 1988 
lWYAII ffll.OIUI fflQ iffl IIPffllOli R M 10DJUM fflLWPIIIE 
R,W iffl PIMDR PQ'QHQ 

AMOTT LADS SGM(lOQMU74,!iHG/lOQMU 
4SOMG/100MLIII Nl8362 008 

HAR 28, 1988 
SGM(lOOML;19n1100ML; 
'tSQHGllOQMl,111 N18362 004 

HAR 28, 1988 
NtMRUM pn.oltpl RID iffl PIJC'l'RIII R M IODJUM fflLWPIE 
P•H m PI.Al'l'P P«MHIII 

AMOTT LADS SGM(lOOML;74.!iHG/100ML; 
,OOJ5(100MLIII Nl9691 001 

HAR 24, 1988 
SGM(lOOML;14n110QML~ 
,OOHG/lOOHl,111 Nl9691 003 

HAR 24, 1988 
POTASSillt CHLORIDE HQ IN DEXTROSE Sl AND SODillt CHLORIDE 
0,225~ IN PLASTIC CONTAINER 

AMOTT LADS SGH/lOOHLl74.!!iHI.VlOOHL; 
22SHG/10ot'lllll 

SGH/lOOML;l4ffiG/lOOHL; 
22SHG/100Mllll 

Nl8365 005 
HAR 28, 1988 

Nl836S 007 
HAR 28, 1988 
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PEXJlOSEit P9JASSM CHLmIDEp PXW CHLORIDE 
INJECTABLE; INJECTION 

POTASSIUH CHLOftIDE !NEQ IN DEKTROSE 11. ANO SOOIUH CHLOftIDE 
O.!SX IN PLASTIC CONTAINER 

AMOTT LABS SGM/lOONLi7'\.IHG,'lOOHU 
300HG/100NLN 

SGM/lOONL ;11\H/lOONLI 
300HG/100HLN 

N18876 005 
HAR 28, 1'88 

N18876 009 
HAR 28, 1'88 

PEXJ19SE i SODJW CHLmIDE 

le 

INJECTABLE; INJECTION 
DEKTROSE lOX ANO SOOIUH CHLOftIDE O .111. IN PLASTIC 

CONTAINER 
KENDALL HCGAH lOGH/lOOHL;llOHG/lOOHLN N19631 011 

FEB 24, 1988 
DEKTROSE 101. ANO SODIUH CHLOOIDE 0.21. IN PLASTIC CONTAINER 

KENDALL HCGAH 10GH/100Hll200HG/100HLN N19631 012 
FEB 21\, 1988 

DEKTROSE 101. ANO SOOIUH CHLOOIDE O. 3:SX IN PLASTIC 
CONTAINER 

KENDALL HCGAH 10GH/100Hll330HG/100HLN N1963l 013 
IFIEB 21\, 1988 

DEKTROSE 101. ANO SOOIUH CHLORIDE 0.1\51. IN PLASTIC 
CONTAINER 

KENDALL HCGAH 10GH/lOOHLi450HG/lOOHLN N19631 014 
IFH M, 1988 

lllmn:BQH m " WM IH.mll ··• m PBMJ'IR Rffgp KENDALL HCGAH lQWlpQHU?QM{lOOMlJS N19631 015 
FEB 24, 1'88 

DEKTROSE 2.11. ANO SOOIUH CHLOOIDE 0.111. IN PLASTIC 
CONTAINER 

KENDALL HCGAH 2.SGMllOOHLI 
llOH8/lOOHLN N19631 001 

FEB 24, 1988 
DEKTROSE 2.11. ANO SOOIUH CHLORIDE 0.21. IN PLASTIC 

CONTAINER 
KENDALL HCGAH 2 .SGtVlOOHL; 

200HG/100HLN Nl9631 002 
FEB 24, 1988 

DEKTROSE 2.11. AND SOOIUH CHl.OftIDE 0.33V. IN PLASTIC 
CONTAINER 

KENDALL HCGAH 2.SGWlOOHL; 
330HG/100HLN Nl9631 003 

FEB M, 1988 

PEXJlOSEt SOQJW CHLmJDE. 
INJECTABLE; INJECTION 

11Pm9H l,R MP WM MMDI 9,W :g IPIMtP 
~ 

A! KENDALL NCGAN 2,utVlQOHLI 
,sntlOOHl,N Nl9631 004 

FEB 24, 1988 
DEXTROSE 2,11. ANO SOOIUH CHLORIDE 0.91. IN PLASTIC 

CONTAINER 
KENDALL HCGAN 2.SGWlOOttLI 

900HG/100ttLN Nl9631 OOS 
FEB 24, 1988 

DEKTROSE 11. AND SOOIUH CHLOOIDE 0,111. IN PLASTIC CONTAINER 
KENDALL HCGAH 5GH/lOOHL;llOH8/lOOHLN N19631 006 

FEB 24, 1988 
IHJffMH R M WM g11.m11 o.g im IPI.AJID Rn'AJND 

A! KENDALL HCGAH Ut:YlOOHU20M/lOOHLN Nl963l 007 
FEB 24, 1988 

l!PffMH R " IBM lffl.Oll!UIE o. IR :g PI.Al'm wm:mn 
A! KENDALL HCGAH SGM/100HLl33M/100HI.N N19631 008 

FEB 24, 1988 
PWDUI R " WM PHWRH ,,w m ipLAIJU wm:mn 

A! KENDALL HCGAH ay100Hp4SOHGflOOHI.N Nl963l 009 
FEB 24, 1988 

IHXJ'WI R" WM ljHI.OmlllE , •• m PI.AJID pqmg 
A! KENDALL HCGAH SGM(lOOHL~90M/lOOHl,N Nl9631 010 

PIAJUZQAJE HEGLUHINEi PIAJRJZQATE SOQIW 
INJECTABLE; INJECTION 

IINQML•lf 
A! SWIBB DIAGS ~;~ 

DimPAH 
~V,· 

FEB 24, 1988 

N89347 001 
.Ml 01, 1988 

>..Alm..> Al 
>..Alm..> 
>....amL> Al 
>..au..> 
>....amL> Al 
>....amL> 

TABLEn ORAL 
HMIMM 

PIONEER PHARHS IP ... 
1otP 

N70787 001 
AUQ 02, 1988 

N70788 001 
AUQ 02, 1988 

N70776 001 
AUQ 02, 1988 

17 



PJ@PM 

TMUn ORAL 

m< DR\18 PRODUCT LIST/ CUMULATIW SUPPLIEMENI' NUHNlt 8 I JAN'M • AU8 1M 

nnqmo, pucnm 
18 

.. 
M WAN1\IN PHAHS 

• 
• 
Mµq,qDJ 

CAPSULE; ORAL 
PROGLYCEM 

MED MKTG SPEC 
a 

IM#tW!.#1 
INJECTMLEJ INJECTION 

HMIIDI 
A! WADPHAIIHS 

SUSHNSIONI ORAL 
N08LYCEM 

MED MKN SPEC 
IM~!.#1 

.QRI.OfENAC AJW 

1tP .. 
1ll!liN 

IOH9 
loote 

''""'' 
~ 

5otGIHL 
Ji/iNINJ 

TMLET, EN'l'HIC COATED 5 ORAL 
YOlTAREN 

CIBA PffAll4 2!ital 

50IG8 

7!ital 

PJEJJO'a.cmwmt; CIJMD 

TMLEn ORAL 
HETRAZAN 
/ttdt,,U/J'J.#1 

I LEDEIIU.E LMS 
,_IN,/ 

IOH9 

N7M31 001 
APR H, ltel 

N7MU 001 
APlt H, ltel 

N7M33 001 
ANH, ltel 

tU'MU 001 
Nl71\25 002 

ltt/.11+U1'd'J.I 

N71908 001 
JAN 26, ltel 

NlNS!S 001 
l~'J.j~j1'd'J.I 

Nl920l 001 
JUL 28, ltel 

Nl9201 002 
JUL 2th ltel 

Nl920l 003 
JUL 2th 1988 

/tW,~j1'dtl 
N061\S9 001 

>..m.L> 
>..m.L> 
>..m.L> 
>..M,L> 
>..M,L> 

CHAIU TOPICAL 

ld~/dutd'IA1f.l t,;U'IJ 

a UPJOHN o.oJX 

PIPYMmB PHQSPHAD 

>..M,L>. 
>..M,L> 

>..M,L>. 
>..M,L> 

CAPSULE, CONTROLLIED Rl!LIEASI!; ORAL 
RIPPYM1P!lt l!MMJI 

KY PHARH 11!1 lOH MP 

HPIMU a 
SEARLE 11!1 lQM USE 

PWNI HYQROCHLPftJB 

INJECTABLE; INJECTION 

'"11r:,~1~ 
Nl9U9 001 

AUG 28, 1985 

N71929 001 
AUG 19, 19M 

N186SS 001 
JUL 20, 1982 

MMWtl 5 IN l!PfflMI R IN Pl.Mm grmg 

(g 

A! 

A! 

A! 

lu.J 
Iii.I 
/u.J 

IW<TER 8Dl:§(100ffl, Nl 9611 001 

lftfA'll.t$dtl J'J.#1 

16Dl:§(100ffl. 

HOl:§(lOOffl, 

61\0MG/l0OML 

ldMl)tdH(./ 
Jt4HaSJtfH(./ 
1'dHIVtfdM./ 
1,1tdf¥.)'J.,f,tlf./ 

HAR 27, 1987 
N19615 002 

MAR 27, 1987 
N19615 003 

MAR 27, 1987 
N19615 004 

MAR 27, 1987 

,~~~1'-~Ji~ 
/ .. t~-,,,ij1it,t~:.i~ 
'i.ti'J.~~it,~~)/ 

lffA.1Mt~i;,~~~:,1 
1,wilJJr,:H,11 



DQX!Pffl HVDROCW,ORIH 

CAPSULE; ORAL 
AMm 

M PEtfftALT 

-«PINS 
Al DARR LABS 

Al 

Al 

Al 

Al CHELSEA LABS 

Al 

Al LEDERLE LABS 

Al 

Al 

Al 

Al 

Al 

CClNCEtmtATEJ ORAL 
PVIUHQL 

M HY K LABS 

QO>O'.CVCUNE am;g.m 

CAPSULE; ORAL 
Rn!PJ91.NE mlMII 

Al YITARINE 

61! 

61! 

RX DRUG PRODUCT LIST, CUIU.ATIYIE SUfflEHIENf NUHHR 8, JAN'M - AUG'M 

PPHJR 

Et lm&MU 

UiMUP 

Et SM MUN 

Eli ZMUP 

Et lQM UP 

Et ZM UP 

IE9 la& UP 

Et lot& UP 

H 2M UP 

IE91M UP 

!EIZMIAP 

EQ lOOHG BASEN 

EflllMUP 

Et lot& BASE/fflJIII 

!Iii 1M loWM 

NlH87 007 
APR 13, 1987 

N71S02 001 
FEB Uh 1988 

N71653 001 
FEB Uh HM 

N716M 001 
FEB Uh 1988 

N71521001 
FEB US, 1988 

N71763 001 
FEB 09, 1988 

N71764 001 
FEB 09, 1988 

N71685 001 
JAN 05, 1988 

N71686 001 
JAN O!h 1988 

N71673 001 
JAN 05, 1988 

N7167ft 001 
JAN OS, 1988 

N71675 001 
JAN O!i, 1988 

N71676 001 
JAN 05, 1988 

N71918 001 
JUL 20, 1988 

N62780 001 
APR 12, 1988 

!El lQM MHIYJAl,lll N625H 001 
HAR 09, 1988 

H UM MHIYIAl.lll N6ZSH 002 
HAR 09, 1988 

INJECTAILU INJECTION 
m,ma, 

61! AMOTT LABS 2.M(HUII 
61! DUPONf CRI CARE 

>...m..> 61! QUAD PHARHS 

Z,MIMLM 

2,MOti,811 
>...m..> 
>...m..>e I• !liMGIHUI >...m..> 

I~ 

QPEBJDQLI fENfANYL CITRATE 
INJECTMLEl INJECTION 

fMWL RIMJIE M HOpg:poL 
61! AMOTT LABS 2,M/ffl,l 

ltWM 
61! JANSSEN PHARMA 

UPfflJNIW tHLORJPI 

INJECTMLE; INJECTION 
IIYIIIPL 

Al! ORGANON 

ENALAPBJLAJ 
INJECTABLE; INJECTION 

YASOTEC 
MSID RES LABS 

ENALAPBJL HALEffi 
TMLET; ORAL 

YASOTEC 
MSID RES LABS 

H o. PM BASE/Ml.Ill 

2,!liMGIHLI 
El o,on UH/HUI 

lMIHIJI 

l,2!il1G/HUII 

2.!iHGIII 

19 

N71Ml 001 
FEB 29, 1988 

N716tt5 001 
APR 07, 1988 

N71Ml 001 
AUG 17, 1988 

N71M2 001 
AUG 17, 1988 

N71912 001 
HAY Ott, 1988 

Nl6M9 001 

N89624 001 
HAY 13, 1988 

Nl9309 001 
FEB 09, 1988 

Nl8991 005 
JUL 26, 1988 



me l>ltUQ PRODUCT LlST I' CUtM.ATIW SUPPU!HINT NUNIH 8 I' JAN'II - AUG'II 20 

IPWPNDI' \IPQCAVI; H'fDRHLQRJPI 

INJ!CTMLEJ INJ!CTION 
Lc'DPWM HQL " lf.N\IMIJM 6! ANOTT LAIS O.OONIII,~~ 

6! g. OONlll,iMN 

6! g.oont11,i.L.HM 
6! o,oont11,;~ 
6! Q,OONlll,i~ 

6! o.olK§lffl.;U-
61! o.olK§lffl.;~ 

>..J».L>/lil/ Uti8V /i~iiie£W 
>..JWL> a LElt10N O.OlHSIHL~lX 

m'LBYUI W IPPIP!Rffll: 
Ae ASTRA PHARH PRODS o,oont11,;~ 
e o,oont11,1\f! 
Ae o.oont11,;~ 

IIW9LOJP KEsyuTEs 

TQLEn ORAL 

IW 
um:t@L 

M CHl:LSEA LAIS 

~i 
LINGUAL 

a RIKER LAIS 
a 

11
11 

_,, 
M CHELSEA LAIS 
M 

/UM 

1tS 

O.SH8 
lHG 

Ln 
1tS 

N8'6D 001 
JUN U, 1988 

N8M9 001 
JUN U, 1988 

N8'6U 001 
JUN U, 1988 

N8'6!0 001 
JUN U, 1988 

N8'6!il 001 
~ u. 1988 

N8'644 001 
~ U, 1988 

N8'646 001 
~ U, 1988 

I.W~!,1',tl 
~63 001 

N064a3 013 
N064a3 018 

NOY 13, 1986 
N064a3 019 

NOY 13, 1986 

,a,,,~i~ 
N88207 001 

HAR 22, l~ 

~11t~,,i~ 
N84868 001 
N85809 001 

~lfti1i:1~ 
N86189 001 
N86l88 001 

20 

HYJJffl9MVCIN 
SOLUTIONi TOPICAL 
~ 

AI NASKA PHARMA ~ 

Didi 
AI PADOOCK LAIS ~ 

EBYJJffl9MVCJN EJHYLSUCCJMJJ 
TABLET, CHENABLE; ORAL 

mm 
M ANOTT LAIS H 20H M§E1111 

IERVJHRQHYCIN IEJHYLSUCCINlJJP SULfISQXAZOLE ACETVL 

N62957 001 
JUL 21, 1988 

N62687 001 
FE8 OS, 1988 

N50297 003 
JUL OS, 1988 

GR~LE; ORAL yupmHAJIE M IULf'JiR'JMOU MDXL 
u:mnmmt mu Ei 20a BASE/.5 ML; M BARR LABS EQ §OH BASE/.5MLIIII N627S9 001 

HAY 20, 1988 
AY',lOLI 

M ALRA LABS Ei 2QM IASEl.5ML; 
H flQM BASE/.5111,,1111 N627!i8 001 

JUN 15, 1988 
IPQMPLI 

M ROSS LABS 11 29a ,ase/.511\; 
Ii 690MG ,ase/.5MLIIII N50529 001 

Efn'.THROHVC!t:I LlC:mllONATE 

INJECTQLE; INJECTION 
lfflt'MlOCIH 

e ABBOTT LABS Ii :.i9M IASIO!HLIIII N62!i86 001 
JAN 04, 1988 

le i!UIII BAS§O!IA!.1111 N62!i86 002 
JAN 04, 1988 

EBYD!ROHVC!N maBAIE 

T .. / 11 · ~~~, lft~ ~~i"1~~~i~ I _ I 
a BRISTOL LABS EQ 250HG BASE N61304 001 
a EQ 2SOHG BASE N61887 001 



RX DR\.19 PRODUCT UST ✓ C:lHILATIYE Sffl>PlENENf NUHBER 8 I JAN'88 - AUG'M 21 

ERYTiffl9MYCJN SJEARAJE 
TA8LEn ORAL 

~I -ldA'1t'!,/ 
a PARKE DAVIS 
a 

'"" a- ABBOTT LADS 
.DfflHBI 

~I 
ii LEDERLE LADS 
::,, ., 

IW - lf.J:6'!.I 
a PFIZER LADS 

ESHOLQL HVDRQCHLQRIQE 
INJECTABLE; INJECTION 

BREVIBLOC 

/rM. 
l __ -

EQ 250H6 BASE 
EQ 500H6 BASE 

/M.:,~~ 
EQ 125118 BASE 

,~-.:~ 
EQ SOH BASE 

>..,ADO_> DUPONT CRI CARE l0119111U1 
>..,ADO_> 

!;SUB 

INJECTABLE; INJECTION 
ESTRONE 

/di/ /'!,it~t~/f.J:6'!,/ 
STERIS LADS 

THEELIN 

~=~ ll#i-tld/..~t'!,/ 
a PARKE DAVIS 
a 

/$t¥/tlf.l 
5l1G/lil. 

~-~ lHG/HL 
SHG/Hl 

ETHJN'fb ESIMQIPL• NQREJHJNQRU 
TA8LEn ORAL-21 

AIBP VPl•H 
61 SEARLE PHARHS o. Q3ffllinUP 

~=,11~,,~~ 
N'2032 001 
N62032 002 

11¥,u,"''' "60359 002 

1=,ui~,,~~ 
"62089 001 
N62089 002 

/t'4/,J.ijt/d'# 
"61791 002 

Nl9386 001 
AUG l!h 1988 

/tWfjj/j'J/ 
N85239 001 

~1tiiin~i,1~ 
N03977 001 
N03977 003 

Ni'l480 001 
APR 12, 1988 

HDltfflmPM M mml'fL P'fflYil>L 
61 MATSON LADS O.Q3H10,K U up Ni'l043 001 

APR 01, 1988 

~{ 

ETIIJNYL ESTRAQJQL> NQBEJHJNQBSU! 
TADLEn ORAL-21 

M'Dffl-HCMl1 WH-H 
61 ORTHO PHARH 0.03HIQ,K AND lHG N183!54 001 

JAN 11, 1982 

TABLET; ORAl.-28 
AIBPVPK•II g SEARLE PHARHS !l.Jli~;,np N71481 001 

APR 12, 1988 
tmlmftl!ONI M mml'fL lfflAH,'OL 

61 MATSON LADS 0.03SMG;O,K AND up Ni'l044 001 
APR 01, 1988 

M'Dffl-HCMl1 WH•II 
61 ORTHO PHARH 0.03K;O.K AND lHG Nl83!54 002 

JAN 11, 1982 

IEJHJQOJZEQ ML 

''~lllt.;lttUt~ttdt'I 
lf~t~~I 1,jf./ 1t1,jjjj1',t/ 

OIL; INTRALVHPHATIC, INTRAUTERINE 
ETHIOOOL N09190 001 FOUGERA 99Y. 

FENOfROFEN CALCJW 
CAPSULEI ORAL 

IFMfflOEP! Mumtt 
AH THERPTCS >..,ADO_> g 

>..,ADO_> 
>..,ADO..> g 
>..,ADO..> 

g 

g 

>..,ADO..> M 
>..,ADO..> 
>..,ADO..> !i! 
>..,ADO..> 

M 

M 

HALSEY DRUG 

PAR PHARH 

QUANTUH PHARHCS 

Ea 2QOHG BASE• N72307 001 
AUG 22, 1988 

Ea 3QQMG BASE• N72308 001 
AUG 22, 1988 

ea 200HG BASE• N72355 001 
AUG 17, 1988: JUL 05, 1988 

ea 300HG BASE• N72356 001 
AUG 17, 1988: JUL OS, 1988 

ea 200HG BASE• N72437 001 
AUG 22, 1988 

Ea 300HG BASEH N72438 001 
AUG 22, 1988 

Ea 2QOHG BASen N72214 001 
AUG 17, 1988: APR 14, 1988 

Ea 300HG BASE• N71738 001 
AUG 17, 1988: APR 14, 1988 



fPVB9fEN C4\CJW 

CAPSULE; ORAL 
l'IIINDMOFIIH Ml mut 

• MATSON LABS 

• 
~ • DISTA PRODS 
N&Lmt N • DISTA PRODS 

TABLET; ORAL 
fl.'NDNOFIU MYmltl • AM THERPTCS 

• CHELSEA LABS 

• HALSEY Dffl.16 

• LEDll.!RLE LABS 

• HYLAN PHARHS 

• PAR PHARN 

• PHARH BASICS 

• PUREPAC PHARH 

• QUAN11M t>HARHCS 

• MATSON LABS 

>-Y!L>. ZENlTII LABS 
>_ARIL> 

~ • DISTA PRODS 

ELJ!tAJt:ilQI! ACEUU 

TABLET; ORAL 
TAmDCOR 

>_ARIL> RIKER UBS 
>_ARL> 

me Dffl.16 NOOOCT UST I CUNUlATl\ft SUPPLll.!ffl:Nf NUHHR a I JAN'M - AUG'M 

fup.:JNQUH! ACJ!IQN!QI! 

II &Oft H,Shl N7H94 001 
AUG 17• 1988 : JUL 08, 1'88 

Et 30ft QASliN N72293 001 
Aua 17, 19M: JUL 08, 1'88 

II !Oft 8ASli 

Et ;!OQHG 8ASli 

Nl760<1t 002 

Nl760<1t 003 

Et §OQHG QASliN N72309 001 
AUG 17, 19M: JlJ-116, 1'88 

Eg 60ft 8ASba N72407 001 
AUG 17, 19M : JlJ-1 13, 1'88 

EQ §OOH§ QASEla N72357 001 
AUG 17, 19M: JUL OS, 19M 

El §Oft WEN N72326 001 
AUG 17, 19M: APR 20, 19M 

Et §OQHG USE• N72267 001 
AUG 17, 19M: JlJ-1 08, 1988 

Et 6QQHG USE• N72429 001 
AUG 17, 19M : JUL 19, 1988 

Eg §OQHG DASEN N72362 001 
AUG 17, 1988 : JlJ-1 16, 1988 

EG §OQHG QASliN N72274 001 

Et §Oft USE• 
AUG 17, 

lit §06 WEn 
AUG 17, 

El §OQHG H,Shl 

IE9§061W 

SOHGN 

lSOHGN 

HAY 02, 19M 
N72194 001 

1988: APR 14, 19M 
N72165 001 

19M: JUL 08, 19A 
N72557 001 

AUG 29, 1988 

Nl7710 001 

Nl8830 OO<lt 
AUG 23, 19M 

Nl8830 003 
JlJ-1 03, 1988 

-i~ 

CREAM; TOPICAL 
,a.ypmHMNI MJitCIDI 

lt GaN LABS !lJlllN 

lt ~ 

OIU TOPICAL 
Dll.!RHA•SHOOTHE/FS 

HILL DERN 

OINTNENT; TOPICAL 
fu.gmDLON11t MJifCIDI 

o.01~ 

lt GIN LABS ~ 

fup.:JtpffDf 

CREAM; TOPICAL 
fL.UCC:RNDI 

M CLAY PARK LABS 

FI.UQ!OORACIL 

INJl:CTABLE; INJl:CTION 
f~ 

~ 
JUL 13, 1988 

!! BEN VENUE LABS SOHG/HlJI 

Fl,UPHENAZINI; HVQROCHLQRIDE 
INJECTABLE; INJECTION 

FWft'PfRRII HQL 
Ae 

>_ARL>. 
>..!mL> 
>.AmL>. 
>.AmL> 
>.AmL>. 
>.AmL> 
>.AmL>. 
>..Amt.> 

QUAD PHARHS 

TABLET. ORAL 
fWfflPNPI HQL 

HYLAN PHARHS 

2,!jHG/HlJI 

.mill 

.L2P 

SP 

1Jl!SII 

22 

N89526 001 
JUL 26, 19M 

N89525 001 
JUL 26, 1988 

Nl9452 001 
FEB 03, 19M 

N89524 001 
JUL 26, 19H 

N71790 001 
APR 25, 1988 

N89508 001 
JAN 26, 1988 

N89800 001 
JIM 08, 1988 

N89801 001 
AUG 12, 1988 

N89802 001 
AUG 12, 1988 

N89803 001 
AUG 12, 1988 

N8980<1t 001 
AUG 12, 1988 



~.,._., ,,,,. 

AVAIi lrtl.t 
RX DRUG PRODUCT UST, CUHULATIV! SUPPLIEHENT NlltlNR 8 / JAN'88 - AUG'88 

fLUPHtNAZIHE HYDROCHL!2Bll!E 

TAILEH ORAL 
E~lll!J. 

>_._> M PAR PHARN 
>---> 
>_._> M 
>---> 
>.Jl21L> M 
>---> 
>.J!21L> M 
>.J!21L> 

PERHITIL 
BP SCHERINS 
8P 
BP 

~!~ 
/'/JI 

f l.!.mmlP!U H)'.DROCHl,,!2BIH 

CAPSUlE; ORAL 
EI...UMZl!tm SL 

M HALSEY DRUG 

M 

>.J!21L> M SUPERPHARN 
>.J!21L> 
>.J!21L> M 
>.J!21L> 

FOi.Jc ACID 
TAILEH ORAL 

IW 7klMfLt 
a BARR LABS 

FIJftOHHIH 
INJECTAILE; INJECTION 

/Iii.I 
A! HARNER CHILCOTT 

1P 

.LltSN 

RP 

l!!P 

2.§HS 
SNS 
lOHG 

~~I 
ltBI 

ll!P 

~ 

ll!P 

~ 

IIJW 
lHG 

"filllliJ 
lOMllffll 

N89~0 001 
AUG ZS, 1988 

N89~1 001 
AUG 25, 1988 

N89~2 001 
AUG 25, 1988 

N89~3 001 
AUG 25, 1988 

Nl2034' OM 
Nl2034' 005 
Nl203't 006 

~~~:i~~,~~ 
l~'#fJ~l~~I 

N71808 001 
JAN 07, 1988 

N71809 001 
JAN 07, 1988 

N71659 001 
AUG M, 1988 

N71660 001 
AUG M, 1988 

otli1Jiffl~ 
N89177 001 

JAN 08, 1986 

111=,i~1iff,~ 
N1M20 001 

FEB 26, 1982 

9-? 

FUROSEHIQE 
TAILET; ORAL 

BDIRliH 
M BARR LABS 

M DANBURY PHARMA 

UDQPENJlW!! Qlt!EIIJIIIHE 

INJECTAILEI INJECTION 
NAGNEVIST 

utP 

utP 

BERLEX LABS 4\69.0lHGIHLN 

§AI.LIW CJTRffl • U-U 

INJECTAILE; INJECTION 
GALLIUM CITRATE GA 67 
l~tdtlftl!,t~~I l1.r't.t/r4t.l 

a HEDI PHYSICS lHCI/HL 

HNTAMJCJN SULFATE; PREQNISOLQNE ACETATE 
SUSPENSION/DROPS; OPHTHALMIC 

PRIED-G 
ALLERGAN PHARMS EQ 0.3i BASE;l~ 

9LYCQPVRROLm 
INJECTAILE; INJECTION 

ILXCoPDftOLAJI 
A! AIBOTT LABS 0,2MG/HLN 

HALQPERIDQL 
TABLETI ORAL 

HALDOL SOLUTAB 
1,1~ttt.lfM~I 
a MCNEIL PHARN 

/Jr'idl 
1"8 

23 

N70100 001 
JAN 26, 1988 

N7119" 001 
FEB 09, 1988 

N19S96 001 
JUN 02, 1988 

lt11.11d"ddil 
N17700 001 

N50S86 001 
JUN 10, 1988 

N89393 001 
JUN 11, 1988 

lt11.1'1j/dd1.I 
Nl7079 001 



ULQNBlll9b 

TMLEn ORAL 
NWRUQL 

M BARRUIS 

M 

M 

M IOI.AR PHARM 

M 

M 

M 

M 

M 

M CORD UBS 

M 

ULOPl!BIWJ. LAG.Im 

CONCENTRATEi ORAL 

IW "9tttUd:t/ 
M HCNEIL PHARH 

MLOIIIIIRDOL IU[WL 
M RO>WEUBS 

INJ£CTMLEJ INJ£CTION 
UAl..ffDPIL 

62 LEtNJN 

62 

62 

ll>C DIWG Pm>DUCT UST ✓ cutU.ATI\11! SUN'LEHENT tueH 8 ✓ JAN'U • AUG'U 24 

.. N7UU 001 
JAN 07, 1981 

1m:liN N7ll73 001 
JAN 07, 1981 

111:P N7ll71 001 
JAN 07, 1981 

~ N71!i7l 001 
JUN 03, 1981 

1lP N7l572 001 
JUN 03, 1981 

1P N7l573 001 
JUN 03, 1988 .. N7l3~ 001 
JUN 03, 1981 

1m:liN N7l375 001 
JUN 03, 1981 

1!ltP N7l376 001 
JUN 03, 1981 

1mP N7Ul0 001 
HAR ll, 1981 

1!ltP N1l2ll 001 
HAR ll, 1981 

,~ lt11.l,1#/ddil 
Ii! mi DASE411, Nl5922 001 

Ill mi US!IMl,.N N72045 001 
APR 12, 1981 

El - BASE411,111 N701l3 001 
HAY 11, 1988 

Ii B DASE411,111 N707llt 001 
HAY 17, 1988 

E! m1i BASE411,111 N70744 001 
HAY 17, 1988 

t~ 

HIPARJN UQJllJ 

INJECTMLEJ INJECTION 

IW 

e 
A! 

a AMOTT LABS 

lt1d_i,t.ldtdl 
N0526't 010 

,~ ,,~1111,1~ 
10,000 UNITS/lOOHL N19339 003 

HAR 27, 1985 
UIPMJH WM IW WiliD NP WM AfL#UI P,U ;pt 
,w:,;rp an:mn -

62 IWCTER 200 WJWlOOHL Nl8609 001 
APR 28, 1982 

IW l#A~tl~I I~ l~1d~41ldd1I 
~,-,.~uw'.df't~rl!Jll16

~
1 

,,~1111,"~~ 
i AMOTT LABS 5,000 UNITS/lOOHL Nl9339 001 

HAR 27, 1985 
HIMN,'H WM aw WiliD NP WM 911.WPI o.,a; ;m 

PI.AIDP PPHIADR 
6e IWCTER 200 WIWlOOHL 

/Ml 

/Ml 1: 
/Ml 

i AMOTT LABS 

a 

/~I l~11jj1/dd~I 
,,t.ddd'dtUU/tddtfl:/ ,,~~li~~~~~ 

ltfltf./~j_;~#6~1 
5,000 UNITS/lOOHL 

10,000 UNITS/lOOHL 

Nl9339 00ft 
HAR 27, 1985 

Nl9339 002 
HAR 21, 1985 

UIPAmf WM'"' WiliD" WM gtLOgDI o,n ;pt 
Pl.AUD PPHIADR 

62 BAXTER 

/Ml l#A-4tt!fJt.l~I 
soo WIWJOOHL 

/ddd'dtlffl/td6"'/ 
Nl8609 003 

APR 28, 1982 

,~~1~1,,,ii~ 



m< DRUG PRODUCT UST I CUHUI.ATI\IE SUPPUHENf M.IHIH 8 I JAN'88 - A00'88 H 

NPABIH SOOJW 

INJ£CTMLIE; INJ£CTION >_ILL> /a'J..1..14..U..1 •.t.U.&..LI t, 

> .Jll.L >/ "1 . 
>.Jll.L> 
>.Jll.L>/"1 
>.Jll.L> 
>.Jll.L>/"1 /1,j~fff ·~ 
>.Jll.L> 
>-AB.,.> a ORGANON 1,000 UNITS/HI. 
>-AB.,.> 
>-AB.,.> a S,000 UNITS/HI. 
>-AB.,.> 
>-AB.,.> a 10,000 UNITS/HI. 
>-AB.,.> 

HYRMW:tNE lf<l>RQCHLQBIDE 

TMLEn ORAL 

IW /MM/ 
a PUREPAC PHARH SOH6 

HYRMLAZJNE ttYl>RQCULQBIH i HYPRQCHLQROWJAZJH 

CAPSULE; ORAL 
mML a REID ROWELL UIS•UIS 

a BIS;BIS 

'"' #~JUi¥/ 

'"' /i~J~~, 

,~1-ffl1.{fti~ 
ltf.dJl~il~t.ll 

'~!~Hi~~ffi* 
1IH.1n:u~1 

NOOSS2 011 
APR 11, 1'86 

NOOSS2 012 
APR 11, 1986 

NOOSS2 013 
APR 11, 1986 

,~~11iffl~ 
N88178 001 

AUQ l!S, 1983 

N87608 001 
IFEI 08, 1982 

N87213 001 
IFEB 08, 1982 II,~~,,,~ 

1,,~~,1,{~~~ 

HYPMLAZJNI HYl>RQCftH.QRIQE P HYPRHLQROTIIIAZIDE i RESERPINE 

TMU:n ORAL 
RESERPINE, HYDRALAZ!NE HCL AND HVDROCHLOROTHIAZIDIE 

Id-Pl l~ti.dl#N.fJ.I IUN4t~Jd.:tr¥1 lt¥iltdlddU 
BP REID ROWELL 25HG;l!SHS;O,ltS N88376 001 

a 2!SHSU.!SHS;O, ltS 
I/JI #~Jt~.td.:tr¥1 

OCT 28, 1983 
N87210 001 1,m,:~~u~~ 
2, 

HYQBALAZINE ltYQRHLQRIQI S HYQRQCHLQROTHJAZIQ!; t'HiHBPIH! 

T~LEn ORAL 
> .Jll.L> /lt~tt~.SiNt ;/ .W6~t\L6ftoft\i-'zidt :J ~/.Wd~Al'..~1~/titt'./ ~-ttt= ld,1 IUdtffttltM41 1Ui¥.it~.1d.:tr¥1 1r&~1~1~~"~~ 
>,..!WL> a LIEDIERLE LMS 2!SHS;l!SHSJO,ltS N87709 001 
>,..!WL> HAY 13, 1982 

HYQRHLQROTIIIAZIDE 

SOLUTIONl ORAL 
L[(lf.,_\!;,1,/'~1, "'♦;i;.._\;,;,•Jttl ~ .. ,_/ 

M HY K LABS 

M ROXANl!LMS 

TMLEn ORAL 

~I ~-
a 9ANIWC PHARHS 
a 

!SQMWIILDI 

IQMWML 

~-2!SH8 
!CHG 

lf<DIIOCIH,QROTIIIWQE i baHDYH, llYDROCHIJmHE 

TMU:n ORAL 
NORHOZIDE 
l~tfftt¥1 #~J!+d~/ 

a SCHERING 2!SHSJ400HG 

'l'MHIAII tm 
a GLA><O .umiium 
a .umiums 
a UIS llO.lm!i 

a &:imlY.m:li 

,w'~ 11.MJIMMI 
IW /Utld.(fflddl 

IW /Utld.t:td.MY 

"'di IUJ'JA}~ 

N89661 001 
JUN 20, 1988 

N88587 001 
JUL 02, 1984 

~1~:~~:f~ 
N86369 001 
N83!SS4 001 

,~~,i,1"1~ 
Nl9046 004 

APR 0(t, 1987 

Nl9174 001 
APR 10, 1987 

Nl9174 002 
APR 10, 1987 

Nl9174 003 
APR 10, 1987 

Nl9174 004 
APR 10, 1987 

IA~,1~11{::l1 

IA;~i~~i~:i,~ 
IA~~~~::~i,~I~ 
IA~,~~iAU:1~ 
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~w• I N;IHYLPA 

TMLEn ORAL 

RJIMIOM " ~ M NOWPNARH Utlil.l~ 

M .um;~ 
M .BmlamP 

M 

IW INIIU~lfN#I 

>..JIIL> M 
>..JIIL> 
>..ML> M 
>..ML> 
>..ML> M 
>..JIIL> 
>..ML> M 
>..ML> 

M 

M 

M 

M 

I PUMPAC PtWIM 

HATSffl I.MS 

ZENITH LAIS 

HfSIIQ!Uill& 

/Mli4JMliJM 
SOHa l!OOMG 

Utlil~ 

.um;~ 

.BmlamP 

HfSlUmP 

um,~ 
.umi~ 
.Bmliml!P 

HfSliml!P 

HYMQCHIJJIOJHIWM i PJNQOLill. 

TMLH\ ,ORAi, 
N1su,z:J:M./ ,~~, 
a SANOOZ PHARHS 

a 

/UN,J~/ 
2SHGISHG 

IUN-Jt~I 
2SHGl10MG 

N71819 001 
APR 08• HM 

N71820 001 
APR ca. HM 

N711U 001 
APR Dlh UN 

N7l8H001 
APR oa. 1,u 

·~1dd"l it,,.~, 
N10619 001 

APR 21\, 1986 
N7Hto 001 

AOO H, 19M 
N719H 001 

AOOH, 19M 
N719H 001 

AUG H, 19M 
N71923 001 

AUG H, 19M 
N71458 001 

HAR 08, 19M 
N7H59 001 

HAR 08, 19M 
N71460 001 

HAR 08, 19M 
N71461 001 

HAR 08, 19M 

,J6~~ffl1{Uf~ 
Nl8872 001 

JUL 22, 1987 

,J6~~ff11iU1~ 
N18872 002 

JUL 22, 1987 

JG 

>.JU.I...> 
>..Amt.> 

HYDIQCHY>IQJUJWM \ PBQPMHQI.QL HYQBQCltl.mll.U. 

T8LIETI ORAL 
NMPLOL pg. M tn'HRIY1!!9JUWP'! 

M Sll>HAK LAIS u_m;~ 

M ut&lutliN 

a 
M 

MAHR CHILCOTf .u,m;~ 

ut&JutfiN 

HYQBQCHY>IQIHJAZIQI! l UHBPJNE 

TABLEn ORAL 
HVDROCHLOROTHIAZIDE NI RESE~INE 

IIJ/~~l~I IUl¥J~.:ti~/ 
a PHARHAFAIR 2SHG;0.12SHG 
RESERPINE AND HVDROCHLOROTHIAZIDE 

~,~~ /~If.I#/ ~ll:i,:~i~I~ 
a DARR LAIS 25HGJ0.12SHG 
I SH;0.12SHG 

HYPBQCUY>IQIUJSIQE i §PIRONQlACTQNE 

TABLEn ORAL 

N72M2 001 
HAR 14, 1988 

N72M3 001 
HAR 14, 1988 

N71771 001 
JAN H, 1988 

N71772 001 
JAN 26, 1988 

lti#~t1'"1 
N85421 001 

~~1,~i~i~ 
NM580 001 
NMS79 001 

>.JU.I...>/W If.. • lt¥1-t'J.lddil 
>..Aml,.> I LEDERLE LAIS 2!iHGJ2SHG 

HYMQCHLQROTHIAZIDEi TRJAMJERENI! 

a 
CAPSULE; ORAL 

JUMff PIQfl M HQllCllt'lftlltQfflWTI'! 
VITARINE u_m;~ 

T8LEn ORAL 
IWCZIDE-2SHG 

HYLAN PHARHS 2!iHGJ37.5MGal 

mrmtPPII M lflPBOC11H"!!?'M'm'!I 

N87Sll 001 

N7l737 001 
FEB 12, 1988 

Nl9129 003 
HAY 13, 1988 

M CORD LAIS i21!H.lm!§111 N72011 001 
JUN 17, 1988 

M DANBURY PHARMA 9t&;.lm!§111 N71969 001 
APR 17, 1988 I JAN 15, 1988 

8 PAR PHARN 9t&;.lm!§111 N72337 001 
HAY 11, 1988 



l'l~'•\\\1;, •'''.~)iriw '1VYWW~ L~kkll::. 
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HYQROCm.oRQJJIJWPf $ WWJ!Mtfi 
TABLEn ORAL 

TlmM'l'.AM M ~tml 
M QUANT\11 PHARHCS ln•li!P N71980 001 

UYQROCORJISM 
CREAIH TOPICAL 
~ 

U NASKA PHARMA 

u 
U ti«: LAIS 

HUMID 
U SYOSSET LAIS 

,w'Wt.W, 
LOTION; TOPICAL 

IU:A-HQ 
U BETA DERH ~· U NASKA PHARMA 

OINTMENT; TOPICAL 
ts (tf(l>ROCORTDOHI) ~;ff.lil~NJ 

U C&H PHARMA 
HXPRQCOfflSOHI 

AI NASKA PHARMA 

TABLEn ORAL 
HYOROCORUSONE 

1~,1 l~A~~ltl.l§j/ 
I BARR LABS 

ma 
LSM 

ll 

ma 

IW 

ma 

ma 

~fir' 
ll 

~ 

#d~I 
20MG 

APR 17, 1981 I FED 01, 1981 

N89706 001 
MAR 10, 1981 

N89682 001 
MAR 10, 1981 

N87795 001 
MAY 03, 1983 

N87427 001 
APR 04, 1988 

,tti~JJ11iffl~ 
N89ft95 001 

JAN 25, 1981 

N89705 001 
APR 25, 1981 

~~j~{~,~~~ 
N8048l 002 

N89704 001 
MAR 10, 1988 

ltld'J.l4~1'dil 
N83999 001 

HYmmtpmSQNE • tfilJM.ffi SVtfAU; PQl.YIMqN I sutfAD 

SUSPENSION/DROPS; OPHTHAOOC 
ttRffat M fflL'ffl'/l'Xffl I MflIA M H'tNCRIIRtl 

U STERlS LAIS um, 3.ffli MSEM,; 
11>.r100 oorso:,ua N62874 001 

HAY 11, 1988 

UYQROCOBIJSM ACETATE 

CREAN; TOPICAL 
~ MUtll 

U THAHES PHARMA ~ 

UYPBOCOBJISM ACHffll PIWlffltf; HYQRQCHLORIPf 
AEftOSOL; TOPICAL 

IPIEMI 

N89ft72 001 
JUN 13, 1981 

u 
61 

REED a CARNRICK 12;112; N86457 001 
~Rffi MUAJI PM PMPCiffll ffl)L P 

COPLEY PHARH u,ma N89"0 001 

HYQRQFLUHEJJIIAZJQE 
TABLEn ORAL 

>J>J.L>IW lddf.J,iVltl/.iW ldtW 
>.Jll.L> 
> .J!m...> I BOLAR PHARH SOHG 
>_UL> 

27 

HYQROXYUtf; HYDRQCHLOBIQi 
INJECTABLE; INJECTION 

IW .,... HPL II.~ 

IW lldtfAMt.l 
a Al.TANA 2!iHG/11L 

a SOHG/HL 

SYRUP; ORAL 
lf/H9JCYJPII HPL 

AA NASKA PHARMA 1QMG/5Hl,II 

MAY 17, 1988 

,~~-:1,iffl~ 
N88031 001 

APR 06, 1983 

ltl6.1.il,'J1ddt.l 
1~;,,~J,}I~~ 
l~ftf#d::tJ."~U 

N87273 001 
APR 20, 1982 

N87273 002 
APR 20, 1982 

N88785 001 
FEB 03, 1988 



H'(DllOXYmfE H'IQBOCm,qRIN 

TAILEn ORAL --• HALSEY DRUQ 

• 
• 
IVPffl 

TMLIEn ORAL 
>---> :gu..J'M 
>--->. ALRA UBS 
>..Allll.> 
>..Allll.>. 
>..Allll.> 
>..Allll.>. 
>..Allll.> 

11\fflQH • HALSEY DRUG 

• INYAH£D 

• 
• 
• tlEDICOPHARNA 

M PftIYATI! FHLfflS 

M PUREPAC PHARH 

ltAIPRAHIUE MDROClHJl!IN 

,:w:AW#/ 
a8AN1Al<IPHARHS 
a 
a 

R>C DRUQ PllODUCT LIST I C\IU.ATIYE SUPPLIEHENI' tua!R 8 I JAN'88 - AUG'88 

lmP N89366 001 
HAY 02, 1'8$ 

Ul:P N89117 001 
HAY 02t l'8$ .. N893% 001 
HAY 02, 1'8$ 

Y.QtP N71058 001 
AUS 11, 1'8$ 

~ N7l059 001 
AUS 11, 1'8$ 

U!I.P N7l%5 001 
AUS 11, 1'8$ 

U!I.P N7!1U 001 
flEB OS, 1988 

Y.QtP N7206ft. 001 
JAN 14, 1'8$ 

~ N72065 001 
JAN 14, 1'8$ 

U!I.P N71938 001 
JAN 14, 1'8$ 

Y.QtP N7l644 001 
FEB 01, 1'8$ 

U!I.P N72300 001 
JUL 01. 1'8$ 

U!I.P N7l%4 001 
FEB 01, 1988 

~- ~mlil~:11~ 
lt¥HfJl~,'Jl 

lOHG N83827 001 
25m N83827 002 
SOHG N83827 003 >..!JHL> 

>...AL> 
>..!JHL> 

i~ 

JNQN:I JH•lll QXYMNm,JNI 
/1llilftt~ltVtllMft1dlV 

/t~:t®tt4-i1i/c»W!lflfiN6(1*/ 
IIN.tfdt1/41/ ltVIJ 

INJECTMUi lNl'RATltECAL 
lNDlUH IN-111 OXYWINDLINI\! 

AH£RSIWt lHCiiffl. 

INOOHl!J]ACIN 

CAPSULE; ORAL 
IHl:ICMimwmt • NDVOPHARH u.t:P 

• ~ 

• YITARINI\! u.t:P 

• utP 

INSULIN Pom<, 

INJECTABLE; INJECTION 

u~~l~~, 1,"1~'J.nm1 
IllETIN I 

LILLY 500 UNITSIHL 

IHXQL 

INJECTABLE; INJECTION 
Ma:IIWIUI lU 

A! STERLING DRUG D~ ,~, IU.:6# 

JSl!!!!LAHATI! tl;!iLUHI~ 

SOLUTION; INTRAYIESICAL 
CVSTO-CONRAV II 

HALLINCKROOT 17.27. 

28 

ld'~'ff11iffl~ 

Nl9044 001 
DEC 23, 1985 

N7l342 001 
APR 18, 1988 

N71343 001 
APR 18, 1988 

N7l7ll 001 
JUL 05, 1988 

N7l712 001 
JUL OS, 1988 

/~'J.j,'J'J.l~~U 
N17931 001 

N18956 001 
DEC 26, 1985 

ld,~,,i,f"j~ 

N17057 002 
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I!Ul!&Lau&ll l:IGLUHlt:E lSOSORDIDli RiHIIBAIE 
>_!RIL> SOLUTlotU INTRAVESICAL, URETERAL TABLEn ORAL 
>_!RIL> CVSTO-CONRAY :lmlC>m\DI fmm'MII 
>_!RIL> NALUNCKRODT 431. N17057 001 M CORD LABS ... N86221 001 

JAN 07, 1988 
>.JlU..> ''fdmt~1rm M 1!ltP N86223 001 
>.JlU..> JAN 07, 1988 
>.JlU..> l.~~fl l!+'J:V ltU.1.U.#Jjjtf a UP N89367 001 
>.JlU..> lt~-f~I 

APR 07, 1988 
>.JlU..> ,i-,.:w ltUIH'Jldjl.f a DAta!RV PHARMA ... N86034 001 

JAN 06, 1988 
a 1!ltP N86032 001 

IRQN HXIBAN JAN 07, 1988 
a PAR PHARH ~ N87946 001 

JAN 12, 1988 

/ff.:~~ ltU1dj1/,itl TABLEn SUBUNGUAL 
aFISONS EQ SOHG IRON/ML Nl7807 001 UoBHL a HVETH AVERST LABS ~ Nl2940 004 

JUL 29, 1988 
ISONIAZ!Q a ... N12940 003 

JUL 29, 1988 
TABLET; ORAL a 1!ltP Nl2940 005 

UHfMD JUL 29, 1988 
M LANNETT aQlP N89776 001 

JUN 13, 1988 a BARR LABS llJS N87545 001 
SEP 18, 1986 

a CORD LABS ~ N86225 001 
~AIIQE Dito;TRAn FEB 19, 1988 

a ... N86222 001 
CAPSULE, CONTROLLED RELEASEi ORAL FEB 19, 1988 

ISORDIL g DAta!RV PHARMA ~ N86033 001 
NVETH AVERST LABS 40l'DI Nl2882 002 FEB 26, 1988 

JUL H, 1988 a mi N86031 001 
SEP 29, 1987 

TABLEn ORAL 
IWRI, TABLET, CONTROLLED RELEASE; ORAL 

a NVETH AVERST LABS i!§n Nl2093 Oln ISORDIL 
JUL 29, 1%8 HVETH AVERST LABS 40HGIII Nl2882 001 

g 1mP Nl2093 002 JUL 29, 198& 
JUL 29, 1988 

g 1m:P Nl2093 0116 
JUL 29, 1988 ~§TAHll:E H~Q!!m;HbQBIQE 

a fflP Nl2093 005 
JUL 29, 1988 INJECTABLE; INJECTION 

~ Nl2093 001 IKIIAIM 
JUL 29, 1988 !e PARKE DAVIS H HIS IA§Ea!b N16812 001 

~lmmMI!I !e E!i :i6 l!§Ea!b N16812 002 
a BARR LABS fflP N87564 001 !e E!i 196 IA§§/Hb N16812 003 

SEP 18, 1986 

29 
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IHAMINIE IIYDIOCHLOUl}I LE,&OVORIH 1i61..Sl!.M 
INJl:CTA81.E; IUCTION INJl:CTAILE; INJECTION 

151:[Wmla I.IUIM3mt 11um11 a WAD PHARHS II lM !Wmml,.N N71M9 001 a Ilffl. PHARH 11 B BASEml,.N N89352 001 
APR 11, HU JUN 01, 1988 a Et IBMHml.N N719IO 001 a H SOHO DASEO'JAI.Da N89353 001 
APR 11, 1988 JUN 01, 1988 a ii :t.9B MHml.N N7195l 001 a! LEDERLE LAIS HBbHaH, N08107 001 
APR 11, l9U a! II 196 DAH~IA!.Da N08107 004 

HAY 23, 1988 
a! QUAD PHARHS H 1516 lll&Sl!!~lal. N89636 001 

UCTUl,QSE DEC 24, 1987 

SYRUP; ORAL 
!,itiROWI.AC LEWQOPA 

M HERRELL DOH lOGt:i(lSHL Nl788it 001 COHmLAc c .. ,rL M ALRA LABS ~ N7lOS4 001 
JUL 26, 1988 I~ ,iet11~, ~~~=~ ~i,~,,,,, 

>..a.> RflM.III ,~Itffl~,~~~ >..a.,> M BARRE NATI. 100Mllffl11.N N70288 001 ,.,.,, , __ ,~, 
>..a.> AUG l!h 1988 a ICN PHARHS lOOHS Nl6948 003 

1,u It,~ ~~jfft~~I a 250HS Nl6948 001 
/i~dWd,1 /tlU~~J/ ~.dJ/ a SOOHS Nl.6948 002 

l'4.1 I I s f~j/ /i"dl1,d'1 1tl1.1~~u~~u 
LEVONORDEHJt.U IB!l~6'Alti; l:IXRgH!Jmll!li 

SYRUP; ORAL, RECTAL 
CEPHULAC INJECTABLE; INJECTION 

M MERRELL OOH llm:!/.ll!il. Nl7657 001 1!9~11! I! 1,IM.ltallHFml 
212..1.A~ a! ASTRA PHARH PRODS o.oSHG,IHL;gN N89517 001 

M ALRA LABS lQG11/l5MLn N7l33l 001 APR 14, 1988 
JUL 26. 1908 

>..a.,> lft1WII LIDOCAitl; l:IXRRH!.QBIQE >..a.,> M BARRE NATL lOOMll!WI.Da N71548 001 
>..AmL.> AUG Uh 1988 INJl:CTABLE; INJECTION I.ACJYI..OSE 

L:IIOCADfll! l:!91. !A KALI DUPHAR l0GIVlSML Nl7906 001 
61! ABBOTT LAIS ~ N89362 001 

~I /t.t~/ ~ti 
HAY 25, 1988 

~~~~1~~~~~ 
a LEtffJN ll'. N83627 001 
a 2l'. N83627 002 

LEUCOVOUtt "I..Sl!II 

INJECTABI.IEJ INJl:CTION LI~CHVCIN l:IXDROCHLQBIRE 
I.~ MUIIIIM 

a BEN VENUE LAIS lei 116 IASEO'JAI.Da N89717 001 INJECTABLE; INJECTION 
HAR 28, 1988 LDCOmN 

61! UP.JOHN Eg H6 laHlUL NS0317 001 

JO 
~ 



RlC DRUG PRODUCT LIST I C\JU.ATIYE SUPPUHENI' Nlal!R 8 I JAN'88 - AUG'88 31 

l,lNCOHVCIH IJYDROCHLQBIB LO>CAelm MGINATI! 
lNJECTAILEl INJECTION CAPSUlEl ORAL 

mmatql1lt llll. .,__. WDIAII 
61! UO PHARHS ii :SOOMG USE41.N N627M 001 ll MATSON LAIS IIMHB• N722M 001 

KAR 14-t 1988 JUN us. 1988 
ll H :16 IYIN N7220!5 001 

JUN US, 1988 
LISIPBJL ll H &Im DASEN N72206 001 

JUN 1!5, 1988 TAILET; ORAL ll 1116 IYIII N7206Z 001 
PIRAYA JUN 15, 1988 

ll NS&D RES LAIS - Nl9558 001 L.Wl'IMI 
DEC 29t 1987 ll LEDERLE LAIS H 2& BASE Nl7!525 001 

ll 19!S Nl9558 002 ll H l!ISH&E Nl7S2!5 002 
DEC 29, 1987 ll H 1:BBASE Nl7!52S 003 

ll nts Nl9558 003 Al Hl!ISIYI Nl7S2S 004-
DEC 29, 1987 

ZmgL 
Al lHPERIAL CHEH it.P Nl9777 001 tw!lmil!.lm l!XlllmG!lbmllB 

KAY 19, 1988 
Al J.9!Sllll Nl9777 002 TAILET; ORAL 

KAY 19, 1988 ltaNffl':llalUI RSI. 
Al ll!P Nl9777 003 .a AH THERPTCS lltP N72129 001 

KAY Ht 1988 JAN 14, 1988 
Al lQt.P N72130 001 

JAN ll't, 1988 
LOPEIWII!!i ti.Xl>ROC!ILQ!llll Al Df:l!ill N7213l 001 

/sdlutt~i/Oltit/ JAN 14, 1988 
Al MATSON LAIS lltP N72162 001 ltfO'IJt.fM/ JUN 01, 1988 

/)~f.N~ lJ."'IM41.I ,..6~~if11iU~~ Al lQt.P N72163 001 
JUN 01, 1988 a JANSSEN PIWtltA lHG/!iHL N19037 001 Al nt:P N72164 001 

JUL 31, l CJ8C't JUN 01, 1988 

IJNZEPAM m,b1z1m ti.XDROCULQBIB 

TAILET; ORAL TAILET; ORAL 
LW'HN AN'IJYP'f .a CORD LAIS ~ N7ll93 001 M ROERIG 16 N10721 001 

APR 15, 1988 JAN 20, 1982 
Al l!P N7ll9" 001 HID1 v ii•I ll!lt 

APR 15, 1988 M PAR PHARH lQt.P N89674 001 
Al i!P N7ll9!5 001 KAR 31, 1988 

APR 15, 1988 
Al HARNER CHILCOTT l!P N71038 001 

,!AN 12, 1988 
Al i!P N71039 001 

JAN 12, 1988 

31 



IX HUI NODUCT LIST ✓ C\IHUI.An\11 SUffLEHIENf NUHIH 8 ✓ JAN'88 • AUG'88 u 
NGLPflNANU PM tlPBQUMAD 

CAPSULE 5 ORAL TMLHJ ORAL 
IM,H,lflHftHQI -11 

IW ,_~di a PAR PHAM II IOMa IYPI N72017 001 /MM/ ltW.1U;"'·•il HAR 10, 1988 ''o/~lliHI~~ a 11 ;IOOIC usa N72078 001 '"' "ffllll HAR lCh 1988 Jrfl,itnd.:tJ.'fl,# 
a PHARH BASICS 11 IOMa usa N71007 001 I PHARH BASICS 200H9 N87825 001 

HAR H, 1988 HAR US, 1982 
a II ;&OOIC II.Uml N71008 001 I 400HQ N87826 001 

HAR 2!!h 1988 HAR 18, 1982 
a YlTARINl H IOMa IASl!III N71710 001 

JUN llh 19N 
a H lR!lli BASSI N716M 001 tffiHBANDL i tiQ!!Ulllt.lORtR 

JUN 15, lM 
TAILHJ ORAL-21 

lafflml 3il.lcn.11 
tffi~NAMili ~ll a SEARLE PHARHS 1.JUimlllP N71539 001 

APR 12, 1988 
CAPSULE; ORAL -~ Ml MDYMNOI. 

Mlllll.'IWmS MID M HATSON LADS 1.JUim51lP N70758 001 
M YITARINE 1111:P N72119 001 JUL 01, 1988 

APR 21, lM --- TMLIET; ORAL-28 
M PARKE DAVIS PR JBm Nll034 003 gma &a!tb• 

a SEARLE PHARHS 1.JUim;l!P N71540 001 
APR 12, 1988 

HIEGEITROL ~um 1121~1 Ml tlDYMNOL 
a HATSON LAIS !LJUim;l!P N70759 001 

TABLIEn ORAL JUL 01, 1988 
ma■IIKW. .MffUI 

>..a..>M PAR PHAM ~ N7MH 001 
>..a..> AUG 08, 19N tffiiTRANOI. i tlmU!ll'.tlml:Hil. 
>..a..>M !SIP N72423 001 
>..a..> AUG 08, lM TMLET; ORAL-20 

IW -,=t/ /j;j11r!f4('1W lt''J..d.4J,ld.d/tl 
tffiPENZOLA]I BIDMIRI ., 0.075HIHSHG Nl0976 004 

>.Jll.L> ~uttm'dlcW..(I IW ~ I I ~'i14t#J.fidl lt''J.d~J,1'd~I 
>.Jll.L> ltJMt(J a SEARLE 0,1MG;2,SHG Nl0976 006 
>.Jll.L> INMtfJ.ldfl,a/ /U,Wf,f.t/ lt''J.U'Jj/d.d!tl 
>---> a HIERRIEU. DON 25MGl'.!N. Nl0679 004 

tlIAi>ROTEBEt:m. §!&fa!.C 

tlPRl»WD SOLUTION; INHALATION 
AWPM 

TMLIETJ ORAL M IDOEHR INGEL SL!Z Nl8761 002 

IW~ 
OCT 10, 1986 

lfMIM lt'Ud'!#ddil HY-NI 
a MALLARD 400MG Nll072 002 >_._> M DEY LAIS s N70805 001 

>---> AUG 17, 1987 

3~ 



fflC l:MlUa NOOUCT LIST I CIHJLATl'IE SUl'PLIEHENI' NIMHR 8 I JAN'88 - AUG'88 

J«IAPRQTJRENK, MfAU 

SOLUTlotO lNttALATION 
>..ML> RU•Wl'.IIS 
>..ML>M DEY UBS ~ 
>..ML> 
>..ML>. ~ 
>..ML> 
>..ML> 0.3~ 
>..!Im...> 
>..ML> o.~ 
>..6.RJL> 

tmlllNTIIIHHDL IULMD 
M ARHOUR PHARH ~ 

M JL.@ 

>..111.I..>/W ldt#t/.UI /j;_W 
>..111.L> 
>..111.I..>IW /'tj/ 
>..111.L> 

Al!:I HY K LABS ~ 

M PACO RIES ~ 

M JL.@ 

TABLET; ORAL 
AWMff 

M OOEHR lNGEL 1!l:l!i 
M 1mm 

tmAPNTDIH!M.. Mftil 
M AH TttERPTCS 1mP 

M ~ 

M PAR PHARH 1mP 

M ~ 

M PHARH USICS lllP 

M 1o.tliN 

N!nmtDUMIM. 

TABLEn ORAL ,w,_. IM#ill 
al UM LABS SOOHG 

N717&6 001 
AUG O!h 1988 

N70SM 001 
AUG 11. 1981 

N71806 001 
AUG O!it 1988 

N7180S 001 
AUG OS, 1988 

N7127S 001 
JUL 27, 1988 

N11018 001 
JUL 21. 1988 

,~1fl11.{Ul~ 
,~JD,iU~~ 

N72190 001 
JUN 07, 1988 

N118!i!i 001 
JUL 14, 1988 

N71726 001 
JUL lift, 1988 

Nl5874 002 
Nl!i87't 001 

N72054 001 
JUN 23, 1988 

N720!i!i 001 
JUN 23, 1988 

N72024 001 
JUN 28, 1938 

N7202S 001 
JUN 28, 1938 

N11013 001 
JAN 25, 1938 

N71014 001 
JAN 2.:.~ 1938 

/N,!JM/d.dt/ 
twt488 001 

33 

tlfflOU§XAJl AM 

INJIECTABLEi INJECTION 
t'IETHOTRIEMATE 

LIEDIERLE LABS EQ lGH NSI/YlAIJI 

MfflQDMJI WiRI 
!! PHARHACHEHIE El W5 IW;IHLIII 

J«JJIOXSAbl\t.t 

CA~~!lJORAL 
lvk.uHln.ttV 

,,,, /~f.fl/Atl.JW/ 
8-HOP 

ELDER PHARHS 

HETHVCLOJNIAQQE 

TABLET; ORAL 
Mmm?Wffl/WD! 

>...DI....> M 
>...DI....> 
>...DI....> M 
>...DI....> 

CORD LAPS 

J«IID'LPQPA 

TABLETI ORAL 
HmrtUQM 

M CORD LABS 

M HALSEY DRUG 

M 

M 

M SIDHAK LABS 

--• 

ltdt¥/ 
lOHG 

L.lt!liN 

,RP 

.llitP 

.llitP 

WIP 

u.m:s-
.llitP 

mtP 

u.m:s-

53 

N11719 009 
APR 07, 1988 

N89158 001 
JUL 08, 1938 

l~djd{tl./ddtl 
N09048 001 

N8983S 001 
AUG 18, 1938 

N89837 001 
AUG 18, 1938 

N71700 001 
HAR 02, 1938 

N717Sl 001 
HAR 28, 1938 

N717S2 001 
HAR 28, 1938 

N717S3 001 
HAR 28, 1988 

N72126 001 
JUL 07, 1938 

N72127 001 
JUL 07, 1938 

N72128 001 
JUL 07, 1938 



RM DRU8 PltOOUCT UST ✓ CUHULATlW SUPPLIHEN'f NUleH 8 ✓ JAN'88 • AUG'88 31+ 

l:IDD;'.LPN!NIDATI! HYDROCNLORilf l:ITOCURIHE J!mlU 
TADLH> CONTROi.LED HLl!ASU ORAL IHJECTABLEl INJ!CTION 

MmlYLlfflHDAII S M~mlnl 

• MD IPIIARH utP N8960l 001 e QUAD PHARHS n41I.M N8~3 001 
JUN 01, 1918 JUN 01, 1988 

mAL:l'IWII Mfflllmtl mini • CIDA PHARH um NlaGH 001 e I.ILLY ~ N06632 003 
MAR 30, 1982 

l:IZl,gtll,Lltl 811.m MONOHYDRATE 
l:IMI.WIIBSOLB 

lNJl!CTABLEl INJ!CTION 
TADLEn ORAL HEZUN 

tam& HILES PHARH EQ 200H DASE/VIAl.lill NS0.549 005 • UP.JOHN WE N111S3 OO!S MAR 02, 1988 

• um tUllH 006 EQ 200H BASE/VIAl.lill N62372 004 
Mmft!:.IIRDNDOUINE MAR 02, 1988 • PAR IPIIARH WP N89207 001 

APR 2!h 1918 • WP N89204' 001 Hltqg;Ml 
APR 2!h 1918 

• m1!iN N89209 001 >...AD..> SOLUTION; TOPICAL 
APR 25, 1918 >...AD..> ROOAINE 

>...AD..> UP.JOHN 2l'.N N19S01 001 
>...AD..> AUG 17, 1988 

l:l~IJl?RAMilf ID'IHW!.W.!mlRi 
TADLET; ORAL 

IHJECTADLEl IMCTION tmfQP)'J, 

~" - • UNT\11 PHARHCS ~ N72153 001 
>..ML> e HA\fflRY IHOL El J.!lt& lmlml.lll N704'92 001 JUL 13, 1988 
>..ML> AUG 26, 1918 

SYRUP; ORAL HINf/CIN 
MTNl.ffl!IWml Bia 

>..ML> M BARRE NATL II - US!,! .. N71340 001 INJECTABLE; INJECTION 
>..ML> AUG 18, 1918 HUTAHYCIN 

BRISTOL MYERS 40MG/VIAl.lill N62336 003 
TADLH; ORAL MAR 10, 1988 

mam • UNT\11 PHARHCS El - BASEN N7238't 001 
JUN 02, 1918 t!RBl?ltltli §YLEAII 

MDCWIIIWSH um. • SIDMAK LABS El J.9m IIASbl N712SO 001 INJECTABLE; INJECTION 
FH 03, 1918 m!Ptmfl WbfAll 

UIYiU e AIIBOTT LABS o.5HG/HIJI N718't9 001 

• ROelNS H 8 IIASE Nl7854 002 HAY 11, 1988 
MAY OS, 1987 e .muw.111 N71850 001 

MAY 11, 1988 

3'1 



eE ' 
I, \ \' 

.Sl •~• u r .:::~ :. 1•. ,•\-~J t . • '"~h.rfo1,,r 

RX DRUG PRODUCT UST ✓ CutU.AflV£ SUffLEHENT Nllt9ER 8 ✓ JAN'M • AlJe•M 

HQRPHJNE SULFATE 

TABLET, CONTROi.LED RELEASE; ORAL 
HS CONTIN 

Nl9Sl6 002 
APR 08, 1988 

PURDUE FRDRK 60HGN 

NAFTJfJNE H)'QROCHLQIUQE 
CREAH; TOPICAL 

NAFTIN 
HERBERT LABS 

NAUQI><IC ACID 
TA9LEn ORAL 

Ma.:mMIC MA 
M DANBURY PHARMA 

g 

g 

NALQ>«INE UYQBQCULQRIQE 
INJECTABLE~ INJECTION 

ML@0!:11 HCL 
Ai! ELKINS Sitfl 

~ 

~ 

Al! 

Al? INTL HEDTN SYS 

Al? 

Al? HARSAH PAARl'IS 

~ 
Al? DUPONT CRI CARE 

Al? 

Al? 

lim Nl9599 001 
FEB 29. 1988 

~ N71936 001 
JUN 29, 1988: JUN 28, 1988 

~ N72061 001 
JUN 29, 1988: JUN 28, 1988 

l§Hl8 N71919 001 
JUN 29, 1988: JUN 28, 1988 

9 a !,Hl:t\ian • .ac N71U2 001 
HAY 24, 1988 

ll:t!iall.• N7U73 001 
HAY H, 1968 

~ N71U4 001 
HAY 24, 1988 

ll:t!iall.• N7l287 001 
HAY 24, 1988 ~- N72076 001 
HAR 21-. 1988 

ltl!UW,N N7211S 001 
APR U, 1988 

g. 41jG/11UC N7l8ll 001 
JUL 19, 1988 

9,§IHUC N71083 001 
JUL 28, 1988 ~- N71084 001 
JUL 28, 1988 ~- N7l3U 001 
JUL 28, 1988 

>.J&I...> 
>.J&I...> 
>.J&I...> 
>...AL> 
>.J&I...> 
>...AL> 

3? 

tlJTROFURANTOIH 

/~iJ,Jlf'-W. ,~, •• , ,~~, 
a 80l.AR PHARH !iOHG 

Ud~I 
a lOOHG 

TQU:n ORAL 

IW ~ IIMl!AI 
a BOLAR PHARH lOOHG 

NIJROEUROOOIN • MACROCRVSTALUNE 

CAPSULE; ORAL 
~ 

M NORHICH EATON ~ 
D ll!!:S 

Hl'J!OMAHI9PI l:W!BR 11TALYUI 
M BOLAR PHARH iltP 

D ll9!P 

tlJJROOIJCEIUN 

INJECTA9Ll:, INJECTION 
HffltOI/H,Y!UNN 

Al? LUITPOLD PHARtlS ~ 

e ~• 

OINTHENT; TOPICAL 
NITROGLYCERIN 

ALTANA 

NIZATIQINE 

CAPSULE; ORAL 
AXID 

LILLY 

2im 

lSOHGN 

300HGN 

u 

ltW+'M.f>ldd'/.I 
tWt326 001 

lt$1./tjf.f;lddf.l 
tWt326 002 

lt$1.dµ,.1fddf.l 
N80't47 002 

Nl6620 001 
Nl6620 002 

N70248 001 
JUN 24, 1988 

N70249 001 
JUN 24, 1988 

N71492 001 
HAY 24, 1988 

N72034 001 
HAY 24, 1988 

N873SS 001 
JUL 08, 1988 

Nl9S08 001 
APR 12, 1988 

N19S08 002 
APR 12, 1988 



fflC DRUG PRODUCT U:ST / ClffilAUVE SUPPLEHl:NT tullH 8 / JAN'U - AUG'88 36 

tBDl!.D'.Llt!I IUDROCUIJmlH OXWPAM 

CAPSULE; ORAL CAPSULE; ORAL 
AVENTVL HCL WZIPAM 

8D LILLY Ell lOHG BASE Nlj\6&\ 001 D CORD UBS lltP N718U 001 
8D Ell 2511G DASE Nlj\6M 002 APR 19, 1988 

~I~~ ~,z,1~~,~ ~~1~,:~1,,~ M llP N71756 001 
APR 19, 1988 

PAHl:LOR D ~ N71814 001 
8D SANDOZ PHARHS Ell lOHG DASE N18013 001 APR 19, 1988 
8D EQ 2511G BASE N18013 002 Id,/ /rtttk'IRl~I n,~, ,J~~~1t.1ii:~~ ~=~~ ~,z,1~,~ ~m,,n~,,~~ Id,/ n,~, /ij1l1ll+lddU 

/(t.t/td 'lt~~1I 
ld1'1 ,,~~, /ij1fJt~l~~1I 

NYSIATIN /Jf<,!f/#: /t~~.11 
a HYLAN PHARHS lOHG N71713 001 

CREAN; TOPICAL OCT 20, 1987 
ffi'IIADN a l.5HG N71714 001 

AI NASKA PHARNA l!l!hmm SIU~ N62949 001 OCT 20, 1987 
JUN 13, 1988 a 30HG N71715 001 

OCT 20, 1987 
SUSPENSION; ORAL M PUREPAC PHARH .lru:!§111 N722Sl 001 

mlJADN APR 14, 1988 
M THAHl:S PHARNA ;J,gg 1ggg !JHITSIHLN N62876 001 M llP N72252 001 

FEB 29, 1988 APR 14, 1988 
M 30MGN N72253 001 

APR 14, 1988 
m<AZEPAH M ZENITH LADS lfil§ N70943 001 

AUG 03, 1987 
CAPSULE; ORAL M lit!!! N70944 001 

fflYIIUW4 AUG 03, 1987 
M AH THERPTCS ll!:.liN N71955 001 M 30MG N70945 001 

HAR 03, 1988 AUG 03, 1987 
M llt!§N N71956 001 Id,/ /Jd~I /t-1.#.d.44M d.dt/ 

HAR 03, l'lSS ,~~~i{~~~iii~ M ~· N71957 001 Id,/ n~~, 
HAR 03, 1988 

/~~~d~4,/dd~~ >Jmt.> M DARR LADS in N71025 001 ,,,,, /Jd~/ 
>Jmt_> AUG 10, 1987 I ~'5¢/~J; /'l.~~.11 
>..!!m._> M Dm N71026 001 !IIIIWC 
>..Mm_> AUG 10, 1987 M HYETH lOMG Nl.5539 002 
>..nI..> Id,/ U~I u~ii~11i)j1~ M lSMG Nl.5539 004 
>.JU.I...> 

~.'I 
30MG Nl.5539 006 

>.JU.I..> 1-6,1 /j~/ /~I 

i~U!!i~!ii~ >.JU.I..> ,JA~11i~~}~ ~~~~ ~},~~ M CHELSEA LADS ll!:.liN N716H 001 
HAR 02, 1988 

M ~ N71662 001 
HAR 02, 1988 

M l9tP N71663 001 
HAR 02, 1988 

3b 



QXAZEP.AH 

CAPSULE; ORAL 

RX DRUG PRODUCT LIST / CIMULATIVF. SUPPLEHENT ll!UteER 8 I JAN'89 - AUG'88 

r>ANCURONIUH BROHIOe 
INJECTABLE; INJECTION 

~ 
Al WANTI.tl PHARHCS 

Al 

Al 

OXVBUJYNIN CHLORIDE 
TABLET; ORAL 

UJJIOPAU 

JmP 

~ 

~ 

Al HARION LABS 6 
OOM1U1'YHDt atLORUI 

g PHARH BASICS jtp 

QXYTETRACVCLIN£ HVDROCHLMIDE 
CAPSULE; ORAL 

~mtACYC~ HCL /WtH.i!JM 7 
3 ?UREPAC PHARH 

PANCURONJW BROMIDE 
INJECTABLE; INJECTION ,~ 

,~~u 
EQ 250HG BASE 

af ELKINS SI~ ~ 

AI? ~ 

al! ~ 

~MflMEH 
A!? ASTRA PHARH PRODS ~ 

A£ 2HG/MU8 

A!? ~ 

A!? ~ 

A!? faUAD PHARHS .lt!!ilttlJ8 

!e miLf:!l.JC 

N70650 001 
HAR 01, 1988 

N70640 001 
HAR 01, 1988 

N70641 001 
HAR 01, 1988 

Nl7571 001 

N70746 001 
HAR 10, 1988 

ltV>dfJ(t1'd'J./ 
N60634 901 

N72058 001 
HAR 23, 1988 

N72059 001 
HAR 23, 1988 

N72060 001 
HAR 23, 1988 

N72210 001 
HAR 31, 1988 

N72211 001 
HAR 31, 1988 

N72212 001 
HAR 31, 1988 

N72213 001 
HAR 31, 1988 

N72209 001 
JUN 03, 1988 

N72208 001 
JUN 03, 1988 

PAWi.CH 
A£ ORGANON lt!ilW. 
A!? ~ 

PARAHETHADIQNE 

lt?l~,,~l~~U 
IW 7~ .. h'.J.d~I /j~ 

>...MllL> 
>...Q.U_> 
>...AmL> 
>...Dl,L> 

>...AmL> 
>.JU.L> 

SOLUTION; ORAL 
PARADmNIE 

M ABBOTT LABS 

PENICILLAHIN£ 
CAPSULE; ORAL 

CUPRIHINE 
MS&D 

TABLET; ORAL 
DEPEN 250 

WALLACE LABS 

PENICILLIN G POTASSIUM 

3QOMGIHL 

125HG 
tti~, 

250HG 
#~1111,d/ 

250HG 
,i~fJ~/ 

POWDER FOR RECONSTITUTION; ORAL 

IW ~l~~I.JlliffllM:I a PUREPAC PHARH 400,000 UNI!S/511L 

TABLET; ORAi. 

~~ 'WAtIIJMPM ~ffi!Hrm 
a PUlll:!IAC PHARH 250,000 UNITS 
a 400,000 UNITS 

37 

37 

Nl701S 002 
Nl701S 001 

'~"'"'"" 
N06800 002 

Nl9853 002 
l~d'Jl~lddU 

Nl9853 001 
l~dJl~/dfJtl 

Nl9854 001 
l~d(t1Jld/Jtl 

ltV>Jlftd1'dU 
N61740 002 

111~,,1~ 
N61588 002 
N61588 003 



RX DRUG PRODUCT LIST/ CUHUI.ATIYE SUPPLEHENT NUtlBER 8 / JAN'88 - AUG'88 38 

PENICILLIN Y POTASSJW 

PONDER FOR RECONSTIM"ION; ORAL 

IW '-f}~/U 'Wt¥ 'dOO#tJ 
a PUREPAC PHARH ECI 250HG BASE/5NL 

PERPHENAZINE 
,,,~ u O'A.A.(./ 

/flttO.trM/ 
l~t~tt!fll 

a SCHERING 

PHEHOIHETRAZINE IARIRAIE 
TABLET; ORAL 

'9!'Jffl»! 

a BARR LABS 
a 
a 
a 
a 
a 
a 

PHENTERHINE RESIN COMPLEX 

#t4d/f>r4t/ 
2116/SHL 

liH/ 
35HG 
35HG 
35116 
35116 
35HG 
35116 
35116 

CAPSULE, CONTROLLED RELEASE; ORAL 
mwmt-lQ 

,Y PEt-NtALT iEQ 30HG USE 
fflfflI!ltlml ng:g IQ 

Al QUANTUN PHARHCS l!Q 30HG BASEN 

lt¥t1Uld"I 
N617S8 002 

11,j,~'''~ N61571 002 
N61571 003 

/tit"§(.'"" N11294 002 

IM~11.d:tl f=~~f!~~ 
~~~lf,~I~ 
l!i1~,,~~ 

N83644 001 
N836M 001 
N83686 001 
N83687 001 
N84831 001 
NM834 001 
NM835 001 

N116U IJ02 

N89120 001 
FEB 04, 1988 

PHENVLEPHRINE HYQRQCHLQRIDE; PRQl1ETHAZINE lf(DROCHLQRIDE 
SYRUP; ORAL 

~ St± ~,w 11'Jlimt1,,~, JMIJM{,:UtNJ•1 ,~~~~I~ >.JU.I..> 

/Pt~ift.J.¢1tki.ttH.I 
/fJ.e(i.fUtW.U 

1',Ji.61.I 
/~/~/ ti~/ ltlt'Jl.t-lddJ/ a DON PHARHS 10l1G N13615 001 ,~, /tlt'Jl.t-ld.dU a 25HG N13615 002 

PQLYEIUYLENE GLVC0L HUi POTASSIUM CHLORIDE; SODIUM 
BICARIQNAJE i SODIUM CHLORIDE i SODIUM SULFAJ£ 

SOLUTION; ORAL 
OCL 

l'/Jl /tl6dff /Ud-1 

ABBOTT LABS 

if rJ,i~~A,.1'""4'-'''~"'"4'-" 
Jt:i'!IIVt,d~tl /~~}}~11~~~~ 

6GM/l0OHL;7SHG/l0Ol1L;16811G/l0OHL; 
146116/l0OHl; 
l.29GM/100HL Nl92M 001 

APR 30, 1986 

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
llICAR80NATEi SODIUM CHLORIDE; SODIUM SULFATE. ANHYDROUS 

PONDER FOR RECONSTITIJTIOH; ORAL 
> .JU.I..> /~f.dtkffl/_ . 
> .JU.I..>/ W 7JJ!tfl.~·1'r4/ 
>-R.LI..> 
>.JU.I..> 
>-R.LI..> 
>.ADD,_> 
>.AU..> M 
>.ADD,_> 
>...AR!L> 
>.AWL> 

WWYMI 
DYNAPHARH 

coml 
Al REED & CARNRICK 

~g 

.:~af~f' : ................... ~,~i1¾~~~ 
227,1GH/PACKET;2,82Gl1/PACKET; 
6,36Gl1/PACKET;S,S3GH(PACKET; 
21.5GH/PACKET N71320 001 

APR 20, 1988 

227.1Gl1/PACKET;2,82GH/PACKET; 
6,36Gf1/PACKET;S,53GH/PACKET; 
21,SGH/PACKETM N18983 004 

OCT 26, 1984 



RX DRUG PRODUCT LIST/ CUtl.lLA'fIVE SUPPLEHENr tUeER 8 / JAN'88 - A\18'88 

>...6L> 
>..61!1L> 
>...6L> 
>...6L> 

PQTASSillt CHLORIDE 

GRANULE FOR RECONSTITIITION, CR; ORAL 
ttICRO-K LS 

ROBINS 20HEQ/PACKETIII 

INJECTABLE; INJECTION 
MYIPI' gtu,gp1 

A! STERIS LABS 2HEG/HlJI 

TABLET, CONTROLLED RELEASE; ORAL 
POTASSI"1 CHLORIDE 

>...6L> BC ABBOTT LABS 8HEQII 
>...6L> 

PREQNISOLONE 

TABLET; ORAL 
PREDNISOLONE 

Id~/ ld/.1'~/tl:6dl 
a BARR LABS 

~ gtI ~ ld~t16}~,~~~~t¢~/ 
>...6L> a PFIZER LABS 

/~/ 
.5HG ,~, 
.5HG 

N19561 003 
AUG 26, 1988 

N89163 001 
MAR 10, 1988 

N18279 002 
AUG 01, 1988 

l~/tltlf>1'j# 
N84426 002 

/~j!JjH/"U 
N09996 001 

>...6L> PREQNISOLONE SQDillt PHOSPHATE; SULFACETAMIDE SQDJW 

SOLUTION/DROPS; OPHTHALMIC 
VASOCIDIH 

>..61!1L> 
>_A!W_> 
>_!RD_> 
>..AL> 

IOLAB PHARHS EQ 0.23Y. PHOSPHATE;lOY.81 N18988 001 

PREDNISQNE 

SOLUTION; ORAL 
PRQ!AOHI 

'1'f K LABS >.AJ2L>M 
>..6121L> 
>...6L> M 
>..AWL> 

ROXANE LABS 

5HG15HL• 

5HGl5HL 

AUG 26, 1988 

N89726 001 
AUG 02, 1988 

N88703 001 
NOV 08, 19M 

31 

PREDNJSCU 

TABLET; ORAL 
fRIQHIFHI 

M SUPERPHARlt 

M 

M 

Id~/ 
Id~/ 
Id# 

PRQBUCQL 

TABLET; ORAL 
LORELCO 

-l!!:t!i 
1!11:f.i 

/Hf;/ 

/j."""/ ,,.., 

HERRELL DOH 500HGII 

PRQCAINAHIDE HYPRQCHLQRIDE 
INJECTABLE; INJECTION 

fRWPWIPI tteL 
!! HARNER CHILCOTT lOOIC/Ml.111 

A! SQQHG/Hl.111 

PRQCHI.QRPERAZIHIE EDISllm 
INJECTABLE; INJECTION 

IIIROgtl.Ol!IIIIDAmfl PmLAH 
A! 

A! 

A! 

A! 

ELKINS SI,.. E9 BS BASE/MUii 

CiUAD PHARHS 

STERLIN; DRUG 

H M BASE/MUii 

H M BASE/MUii 

El M BASE/MUii 

39 

N8886S 001 
OCT 25, 19M 

N88B66 001 
OCT 25, 19M 

N88867 001 
OCT 25, 19M ,,m~u~~ 
,i~ ,~:,f.U~~ 
,, ,i~.mffl~ 

Nl7535 002 
JUL 06, 1988 

N89528 001 
MAY 03, 1988 

N89529 001 
MAY 03, ltteS 

N89523 001 
MAY 03, 1988 

N89637 001 
FEB 01, 1988 

N89638 001 
FEB 01, 1988 

N89703 001 
APR 07, 1988 



RX DRU9 PRODUCT LIST/ CUMULATIVE SUPPLEMENT tuBER 8 / JAN'88 - AUG'88 40 

PROHETHIZllf& IUDROCIILORIIE Plm!BBbPL m'.RBm:Hb!mJRE 
INJECTABLE; INJECTION TABLET; ORAL 

PR1fflNIHI URL l!nPMHOl:QL UIH1 
ae HARSAH PHARNS 2!jMG/ffl..ld N81J't63 001 g LEDERLE LABS ~ N72117 001 

HAY 02, 1988 JUN 23, 1988 
ae SOHQIMLBI N89477 001 g ~ N72118 001 

HAY 02, 1988 JUN 23, 1988 
g ~ N72119 001 

TABLET; ORAL JUN 23, 1988 
PROHETHAZINF. HCL g gp N72120 001 

~,~ ldN#tf/t#,t ~W' mimiii JUN 23, 1988 
IW Jt.tr'Nlt1/ !UM/ ,J1}~j1,iUl~ ld-,I 

a BARR LABS 12.SHG N8455S 001 ; LEtftJN lOMS N70232 001 
a 2.5HG N84S54 001 OCT 07, 1987 
a SOMG N84SS7 001 IW 1,Nt~tld~~t~I /UM/ ,~,~11i1'il~ 

g SIDHAK LABS ~ N71972 001 
>...AmL.> PPIOLACTIH APR 06, 1988 

D mfP N71973 001 
>..amt..> SOLUTION; IRRIGATION APR 06, 1988 
>..!RfL> BETAPRONE All ~ N71974 001 
>..!RfL> FOREST PHARM NIA NU657 001 APR 06, 1988 

D .i!!P N7197S 001 
APR 06, 1988 

PBOPOXYPIIEU& m'.RB.m:Hb!mJRE D gp N71976 001 
APR 06, 1988 

CAPSULE; ORAL D CJOIOII N71977 001 ,~ APR 06, 1988 
IW /4MI /~$td/tl"U D SUPERPHARH ~ N71SlS 001 

a BANHAX PHARNS 6.5HG N83184 001 JUN 08, 1988 
IW ld1'~/t/.'6~/ "fi!IIJI /~$tUl!J~tl D i.mP N71Sl6 001 

a BARR LABS 6.5HG N83186 001 JUN 08, 1988 
D !t!!!P N71517 001 

JUN 08, 1988 
PPB!t!2b9b m'.RB.m:UL!mIH g mP N71518 001 

JUN 08, 1988 
TABLET; ORAL D HARNER CHILCOTT 1!8:§ N70438 001 

l!nflAHDl:QI. ISL SEP 15, 1986 
g INYAHED ~ N71658 001 D ZENITH LABS ~ N72063 001 

JUL 05, 1988 JUL 29, 1988 
g .2mP N71687 001 D mfP N72066 001 

JUL OS, 1988 JUL 29, 1988 
.M ~ N7168b 001 D ~ N72067 001 

JUL OS, 1988 JUL 29, 1988 
D ill:P N72197 001 D .i!!P N72068 001 

JUL OS, 1988 JUL 29, 1988 
D A2tP N71689 001 g mP N72069 001 

JUL OS, 1988 JUL 29, 1988 

D .2m:P N72198 001 
JUL OS, 1988 

1/D 



~(}:,,~:: ·., ·~ < .3 :i;t,;-,J~l 
RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEHENT tUtBER 8 / JAN'88 - AUG'88 41 

PRQTAHJNE SULFATE SECQBARBITAL SODil.111 

INJECT.ABLE; INJECTION CAPSULE; ORAL 

~~ ~ !IULFATI 
!IIODDIM nnrmAL 

~ID'" l~:~~j.;i/ddtl IW M~I "'Md/ /t¥/+#-ldds.J 

,,.~ldi1~~:~~ a BARR LABS lOOHG N84225 001 

a UPJOHN SOHG/VIAL N07413 001 
a 250HG/VIAL N07413 002 SODIUM IICARBOHAIE i rarIABI~ ~JD 

AUG 02, 1984 
GRAMJLE, EFFERVESCENT; ORAL 

BAROS ~~~~BA'' >_ADL> LAFAYETTE 460HG/GH ;420HG/GH N18509 001 

/tAeU.ti/6RAU 
>ADD> AUG 07, 1985 
>...ru.L> /IV.UJ~~fl IM~l~J/+t~l~I ,l:~~,11i~~~ ~stliovts/ 

ld.:'J.~/ lt1'J.1,jl,f./ddU 
>...ru.L> 

1,l'~tl~l.'JJ~/ 
a PARKE DAVIS O.lHG Nl6768 002 

/IJ.:t~I lt1'J.l,11,MdfJ/ SODIUM CHl.!2BU!E 
a 0.2ttG Nl6768 003 

INJECTABLE; INJECTION 
l2D:mt atl..OUOI !!a~ Ill l!I.AS'l":m mHTMUII 

f!AlMOLFIA SERPE!:f!INA A!! KENDALL HCGAH 900MG/lOOMLN Nl9635 002 
HAR 09, 1988 

TABLET; ORAL 120:mt atl.CDH o.~ Ill PL.AST.IC mHTMUII 
RAUYAL !f! ABBOTT LABS 450HG/100Ml,N N19759 001 

BP YALE CHEM 5011G N09108 002 JUN 08, 1988 

l'' /Jdd~I lt1d~'J.dMdd{t/ !f! KENDALL HCGAH 4SOMG/100Ml,N Nl9635 001 ,,, 
BP lOOMG N09108 004 HAR 09, 1988 ,~, /f,~~, l~d~'J.df.lddtl !IIODDIM !Ml.ODDI R Ill l!!I.AS'l":m mHTMHII 

!f! KENDALL HCGAH 3GH/100MLM N19635 003 
HAR 09, 1988 

RESERPINE !f! TRAVENOL LABS 3GH/lOOML Nl9022 001 
NOY o,., 1983 

TABLET; ORAL mll:mt !!!1.0UH S Ill !LA!llffC mHTAJHII 
RESERPINE !f! KENDALL HCGAH SGWlOOMl,N Nl9635 004 

Id,/ ldl.f1~/t.J.d~I ld.:tt,~/ lt¥.d1#/ddl.l HAR 09, 1988 

a BARR LABS 0.2SMG N80721 002 Al! TRAVENOL LABS SGH/lOOHL N19022 002 
NOY 01, 1983 

RE§ERPINEi TRI~Ul.281:mIHJ~I~E 
SODII!! HJTB2f?RUSSHE 

TABLET; ORAL 

~Jtl_~ ld,/~~~~~~~ri~tl~l,~~~~~~I 
INJECTABLE; INJECTION 

ltld-t(t/J/dd'J./ NITROPRESS 

>..!21L> a BOLAR PHARM 0.1HG;4HG N85248 001 >.AU,_> ABBOTT LABS 2SMG/HIJil N71961 001 
>.AU,_> AUG 01, 1988 

lf I 



RX DRUG PRODUCT LIST / CUIU.ATIVE SUPPLEMENT NUHBER 8 / JAN'88 - AUG'88 

SOQIW SUCCINATE 
INJECTABLE; INJECTION 

SODIIM SUCCINATE 
/ttl.tt¥/1~/ l~df.l 

a ELKINS SI... 30% 

S,,IRONQLACJONE 
TABLET; ORAL 

> .JU_>/ w ••• , 
>-6RJL> a LEDERLE LABS 

SULFAME IJIOXAZOLE 
TABLET; ORAL lll~,-,~H 

IW 
a BARR LABS 

II.Ml 
2511G 

/MW 
SOotG 

SULFAMETHQXAZQLE; JRIMETHQPRIM 
SUSPENSION; ORAL 

/t¥,~'/.~"d'/./ 
N80516 001 

lt¥1~~(+/"'f.l 
N87634 001 

/J,~:~~,i~:i~ 
N87189 001 

JUL 25, 1983 

JAlmt/lULfA 
M NASKA PHARHA 200HG/511L;4MfffllJII N72289 001 

M 

M 

SULFISQXAZQLE 
TABLET; ORAL 

,w~• 
a BARR LABS 

>..JU_>/W ltt~t~ttlf.Ad'I 
>..Al!IL> a LEDERLE LABS 

HAY 23, 1988 
200HG/5HL;40MG/5f1lJII N72398 001 

HAY 23, 1988 
200HG/5HL;40HG/5HlJII N72399 001 

HAY 23, 1988 

"Ml lt¥/.d1tlddt/ 
SOotG N8403l 001 

/Utw 
SOotG 

/t¥-J,r+~lddt/ 
N87649 001 

l( 1-

SULINDAC 

TABLET; ORAL 
Cl,X'lfOUL 

M HS&D ll!!!!i 
M llQHG 

IULJHPAC 
M AM THERPTCS ll!ltP 

M ~ 

M DANBURY PMARHA ll!ltP 

M ll!!P 

TECHNETIUM TC-9911 ETIDRQNATE KIT 
INJECTABLE; INJECTION 

>.Jll.L> ,~~~, 
> .Jll.L>/ "1 -7'41.JJ1-7Rl~"flJ/------,ili/ 
> ..AWL> a HEDI PHYSICS NIA 
>.Jll.L> /~~, 
> .Jll.L > 11>:n i:l'..itiKlio11t1 IIUAI 
>..AWL> OSTEOSCAN 
>..AWL> MALLINCKRODT NIA 

TEMAZEPAH 
CAPSULE, ORAL 

Tll'NAZIIHW'f 
M CORD LABS 

M 

TERAZQSIM HYDROCHLORIDE 
TABLET; ORAL 

HYTRIN 
/1,/1,M,(,tf/(.l.dj/ 

ABBOTT LABS 

~ 

lmP 

It~/ 
lOHG 

42 

N179ll 001 
Nl79ll 002 

N72171 001 
HAY 23, 1988 

N72172 001 
HAY 23, 1988 

N71891 001 
APR 03, 1990: HAR 03, 1988 

N7179.5 001 
APR 03, 1990: HAR 03, 1988 

l~'f.1~fJ/"'f.l 
Nl7667 001 

/~'I.'/~ fkJ'I./ 

Nl745<t 001 

N71427 001 
JAN 12, 1988 

N71428 001 
JAN 12, 1988 

, l:~,,1~1,:1~ 
Nl9057 004 

AUG 07, 1987 



RM DRUG PRODUCT UST / ClHJlATIW SUPPlEHENf NUH8ER 8 / JAN'88 - AUG 188 

URCONAZQl.E 

SUPPOSiroRY; VAGIHAl 
TERAZOl 3 

ORTHO PHARH 80HGII Nl9641 001 
HAY 21ft, 1'88 

T£TRACVCLitiE HVQROCHLQRIDE 

CAPSULE; ORAl 
IIE'l'MCYC!.IHI !1!11 

>..AWL> M lABROS ATRAl ~ H62752 001 
AUG 12, l'88 >..AWL> 

>..amt.>M ~ N62752 002 
AUG 12, 1'88 >..AWL> 

M VITARINE ll9.!S H6147l 001 

JHEQPHVLllNE 

EUXIIH ORAl 
'ffllOffl'll'L!.IHI 

M ~A PHARMA ~.!UJHLIII N89223 001 
HAY 27, 1'88 

INJIECTABllE; INJECTION 
D119fflll'Ll,IHE M PMR!E R 1H PIMJJO RD'AIHR 

6f TRAWNOl lABS 32QHGl'l00Ml Nl8649 006 
NOV 13, 1985 

D119fflll'Ll,IHIE 1H PMR¥ ~ 1H PIMJJO RD'AIUR 
6f ABBOTT lABS ~20HG/lQQttLM Nl92ll 006 

JAN 20, 1'88 

TABlET, CONTROLLED RELEASE; ORAL 
THEOLAIR-SR 

BC RIKFR LABS 2SDHG 

THIQRJQAZINE HYQRQCHLQRIPE 

TABLEH ORAL 
~ !:!IL 

It!-.~/ 

M PAR PHARM llQ!:P 

M ~ 

All ROXANE LABS ll!§ 

N86363 002 
JUL 16, 1987 

,J6m~1,,~:,~ 

N89764 001 
FEB C9, 1'88 

N89765 001 
FEB 09, 1'88 

N88664 001 
HAR 15, 1984 

~~ 

>..JDJL> 

>..JmL> 
>..Jml.> 
>...YD...> 
>..AWL> 

l;ti9,¢~~~•' 
/otifhlfttitilfAstNi.ll 

/Yi.Gts:tAt l~t~'f.f,/ 
a ROERIG 

JIQPRONIN 

TABlETI ORAl 
TIOPRCNIN 

UNIV TIE><AS 

TOLAZAHIDE 

TA8lETI ORAl 
JOl,RAKQI 

g PHARM BASICS 

JOLMWPE 

TABLET; ORAl 

IW~~I 
a BANHAX PHARMS 

TRAZQPQNE HVDRQCHLQRIDE 

TABLET; ORAL 
PIEffllL 

,~.:,u 
6.5% 

lOOHGII 

llmP 

,~ 
SOOHG 

Y HEAD JOHNSON 152m 

JRSOPOHE HCL 
y PUREPAC PHARM 

M 

> ..JDJL> JRSOPOHIE HCL 
>..!!UL> Y SIDMAK LABS 
>..!!lJL> 
>..!!lJL> M 
>..!!UL> 
> .JU.L > /1'.~ 
> .JU.L>/W -/jJ.~llJ.d~I 
>.JU.L> 

1.2.tP 

~ 

19.1:§ 

l!l!m 

/UM/ 

't3 

ld,~~j~1"ffl~ 
Nl935S 001 

DIEC 30, 1986 

Nl9569 001 
AUG U, 1988 

N71355 001 
JAN U, 1988 

1~1.f.U ddU 
N86l'tl 001 

Nl8207 003 
HAR 25, 1985 

N71636 001 
APR 18, 1988 

N71514 001 
APR 18, 1988 

N71523 001 
DIEC 11, 1987 

N71524 001 
DIEC 11, 1987 

ld,~1~}1i~l~ 



RX Dffl.1Q PRODUCT UST/ CIHJI.ATI\IE SUPPI.EMl:NT NUHBER 8 / JAN'M - AOO'M ~ 

1'RAZOOtN: UXHOCHLO!IH Jfstc,otosl@il)>t/ 
TABLET; ORAL Motu+:tdtJM~~u 

'IJWION-W /tRttt. 
M SIDHAK LABS ll!IP N71525 001 IN.~tf.t./~(1,1/ U.:HtVJ.M4tl /~t,djd/dd'J.I 

HAR 09, 1988 a MERRELL DOW l,SGH/lSHL Nl6830 001 

~ :tJ ~/W J,mtt#~I If J.YAltt [I oitlU /Ml ld,~1!11{U~~ >.J.I.L> /tfdt Ml ,,,~, IN.ttilttt/d(l,1/ /~t,dd~lddU a MERRELL DOW 750MG Nl6809 002 
DIM:!!clNOLONE 

TABLET; ORAL IBIDIUE~IHVb ~ULO!JgE 
TRIAHCINOLONE 

/1w\f~tA6l~,/tNJ~tttdtV ~~,~ Id/.#./~/ ~I~ ~ll~iq~ii}~ /PAtftt(~/ 
l~-.Sl ~I~ ~~~i~~iSiS}~ /ttdt~ttlt#~I ltd~h4tl l~df#~ld.dU 
~I~~ a LEDERLE LABS lOMG/111. N09729 001 

~=~ ~t:t~,i~ni~ l~'n 
a SARR LABS 2MG N84286 001 WELUOPEBAZIWi IJXDB~UL!mlgE 
a 2MG N84318 001 
a 4MG N84267 001 TABLET; ORAL 
a 4MG N84319 001 IUE!MlHRAmtl mu. 
a 8MG N84268 001 .&I BOLAR PHARM ~g llti DASE• N85975 001 
a 8MG N84320 001 JUN 23, 1988 

M H it§ HSE,ac N85976 001 
JUN 23, 1988 

DIM:!CIHRl.!H ~§TONIO!; M H 5m l!A§E• N85973 001 
JUN 23, 1988 

CREAtU TOPICAL M H 1~m 1asi• N887UI 001 

> .JJ.L>/ '11 -ti~/ 
JUN 23, 1988 

/1;.tU 

''"'''~}~ >.JJ.L> 
>..m..> a SAVAGE LABS 0.-51. N88l98 001 TRIHEJHQPRIH 
>..m..> HAR 25, 1983 

TABLET; ORAL 
n;p,m:,offllM 

IBIAZQlHI Al SARR LABS ~ N70494 001 
JAN 22, 1986 

TABLET; ORAL IW ltd-I ,~~~1:11i::~~ HALCION ,~,~, 1'.:~1 ,~~H,11~U~~ ''' Ud~I m1d°l+fl+fiSdU 
I J~W#:/'J.~~,1 

a UP.JOHN O,SMG Nl7892 002 a 200MG N70495 001 
NOV l!h 1982 HAR 14, 1986 

L( l( 



RX DRUG PRODUCT LIST/ CUMULATIYI: SUPPLEMENT NllteER 8 / JAN'88 • AUG'88 itS 

TRIPELEl'flAHINE HYl>RQCHLQRIPE YANtQJ:U,IN HYPBQCHLQBIP.l 

TABLET; ORAL INJECTABlEl INJECTION 
--INCL YMR9LJP 

IW t ldtw ltl/.d.1/+/tlddU e LEDERLE LABS 11 1m:1 1waa1.N N62682 002 
a BARR LABS SOHG N80744 001 HAR 30, 1988 

e Ii l.§t1 la§E~I!L N62682 OO't 
HAY 11, 1988 

TUBOCYR!BINE ~HLQRIQE e l!i l!l!itl IA§E~IA!.811 N62682 005 
HAY 11, 1988 

INJECTABLE; INJECTION EG 2Gt1 BASE/VIALN N62682 003 
'IVDOCURAltXHI 211.0RDI HAY 11, 1988 

>...!DJL> e QUAD PHARHS ~!HI.N N894it2 001 ~HCL 
>...!DJL> AUG 12, 1988 >...AD.IL> e ABBOTT LABS Eg 12mm IA§E~Ia!.811 N62911 001 

>...AD.IL> AUG Cit, 1988 
>...AD.IL> e Eg 1ml la§li:O!IA!.811 N62912 001 

URSOOIQL >_!IUL> AUG 04, 1988 
>-AmL> e ELKINS SINN Eg 50!m!ii IWIY;w.as N62879 001 

CAPSULE; ORAL >...AD.IL> AUG 02, 1988 
ACTIGALL >-AmL> e IE!i 1ml IA§E~IA!.811 N62879 002 
a CIBA PHARtl lSOHG Nl9594 001 >...AD.IL> AUG 02, 1988 

DEC 31, 1987 e WAD PHARHS Iii IQOt!z l~§IVIAI.JII N6284S 001 
300MG Nl9594 002 JUL 15, 1988 

/oe1.m.siU 
DEC 31, 1987 e Iii 1ml §A§E~Ia!.811 N62845 002 

JUL 15, 1988 
l~t~t# tJ.f..6~/ ltJJ~,~/+ldd" >...AD.IL> mta 

ld'-~Hii~~~i~ 
>...AIDL> e ADRIA LABS Eg 52!m!ii IA§!ilYIA!.811 N62956 001 

tJdd~I >.AWL> AUG 01, 1988 
/dtU~t::Jl'H,j/ >..AD.IL> e Eg 1ml IA§E~IaJ.111 N62956 002 

>..AD.IL> AUG 01, 1988 

VANCm:r£!;;;1;t1 H)'.Q~HLQBIP.l 
~BAPA!:!IL H~QRQCHLQBIQE 

INJECTABLE; INJECTION 
LJIJIHOCPI TABLET; ORAL 

Ae LYPHOHED EQ I§!:! IA~ElYIAL N62663 002 
~ttl JUL 31, 1987 h~d~I lf,~~~1~,i~~ Af Eg ~ IA§l;IVUl,.11 N62663 003 

JUN 03, 1988 M SEARLE PHARHS ~ Nl8817 003,. 
YAHCCCPIHrua FEB 23, l 98', 

Af LILLY Eg I§!:! IA§~~IAL N60180 002 a 160MG Nl8817 004 
HAR 21, 1986 FEB 23, 1988 

e Iii I§!:! IA§EIVIAL N62476 002 D.9!IIH 
HAR 21, 1986 M KNOLL PHARl1 !tms Nl8593 003 

e EQ l!i:1 BA§ElYIAL N62716 002 NOY 23, 1987 
HAR 13, 1987 ~ 

e Eg I§!:! §ASE/VIAL N62812 002 al CORD LABS Ut§III N71423 001 
NOV 17, 1987 HAY 24, 1988 

e Eg l!l!itl IA§ElYIAL N62812 003 g llmP N71424 001 
NOV 17, 1987 HAY 25, 1988 

~, 



RX DRUG PRODUCT LIST / CUHUlATIW SUPPlEHENT NUf91:R 8 ✓ JAN'88 - AUG'88 

~WWL HYDROCHlORJQE 

TABLEn ORAL 
UM!Mlel19L 

M LEDEIRE LABS 

M 

M M'UAL PHARH 

M 

\IINCRJSTJNE SULFATE 
INJECTABLE; INJECTION 

YPPIPC 

Ht.P 

ll5!P 

Ht.P 

ll5!P 

!e !BRISTOL LABS !5Hil\lIALIII 

Y,RP',DIH MFAJIII 
!e Wl.l LABS lHG/YIALIII 

Ae 2JSO'IALIII 

Al? 

Ae QUAD PHARHS ltfilYIAL 

Ae 2JSO'JAL 

Ae ....,.......,.... MtYIAL 
YINRJl#.ffll MfAl'.1£ Pfl 

!e WI.L LABS ~ 

HATER fQR JMCIIQN• SJlBlll. 

UQUII>; NIA 

N71880 001 
APR OS, 1988 

N71881 001 
APR 05, 1988 

N71488 001 
JAN 13, 1988 

N71489 001 
JAN 13, 1988 

N70867 001 
JUL u. 1988 

N71SS9 001 
APR 11, 1988 

N71S60 001 
APR 11, 1988 

N71S61 001 
APR 11, 1988 

N71222 ODl 
HAR 07, 1988 

N71223 001 
HAR 07, 1988 

N71937 001 
HAR 07, 1988 

N71484 001 
APR 19, 1988 

umH •IP m .fflJIR'QIPN m NMm MT•u 
!e BAXTER ~ Nl8632 002 

APR 19, 1988 
Ae KENOAll HCGAN ~ Nl9633 001 

FEB 29, 1988 

f6 

~ 

~!Ua,fAL 
IUJ 'imlt.#~I 

a LYNE LABS 

/~ti 
25GM/80T 
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/1,~~iffj~ 
Nl88S6 001 

HAR 26, 1987 



OTC DRUG PRODUCT LIST I' ClKILATIVE SUPPLEMENT tueER 8 I' JAN'M - AUG'M 47 

ACETAMINOPHEN 
SUPPOSITORY. RECTAL 

TYLENOL 
MCNEIL CONSUHER 

/l't,tltttlt/.d~I 

120HG 
650HG 

~~~I~ 
N17?56 002 
N11756 001 

~m11~~i:1~ 
> .Jll.I.. > ~~WMtti~4W,.tm.ve~~i-em>Pml.~~~/ 
~ -D!f-~ lJ~t,tt.:~~~mUtdl~tt.t~tJl~IJ.I ~ru~ '~~t:11~, lt~N-.t,~, ,~~~~11,iu~~ 

>..Alm...> 
>..Alm...> 
>...!Im._> 

>..Alm...> 
>..!Im,_> 
>...!Im._> 

>...!Im._> 
>JJHL> 
>...!Im._> 

tROHPHr;taRAHINE HALEAJEi PHENVLPRQPANQLAHINE HYDROCHLORIDE 
TABLET, CONTROLLED RELEASE; ORAL 

BROHATAPP 
COPLEY PHARH l2HG;75HG 

CHLQRPHEtaRAHINE HALEATE 
CAPSULE, CONTROLLED RELEASE; ORAL 

CHLORPHENIRAHINE HALEATE 
CORD LABS lfflGN 

N71099 001 
JUL 02, 1987 

N70797 001 
AUG 12, 1988 

CHLQRPHENIRAHJNE HALEATEi PSEUQOEPHEDRINE HVDRQCHLQRIDE 
CAPSULE, CONTROLLED RELEASE; ORAL 

PSEUDOEPHEORINE HCL ANO CHLORPHENIRAHINE HALEATE 
CENTRAL PHARHS ffll3;120HGIII Nl9428 001 

AUG 02, 1988 

DEXlBQMPHENIRAHJNE HALEATE> PSEUQOEPHEDRINE SULFATE 
TABLET, CONTROLLED RELEASE; ORAL 

RESPORAL 
PIONEER PHARHS 6MG;l20HGIII N89139 001 

JUN 16, 1988 

i11 

>_All!L> DEXTBQH'EJHORPHAN UYDRQBROHIQE! PBMJHAZINE HYQRQCHLQRIQE 
>_!!,l!L> 
>..!DJL> 
>_All!L> 
>_All!L> 

>_All!L> 
>..!!,l!L> 
>..!!,l!L> 

SVRUP; ORAL 
PHENERGAN DH 

HVETH AVERST lABS 

J:!.XDROC~ 

OINTHENT; TOPICAL 
HC I HVDROCORTISONE ) 

C&H PHARMA 

IBUPROFEN 
TABLET; ORAL 

IBU-TAB 200 
ALRA LABS 

IBUPROFEN 
DANBURY PHARHA 

INTERPHARM 

INVAHED 

HEDICOPHARHA 

HYLAN PHARHS 

PRIVATE FHLTNS 

ZENITH LABS 

tlJPRIN 
BRISTOL HYERS 

/JJ~)~/ 

a UPJOHN 

a 

15HG/SHL;6,25HG/5Hl.JII Nll265 003 

o.~ 

200HGIII 

200HGIII 

200HGIII 

200HGIII 

200HGIII 

200HGIII 

200t1GII 

200HGIII 

200HGIII 

200HGIII 

ftf,f,r'tf,/ 

ftf,f,r'tf,/ 

200HG 

200HG 

AUG 11, 1988 

N8048l 001 

N71057 001 
AUG 11, 1988 

N71905 001 
HAR 08, 1988 

N72199 001 
HAY 23, 1988 

N71807 001 
FEB 25, 1988 

N71639 001 
FEB 02, 1988 

t!7l870 001 
HAY OS, 1988 

N72299 001 
JUL 01, 1988 

N72040 001 
APR 29, 1988 

N72035 001 
FEB 16, 1988 

N72036 001 
FEB 16, 1988 

IJ!~-,,,~~1i,t:~f1 
~,~"'~d'./AJ"~d~/ 

1>.liitl.:it~~.11 
Nl9012 001 

HAY 18, 1984 
Nl9012 003 

JUL 29, 1987 



OTC DRUG PRODUCT LIST/ CUNULATIVIE SUPPLEMENT NUH81ER 8 I JAN'88 - AUG'88 

INSULIN SQIISYNDffiTJC PURIFIED HWANi INSULIN SllSP JSQPUANi 
SEHISVNTil§TIC MlfHQ tfUHAN 

INJECTQLIE; INJECTION 
HIXTARD tUtAN 70/30 

NORDISK USA 30 UNITS/Hl; 
70 UNITS/Ml.Ill 

INSULIN ZINC SllSP EXJENQEQ HQSYNmEnc IUWf 

INJECTA8LIE; INJECTION 
HlHJUN U 
lt.tt.t.f/ l!t'1~fJ~/14f.J 

a LILLY 40 UNITS/Hl 

YftlWIJDE ID'QROCHLQRJPE 
SOLUTION; ORAL 

lf'IOOIUH A-D 
HCNIEIL CONSUHH 

~ 

SPON6E; VAGINAL 
TODAY 
/'Jt.tl 
NHITIEHALL LOS 

lMG/SMIJI 

If~/ 
lGH 

Nl958S 001 
HAR 11, 1988 

, .a1,1~:~,iU1~ 
Nl957l 001 

JUN 10, 1987 

Nl9487 001 
HAR 01, 1988 

,~~~fl11~Ui~ 
Nl8683 001 

APR 01, 1983 

>..JL> PHEN'fl§PMJNE UYDRQCHLQRIQE; PRMTHAZINE UYQRQCHLQRIDE 
>..Am_> 
>..Am_> 
>..Am_> 
>..Am_> 

SYRUP; ORAL 
PHIENIERGAN VC 

NYIETH AYIERST LOS 10MG/SML;6,2511G/SHIJI N08604 004 
AUG 11, 1988 

'1 c;f 
f'fb:·il .. '!•;·:,:. :.; 
.\ it:.!~1 /t:t,i't·t /'.,, 
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>-I.LL> 
>-I.LL> 
>-I.LL> 
>-I.LL> 

DRUB PRODUCTS IN TitE DIVISION OF BLOOD AND BLOOD PRODUCTS/ ClltlllATIVE SUPPLEMENT NUHBER 8 I JAN '88 - AUG '88 49 
APPROVED UNDER SECTION 505 OF THE ACT LIST 

DEXTilAN Zo • 6% IN SOQ11.111 CHLORIDE Q, ?i: 

INJECTABU:; INJECTION 
11ACROOEXC R ) 

PHAR11ACIA INC 6GH/lOOHL;0.9GH/lOOHl 

/Ma~1d,.l44t.l 
l~~~J~~~t¢N'.l~fl~ttttt~lk=t~fl 

l~ltl~t~Jlt~/l~~-J.t~I 

N 06826 

,~n-J.~ffJ/ 

'11 



ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

SECTION 526 OF THE FEDERAL FOOD, DRUG, ANO COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A 
SPONSOR 1S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A 11 DESIGNATED ORPHAN DRUG 11

• SECTION 527 OF THE ACT 
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR 
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNAT~D ORPHAN DRUG FOR 
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY 
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF SUFFI
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S). 

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR 
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT. 

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YEARS OF 
EXCLUSIVE APPROVAL FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NOA, ANTIBIOTIC APPLICATION, OR 
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NOA, BIOLOGICAL 
LICENSE, PAPER NOA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN YEAR 
PERIOD FOR THE DRUG AND INDICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL HAS 
BEEN REVOKED AS DESCRIBED ABOVE OR THE SUBSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR WHO 
HAS RECEIVED EXCLUSIVE APPROVAL. 

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR 
UNDER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE 
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM. DRUG 
PRODUCTS THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO 
BE APPROVED UNDER SECTION 527(b)(2) OF THE ACT ARE ALSO NOTED BY THE ABBREVIATION ODE IN THE PATENT AND 
EXCLUSIVITY INFORMATION ADDENDUM. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OWN, 
BUT CAN BE MARKETED BECAUSE OF THE CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE PRODUCTS 
ARE MARKED BY AN(*) NEXT TO THE APPLICANT'S NAME. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

'3 0 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

LEUCOVORIN CALCIUM 
EQ 3MG BASE/l4L 

LEUCOVORIN CALCIUM 
EQ 50MG BASE/VIAL 

LEUCOVORIN CALCIUM 
EQ lOOMG BASE/VIAL 

LEUCOVORIN CALCIUM 
EQ 60MG BASE/VIAL 

METHOTREXATE SODIUM 
EQ 2.5MG BASE/Ml 

METHOTREXATE SODIUM 
EQ 20MG BASE/VIAL 

DRUG PRODUCTS 

TRADE NAME 
DOSAGE FORM; ROUTE APPLICANT 

LEUCOVORIN CALCIUM LEDERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEOERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEDERLE LABS 
INJECTABLE; INJECTION 

LEUCOVORIN CALCIUM LEDERLE LABS 
POWDER FOR 
RECONSTITUTION; ORAL 

METHOTREXATE LEDERLE LABS 
INJECTABLE; INJECTION 

METHOTREXATE LEDERLE LABS 
INJECTABLE; INJECTION 

1oDE PERTAINS ONLY TO INDICATION 1-79 (SEE EXCLUSIVITY TERMS) 
2ooE PERTAINS ONLY TO INDICATION 1-78 {SEE EXCLUSIVITY TERMS) 

51 

APPL. PROD. 
APPROVAL DATE 

08107 OO'I 
AUG 31, 1988 

08107 002 
AUG 31, 1988 

08107 004 
AUG 31, 1988 

08107 003 
AUG 31, 1988 

11719 004 
APR 07, 1988 

11719 001 
APR 07, 1988 

EXCLUSIVITY 
EXP. DATE 

ODE1 
AUG 31, 1995 

ODE1 
AUG 31, 1995 

ODE1 
AUG 31, 1995 

ooE1 
AUG 31, 1995 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

51 



ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METHOTREXATE SODIUM 
EQ 25MG BASE/Ml 

METHOTREXATE SODIUM 
EQ 50MG BASE/VIAL 

METHOTREXATE SODIUM 
EQ lOOMG BASE/VIAL 

METHOTREXATE SODIUM 
EQ lGM BASE/VIAL 

METHOTREXATE SODIUM 
EQ 25MG BASE/ML 

TIOPRONIN 
lOOMG 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

TRADE NAME 
DOSAGE FORM; ROUTE 

METHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE 
INJECTABLE; INJECTION 

METHOTREXATE LPF 
INJECTABLE; INJECTION 

TIOPRONIN 
TABLET; ORAL 

DRUG PRODUCTS 

APPLICANT 

LEDERLE LABS 

LEDERLE LABS 

LEDERLE LABS 

LEDERLE LABS 

LEDERLE LABS 

UNIV TEXAS 

APPL. PROD. 
APPROVAL DATE 

11719 005 
APR 07, 1988 

11719 003 
APR 07, 1988 

11719 006 
APR 07, 1988 

11719 009 
APR 07, 1988 

11719 007 
APR 07, 1988 

19569 001 
AUG 11, 1988 

2oDE PERTAINS ONLY TO INDICATION I-78 (SEE EXCLUSIVITY TERMS) 

5"2 

EXCLUSIVITY 
EXP. DATE 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE2 
APR 07, 1995 

ODE 
AUG 11, 1995 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO AUGUST 1988 ADDITIONS 

5~ 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALF.NCE STUDIES AND IN VITRO DISSOLUTION 
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE-;-H~O, ROOM 178-06, 5600 FISHERSLA"Nr,-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 EVALUATIONS, 8TH EDITION FOR A FULL 
LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILiffiltITY DATA. ON[Y NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

DRUG NAME (DOSAGE FORM) 

ACETOHEXAMIDE (TABLET) 
ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) 
AMOXAPINE (TABLET) 
CARBAMAZEPINE (TABLET) 
CLINDAMYCIN {CAPSULE) 
e,"1~u1i, lJ7Jtt!" t1~~KE11* 
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) 
OOXYCYCLINE HYCLATE (CAPSULE AND TABLET) 
FENOPROFEN (CAPSULE AND TABLET) 
INDOMETHACIN (CAPSULE) 
LEUCOVORIN CALCIUM (TABLET) 
MESTRANOL; NORETHYNODREL (TABLET) 
METAPROTERENOL SULFATE (TABLET) 
NORETHINDRONE; ETHINYL ESTRADIOL (TABLET) 
PRAZEPAM (CAPSULE AND TABLET) 
TIMOLOl MALEATE (TABLET) 

DATE 

NOV 15, 1985 
AUG 25, 1988 
SEP l 0, 1987 
JAN 01, 1988 
MAY 31, 1988 
ti~ 17l JJJJ 
JAN 25, 1988 
APR 11, 1988 
AUG 27, 1987 
JAN 27, 1988 
APR 28, 1987 
MAY 13, 1988 
MAR 18, 1988 
MAR 18, 1988 
JUL 26, 1988 
AUG 09, 1988 

REVISED DATE 

AUG 01, 1988 

AUG 05, 1988 

FEB 03, 1988 

AUG 04, 1988 

*The methodology in the Biopharmaceutical Availability Guidance is no· longer accepted by the Agency. 

5 iJ/ 
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ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j){2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED 
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE 
FOR SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE 
ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC 
DISPLAY IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 

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

PETITIONS APPROVED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

ASPIRIN; 325MG 87 P-0376/ ANABOLIC 
HYDROCODONE BITARTRATE 5MG CP0002 
TABLET; ORAL 

ASPIRIN; 650MG 87 P-0376/CP ANABOLIC 
HYDROCODONE BITARTRATE 5MG 
TABLET; ORAL 

CHLORHEXIDINE GLUCONATE 0.5% 88 P-0036/CP ARENT, FOX, KINTNER, 
SPRAY; TOPICAL PLOTKIN & KAHN 

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

'J ?-

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

STATUS 

APPROVED 
FEB 12, 1988 

APPROVED 
FEB 12, 1988 

APPROVED 
AUG 19, 1988 

APPROVED 
JAN 13, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME 
DOSAGE FORM; ROUTE 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

CISPLATIN lMG/Ml 87 P-0421 /CP BULL LABS 
INJECTABLE; INJECTION (lOML/VIAL) 

(SOHL/VIAL) 
(lOOML/VIAL) 

CISPLATIN lMG/ML 88 P-0010/CP LVPHOMED 
INJECTABLE; INJECTION {20ML/VIAL) 

CYCLOPHOSPHAMIDE 20MG/ML 88 P-0011/CP BAXTER HLTHCARE 
INJECTABLE; INJECTION (500ML/CONTAINER) 

FLUOROURACIL 50MG/ML 88 P-0052/CP BEN VENUE LABS 
INJECTABLE; INJECTION (SML/VIAL) 

HOMATROPINE METHYLBROMIDE; l.5MG 88 P-0061/CP KLEINFELD, KAPLAN 
HYDROCODONE BITARTRATE 5MG AND BECKER 

' SOFT GELATIN 
CAPSULE; ORAL 

HYDROCHLOROTHIAZIDE; 25MG/5ML 87 P-0399/CP BURDITT, BOWLES, 
PROPRANOLOL HYDROCHLORIDE 40MG/5ML RADZIUS AND RUBERRY 

I SOLUTION; ORAL 

?6 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

56 

STATUS 

APPROVED 
FEB 29, 1988 

APPROVED 
APR 01, 1988 

APPROVED 
JUN 10, 1988 

APPROVED 
MAR 21, 1988 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 16, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

HYDROCHLOROTHIAZIDE; 25MG/5ML 87 P-0399/CP BURDITT, BOWLES, 
PROPRANOLOL HYDROCHLORIDE 80MG/5ML RADZIUS AND RUBERRY 
SOLUTION; ORAL 

HYDROCHLOROTHIAZIDE; 25MG 87 P-0335/CP PAR PHARM 
TRIAMTERENE 50MG 
TABLET; ORAL 

LEUCOVORIN CALCIUM EQ lMG BASE/ML 88 P-0149/CP ROXANE LABS 
SOLUTION; ORAL 

MEPERIDINE HYDROCHLORIDE 1 OMG/ML 88 P-0008/CP LYPHOMED 
INJECTABLE; INJECTION (50Ml/CONTAINER) 

METOCLOPRAMIDE 10MG/ML 88 P-0164/CP ROXANE LABS 
HYDROCHLORIDE INTENSOL 
CONCENTRATE; ORAL 

NIFEDIPINE lOMG 88 P-0072/ MARTEC PHARMS 
CAPSULE; ORAL CP0002 

NIFEDIPINE 20MG 88 P-0072/CP MARTEC PHARMS 
CAPSULE; ORAL 

-07 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

57 

STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
FEB 26, 1988 

APPROVED 
JUL 25, 1988 

APPROVED 
APR Ql, 1988 

APPROVED 
JUN 28, 1988 

APPROVED 
MAY 11, 1988 

APPROVED 
MAY 11, 1988 



1 DRUG NAME STRENGTH 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER 

PHENYTOIN SODIUM lOOMG/VIAL 87 P-0367/CP LYPHOMED 
INJECTABLE; INJECTION 250MG/VIAL 

PREDNISOLONE SODIUM PHOSPHATE EQ 5MG BASE/ML 88 P-0235/CP PAN AM PHARMS 
SOLUTION; ORAL 

SODIUM CHLORIDE 0.91 900MG/100ML 87 P-0391/CP LYPHOHED 
IN PLASTIC CONTAINER (100ML/CONTAINER) 
INJECTABLE; INJECTION 

STERILE WATER 100% 87 P-0392/CP LYPHOMED 
IN PLASTIC CONTAINER (lOOML/CONTAINER) 
INJECTABLE; INJECTION 

THEOPHYLLINE 450MG 88 P-0119/CP RIKER LABS 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

THEOPHYLLINE 500MG 88 P-0226/CP SAVAGE LABS 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

58 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

58 

STATUS 

APPROVED 
FEB 16, 1988 

APPROVED 
AUG 24, 1988 

APPROVED 
AUG 11, 1988 

APPROVED 
AUG 11, 1988 

APPROVED 
HAY 11, 1988 

APPROVED 
AUG 25, 1988 



DRUG NAME 
DOSAGE FORM; ROUTE 

THIOTEPA (WITH DILUENT) 
INJECTABLE; INJECTION 

VERAPAMIL HYDROCHLORIDE 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

15MG/VIAL 87 P-0382/CP LYPHOMED 

l20MG 87 P-0233/CP SEARLE 
240MG 

ti~ 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
NEW STRENGTH 

59 

STATUS 

APPROVED 
MAY 12, 1988 

APPROVED 
FEB 26, 1988 



1:~iW!iiib- STRENGTH 
(CONTAINER SIZE) 

200MG/5Ml 

2MG/SML 

2.5MG/5ML 
12.5MG/5Ml 

12.SMG/SML 

2.5MG/5ML 

l2.5MG/5ML 

2.SMG/SML 

lSMG 

-

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER PETITIONER 

I 
85 P-0258/y APKON LABS 

/ 
/ 

85 P-0237 /CP MIKART 

85 P-0255/CP MIKART 

85 P-0255/CP 1m:t1~u 

86 P-0386/CP te~mm,w~:tJ,1:~; 

r:fAl::S1f-i*lI~~ lfiU:t•l~l~•l 

-

REASON FOR 
PETITION 

NEW INGREDIENT 
(NEW ESTER) 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW 
COMBINATION 

l~@&irn~ae\iII 

NEW DOSAGE 
FORM 
NEW STRENGTH 

60 

STATUS 

DENIED 
MAR 19, 1986 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

,n11·• 
raa• 
Krn11·• 



DRUG NAME 
DOSAGE FORM; ROUTE 

CYCLOPHOSPHAMIDE 
INJECTABLE; INJECTION 

DIPHENHVDRAMINE 
HYDROCHLORIDE 
CAPSULE, SUSTAINED 
RELEASE; ORAL 

HYDROCODONE BITARTRATE; 
PHENYLEPHRINE 
HYDROCHLORIDE; 
PROMETHAZINE HYDROCHLORIDE 
SYRUP; ORAL 

HYDROCODONE BITARTRATE; 
PROMETHAZINE HYDROCHLORIDE 
SYRUP; ORAL 

MAGNESIUM ASCORBATE 
INJECTABLE; INJECTION 

STRENGTH 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

500MG/ML 87 P-0283/CP LVPHOMED 
{1ML/VIAL) 
(2ML/VIAL) 
(4ML/VIAL) 

75MG 87 P-0355/CP PARKE DAVIS 

1.66MG/5ML 85 P-0389/CP UAD LABS 
5MG/5ML 

6.25MG/5ML 

2.5MG/5ML 85 P-0256/CP MIKART 
6.25MG/5ML 

101 88 P-0200/CP RIM CONSUL TING 
201 

0 / 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW 
COMBINATION 

NEW 
COMBINATION 

NEW INGREDIENT 
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STATUS 

DENIED 
JAN 21, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
MAY 11, 1988 

DENIED 
JUN 10, 1988 



ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DRUG NAME 
DOSAGE FORM; ROUTE 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

METOCLOPRAMIDE lMG/ML 87 P-0090/CP INTL MEDTN SYS 
HYDROCHLORIDE (50ML/VIAL) 
INJECTABLE; INJECTION 

METOCLOPRAM IDE lMG/Ml 87 P-0090/CP INTL MEDTN SYS 
HYDROCHLORIDE (75ML/VIAL) 
INJECTABLE; INJECTION 

METOCLOPRAMIDE lMG/ML 87 P-0090/CP INTL MEDTN SYS 
HYDROCHLORIDE (lOOML/VIAl.) 
INJECTABLE; INJECTION 

b'l 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 
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STATUS 

DENIED 
FEB 08, 1988 

DENIED 
FEB 08, 1988 

DENIED 
FEB 08, 1988 



EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER 
BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING 
OF EXCLUSIVITY TERMS (ABBREV;ATIONS~ NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW 
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 

NEW DOSING SCHEDULE 

Pl1l ~i,1J"i P0iJ"~ 01 ~0~"' 10~ 1~!~1"i"1 
D-12 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE DUODENAL ULCER 
D-13 INCREASED MAXIMUM DAILY DOSAGE REf.OMMENDATION 
D-14 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER 
0-15 SINGLE DAILY DOSE OF 25MG/37.5MG 

NEW lNDiC,~TION 

Jl1J ~"1J~01Y!Y0~/~il1~J"0P~l"/0Vi~~0,~~~ 
I-19 CHOLANGIOPANCREAfOGRAPHY 
1-72 PHOTOPllERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANI FE STATIONS OF CUTANEOUS T-CELL L YMPMOMA 

IN PERSONS NOT RESPONSIVE TO OTHER TREATMENT 
I-73 FOLLICULAR STIMULATION IN IN VITRO FERTILIZATION 
I-74 MANAGEMENT OF CONGESTIVE HEART FAILURE 
I-75 ENDOSCOPIC RETROGRADE PANCREATOGRAPHY 
I-76 HERNIOGRAPHY 
I-77 KNEE ARTHROGRAPHY 
I-78 HIGH DOSE METHOTREXATE WITH LEUCOVORIN RESCUE IN COMBINATION WITH OTHER CHEMOTHERAPEUTIC AGENTS 

TO DELAY RECURRENCE IN PATIENTS WITH NONMETASTATIC OSTEOSARCOHA WHO HAVE UNDERGONE SURGICAL 
RESECTION OR AMPUTATION FOR THE PRIMARY TUMOR 

I-79 RESCUE AFTER HIGH-DOSE METHOTREXATE THERAPY IN OSTEOSARCOMA 

63 

63 
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EXCLUSIVITY TERMS 

REFERENCES 

PATENT USE CODE 

U-26 METHOD OF TREATING ANIMALS SUFFERING FROH AN APPETITE DISORDER 
U-27 METHOD OF BLOCKING THE UPTAKE OF MONOAMINES BY BRAIN NEURONS IN ANIMALS 
U-28 METHOD FOR IMPROVING MEMORY IN MAMMALS 
U-29 METHOD FOR TREATING AMNESIA 
U-30 METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS 
U-31 USE IN LUNG ~CANNING PROCEDURES 
U-32 TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS 
U-33 METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS 
U-34 TREATMENT OF INFLAMMATION 

611 



>MD.> 

>Nm.> 
>g> 

>MD.> 
>Nm.> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 
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APPL/PROO INGREDIENT NAME; TRADE NAME PATEtlT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

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

18116 002 MCINONIDE; CVCLOCORT 4158055 JUN 12, 1996 U-34 
18498 001 MCINONIDE; CVCLOCORT 4158055 JUN 12, 1996 U-34 
19716 001 IBETMt:THASONE DIPROPIONATE; OIPROLENE NP AUG 01, 1991 
18644 001 IBUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002 
18644 002 IBUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002 
18644 003 IBUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 HAR 26, 2002 
17920 002 CIMETIOINE; TAGAMET 4024271 HAY 17, 1994 0-14 HAR 31, 1991 

3950333 APR 13, 1993 0-12 APR 30, 1989 
17920 003 CIMETIDINE; TAGHT 4024271 HAY 17, 1994 D-14 HAR 31, 1991 

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

3950333 APR 13, 1993 0-12 APR 30, 1989 
17920 005 CIMETIDINE; TAGAMET 4024271 HAY 17, 1994 D-14 HAR 31, 1991 

3950333 APR 13, 1993 0-12 APR 30, 1989 
17924 001 CIHETIDINE HYDROCHLORIDE; TAGAMET 4024271 HAY 17, 1994 D-14 HAR 31, 1991 

3950333 APR 13, 1993 0-12 APR 30, 1989 
19201 001 DICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 NCE JUL 28, 1993 
19201 002 DICLOFENAC SODIUM; VOLTAREN 3652762 MAR 28, 1989 NCE JUL 28, 1993 
19201 003 DICLOFENAC SODIUM; VOLTAREN 3652762 HAR 28, 1989 NCE JUL 28, 1993 
18998 001 ENALAPRIL HALEATE; VASOTEC I-74 JUN 24, 1991 
18998 002 ENALAPRIL HALEATE; VASOTEC I-74 JUN 24, 1991 
18998 003 ENALAPIUL HALEATE; VASOTEC I-74 JUN 24, 1991 
18998 005 ENALAPRIL HALEATE; VASOTEC 4374829 FEB 22, 2000 NCE DEC 24, 1990 

I-74 JUN 24, 1991 
19309 001 ENALAPRILAT; VASOTEC 4374829 FEB 22, 2000 NDF FEB 09, 1991 
18981 002 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
18981 003 ENCAINIDE HYDROCHLORIDE: ENKAID RE30811 DEC 20, 1996 U-32 
18981 004 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32 
19386 001 ESHOLOL HYDROCHLORIDE; BREVIBLOC 4593119 JUN 03, 2003 NCE DEC 31, 1991 

4387103 JUN 07, 2000 U-16 
18830 003 FLECAINIDE ACETATE; TAN80COR 4005209 JAN 25, 1996 NS JUN 03, 1991 

3900481 AUG 19, 1992 NCE OCT 31, 1990 
18830 004 FLECAINIDE ACETATE; TAN80COR 4005209 JAN 25, 1996 

3900481 AUG 19, 1992 NCE OCT 31, 1990 

b ti' 



PRESCRIPTION ANO OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

66 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

19452 001 FLUOCINOLONE ACETONIDE; DERHA-SHOOTHE/FS NDF FEB 03, 1991 
18936 001 FLUOXETINE HYDROCHLORIDE; PROZAC 4683235 JUL 28, 2004 U-30 

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

19404 001 FLURBIPROFEN SOOlUH; OCUFEN 3793457 FEB 19, 1993 
19596 001 GADOPENTETATE DIMEGLUHINE; HAGNEVIST 4647447 HAR 03, 2004 NCE JUN 02, 1993 
18061 001 HVDROCHLOROTHIAZIDE; TIHOLIDE 10-25 3655663 APR 11, 1989 D-2 FEB 03, 1991 
19129 003 HVDROCHLOROTHIAZIDE; HAXZIDE-25 D-15 HAY 13, 1991 
18956 002 lOHEXOL; OMNlPAQUE 240 I-19 JUL 29, 1991 

I-60 JUL 29, 1991 
1-75 JUL 29, 1991 
1-76 JUL 29, 1991 
I-77 JUL 29, 1991 

18956 003 IOHEXOL; OMNIPAQUE 300 4021481 HAY 03, 1994 1-55 FEB 01, 1988 
I-58 FEB 01, 1988 
1-60 JUL 29, 1991 
1-77 JUL 29, 1991 

18956 004 IOHEXOL; OMNIPAQUE 350 I-56 HAY 24, 1991 
I-77 JUL 29, 1991 

19085 001 IPRATROPIUH BROMIDE; ATROVENT 3681500 AUG 01, 1991 NCE DEC 29, 1991 
>Alm> 08107 001 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 
>Alm> I-79 AUG 31, 1995 
>ADD,> 08107 002 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 
>ADD.> I-79 AUG 31, 1995 
>ADD.> 08107 003 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 
>ADD.> I-79 AUG 31, 1995 
>ADD.> 08107 004 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 
>ADD.> I-79 AUG 31, 1995 

19777 001 LISINOPRIL; ZESTRil 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19777 002 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19777 003 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992 
19487 001 LOPERAHIDE HYDROCHLORIDE; IHOOIUH A-D 3714159 JAN 30, 1990 
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PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

67 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE COOE EXPIRES 

>D.Ll> nM3 m mmMnt _,,_. nuna • ,~, 1111 NH M 31/ 1ff2 
>MLl> 19643 003 LOVASTATIN: MEVACOR 4231938 NOV 04, 1999 NCE AUG 31, 1992 
>MLl> 18006 001 MECLOF8fAMATE SODIUM; MECLONEN I-68 AUG 30, 1991 
>MLl> 18006 002 MECLOFEtWIATE SOOIUM; MECLOMEN I-68 AUG 30, 1991 
>MLl> 11719 001 METHOTREXATE SOOIUM; METHOTREXATE OOE APR 07, 1995 
>D> I-78 APR 07, 1995 
>MLl> 11719 003 METHOTRWTE SODIUM; METHOTRWTE ODE APR 07, 1995 
>D> I-78 APR 07, 1995 
>MLl> 11719 004 METHOTREXATE SOOIUM; METHOTRWTE ODE APR 07, 1995 
>D> X-78 APR 07, 1995 
>MLl> 11719 OOS METHOTREXATE SODIUM; METHOTRWTE ODE APR 07, 1995 
>D> I-78 APR 07, 1995 
>aml> 11719 006 METHOTRWTE SODIUM; METHOTRWTE ODE APR 07, 1995 
>aml> I-78 APR 07, 1995 

11719 009 METHOTREXATE SODIUM; METHOTREXATE ODE APR 07, 1995 
>aml> I-78 APR 07, 1995 
>aml> 11719 007 METHOTRWTE SODIUM; METHOTREXATE LPF ODE APR 07, 1995 
>aml> I-78 APR 07, 1995 

09048 001 METHOXSALEN; 8-HOP I-72 HAR 23, 1991 
>D.Ll> no, NJ MIHZ.- MYRHMHRDl!t msn ICZIHl7 Iliff 28/ HH Mfl! IIH 21.( 1991 
>aml> 18654 001 HIDAZOLAH HYDROCHLORIDE; VERSED 4280957 DEC 20, 1999 NCE DEC 20, 1990 
>Dll> .rNU m MIHZ.- ~••t msn ICZNtli' Iliff 28/ /JIU NH IIH ZI/ 1991 
>aml> 18654 002 HIDAZOUH HVOROCHLORIDE: VERSED 4280957 DEC 20, 1999 NCE DEC 20, 1990 
>aml> 19501 001 MINOXIDIL; ROGAINE 4139619 FEB 13, 1996 NDF AUG 17, 1991 

19516 002 MORPHINE SULFATE; HS CONTIN NDF HAY 29, 1990 
18677 001 MAIILONE; CESAMET 4087545 HAY 02, 1997 U-7 
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 1998 NCE HAR 01, 1993 

>aml> 19508 001 NIZATIDINE; AXID 4760075 HAY 03, 2000 U-33 
4382090 HAY 03, 2000 U-33 
4375547 HAR 01, 2000 NCE APR 12, 1993 

>aml> 19508 002 NIZATIDINE: AXID 4760075 HAY 03, 2000 U-33 
4382090 HAY 03, 2000 U-33 
4375547 HAR 01, 2000 NCE APR 12, 1993 

19009 001 PIRBUTEROl ACETATE; EXIREL 4175128 NOV 20, 1996 
3786160 JAN 15, 1993 
3700681 OCT 24, 1989 NCE DEC 30, 1991 
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PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

68 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXPIRES CODE CODE EXPIRES 

)~) 19561 003 POTASSIUM CHLORIDE; MICR()..K LS 4259315 HAR 31, 1998 
17535 002 PROBUCOL; LORELCO 3862332 JAN 21, 1992 
17&\l 001 TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M 3872226 HAR 18, 1992 

3863004 JAN 28, 1992 U-31 
>m.I> 1Hl1111 lfRAZIIIN MlflRHMfNllft MlJRlN ~211132 Ffl 11.( 1998 ld~I NH Ald6 17( 19112 
)~) 19057 001 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 

4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

>m.I> 1Hl1 NZ lHAZlllN MlflRHMfNllf/ MURIN ~211132 FfB 11.( 1998 ld~I NH AY6 01.( 1992 
)~) 19057 002 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 u-s NCE AUG 07, 1992 

4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

>m.I> 19117 113 J!RAZIIIN MlflRHMfNllfi MlJRlN 14211132 Ffl 11.( 1918 ld~B NIZf AY6 07.( 1992 
>~> 19057 003 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 

4112097 SEP 05, 1995 U-5 
4026894 MAY 31, 1994 

>m.I> 1Hl7 N~ lfRAZlllN MlflRHMlNlD!t MfiRlN ~211132 ,rs 11.( 19se ~1 NIZ2 AY6 17.( 19!12 
)~) 19057 004 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE AUG 07, 1992 

4112097 SEP OS, 1995 U-5 
4026894 MAY 31, 1994 

19641 001 TERCONAZOLE; TERAZOL 3 4358449 NOV 09, 1999 NCE DEC 31, 1992 
NDF HAY 24, 1991 

)g) 19569 001 TIOPRONIN; TIOPRONIN NCE AUG 11, 1993 
>All.O.> ODE AUG 11, 1995 

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

19415 002 UROFOLLITROPIN; HETROOIN I-73 MAR 01, 1991 
18817 003 VERAPAMIL HYDROCHLORIDE; CALAN I-SO DEC 16, 1989 

I-51 DEC 16, 1989 
18817 004 VERAPAMIL HYDROCHLORIDE; CALAN I-SO DEC 16, 1989 

I-51 DEC 16, 1989 
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SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
8TH EDITION 0988) 

MAILTO: 

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

PURCHASER: 

DATE: 

SHIPTO: 
(If different ihan J>urchaser) 

CONTACT: TELEPHONE (Include Area Code): 

METHOD OF PAYMENT: 

0 Charge my GPO Account No. 

D Purchase Order No. 
0 Check/money order enclosed for $ ______ ___ 

(Make check or money order payable to Superintendent of Documents) 

AUTHORIZING 
SIGNATURE: 

DESCRIPTION , 

The 8th Edition is published in March 1988. 
Subscription 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 

QUANTITY 

61 

DATE: 

UNIT PRICE TOTAL PRICE 

@ $79.00 $ 

@ $98.75 $ 

- $ 
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