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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

6th EDITION 

CUMULATIVE SUPPLEMENT 

OCTOBER 1986 

A. INTRODUCTION 

1. HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the 
~ffroved Druf Products with Theras;utic Equivalence Evaluations, 
6t Edition the List).----rfie List s comprised of three drug product 
lists: The Prescription Drug Product list, the OTC Drug Product list, and 
the Drug Products Approved Under Section 505 of the Act by the Division of 
Blood and Blood Products list. 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. 

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

Information in the Cumulative Supplement follows the format of the drug 
product lists. 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.) 

Drug product information is provided in each Cumulative Supplement for 
completeness to assist in locating the proper place in the drug product 
lists for the revision. [Strength(s) which already exist in the 
publication will not be repeated for context.] A page number in 
parentheses, l3cated to the right of the ingredient(s), refers to the 
related page in the drug product lists. The effective (marketing) date 
(the date a product may be marketed), when appropriate, will appear to the 
left of the approval date. 

Additions to the drug product lists and the Appendices are indicated by 
new information in the Cumulative Supplement. Additions ne~ to the 
current Cumulative Supplement are indicated by the symbol >_g_> to the 
left of the line on which new information exists. The >_g_> symbol is 
dropped in subsequent Cumulative Supplements for that item. 
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A newly approved product is identified by the lozenge C•) to the riJht of 
·its strength. This identifier remains throughout all Cumulative _ 
Supplenents for this edition. 

Deletions from the drug ~roduct lists and the Appendices are indicated by 
overstruck print in th~ Cwlluiative Supplement. Deletions new to the 
current Cumulative Supi>lement are indicated by the symbol >.Jll.L> (DELETE) 
to the left of the line containing the overstruck print. Tl-!: 
symbol is dropped in subsequent Cumulative Supplements for that item. 

Products discontinued frorn marketing will be fla~ged in this Cumulative 
Supplement with the "a II symbol to designate the1r non-marketad status 
until such time that the Agency is notified that they are being marketed. 

The Appendices of the Cumulative Supplement provide, among other things, 
updated information required of the Agency by the 11 Drug Price Competition 
and Patent ierm Restoration Act of 1984. 11 

2. APPLICANT (NAMEl CHANGES 

Because it is not pre:tical to identify in the Cumulative Supplement each 
and every product involved when an a~~t,cant transfers its entire line of 
approved drug products to another app1·•cant, or when an applicant changes 
its name, the cumu1ation of these transfers and name changes will be 
identified in this Special Notes section only. Where only partial 
approved product lines are transferred between applicants, each approved 
product involved will appear as an applicant name change in the Cumulative 
Supplement. The current list of applicant holder changes follows. 

Former Applicant (Name) 

VITARINE/PHOENIX 

DRUMMER/PHOENIX 

·rnvENEX LABS/LIFE 

ONEAL JONES&FELD~tAN 

APPLICANT (NAHE} CHANGES 

New Applicant (Name) 

VITARINE 
PHARMACEUTICALS, INC 

VITARINE 
PHARMACEUTICALS. !NC 

LYPHOMED, INC 

iOREST 
PHARMACEUTICALS, INC 
SUBSIDIARY OF FOREST 
LABORATORIES, lNC 

(continued) 

vi 

New Abbreviated Name 

VITARINE PHARMS 

VITARINE PHARMS 

LYPHOMED 

FOREST PHARMS/FOREST 



Former Applicant (Name) 

IVES LABS/ AMHO 

REID PROVIDENT LABS 
AND 

ROWELL LABORATORIES 

BAY LABORATORIES 

AMERICAN CRITICAL CARE 
DIV AMERICAN HOSP SUPPLY CORP 

3. PREDNISONE BIOEOUIYALENCE 

APPLICANT (NAME) CHANGES 

(continued) 

New Applicant (Name) 

WYETH LABORATORIES, INC 
DIVISION OF AMERICAN 
HOME PRODUCTS CORP 

REID-ROWELL 

MY-K LABORATORIES, INC 

AM CRITICAL CARE/AHS 

New Abbre,iated Name 

WYETH LABS/AMHO 

REID-ROWELL 

MY-K LABS 

DUPONT CRIT CARE 

The Agency has determined that !!l vitro data are sufficient to demonstrate 
bioequivalence of prednisone products. This decision is nased on past 
bioavailability studies on a variety of prednisone products sponsored under 
FDA contract which established an in vitro and in vivo correlation with a 
variety of in vitro apparatus and med~The studies demonstrated that the 
dissolutionrateusing apparatus such as the spin filter, USP basket, and 
paddle correlated with the rate of drug absorption. The initial paddle used 
in the above studies was a tilting blade paddle. When the USP adopted a fixe~ 
blade paddle method, it raised the issue of whether the same correlation 
existed for the tilting blade paddle. Following the October 15, 1977, 
effective date of the new USP prednisone table dissolution specification, the 
Agency initiated an extensive voluntary dissolution certification program for 
all marketed prednisone tablet products. This program continued until each 
firm demonstrated that every prednisorie product could consistently meet the 
new USP standard. Firms failing to meet the new standard were required to 
remove their product from the market or reformulate to an acceptable product. 

As a result of this pr.:,gram, when marketed prednisone table products were 
resurveyed in.1980, a.11 met the USP standard. 

A selected sample of the products in an Agency bioavailability study conducted 
in 1982 on marketed prednisone tablets revealed no statistically significant 
differences in the key bioavailability parameters (AUC, Cmax, Tmax) for 
prednisone t_ablets. 

Therefore, FDA will change the therapeutic equivalence code from BX to AB on 
any approved prednisone tablets if the app1 ication is supplemented with an 
acceptable comparative in vitro dissolution study. (See Appendix 3 of this 
Supplement for available guidance from the Division of Bioequivalence.) 
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4. OTC DRUG PRODUCTS 

The following drug products identified in the 11 0TC Drug Product list• of 
this publication as requiring approved applications may be marketed on the 
firm's own responsi~ility without an application under the Agency's 
existing OTC drug marketing policies so long as applicable proposed or 
tentativ2 final monographs are followed (see 21 CfR 330.13). 

Dexbrompheniramine Maleate 
Pseudoephedrine Sulfate 
Tablet; Oral 

Pseudoephedrine HC1 
Tri prol idi ne HCl 
Tablet or Capsule; Oral 

Pseudoephedrine HC1 
Triprolidine HCl 
Syrup; Oral , 

Triprolidine HC1 
Syrup; Oral 

Tri pro 1i dine HC1 
Tablet; Oral 

60mg 
2.5mg 

30mg/5ml 
1.25mg/5ml 

1.25mg/5ml 

2.5mg 
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. 5. PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL 

Drug products in this category (1) initially received approval only on the basis of 
safety before effectiveness studies were required, or (2) were conditionally approved 
under the temporary exemption that allowed these products to be marketed while 
effectiveness studies were being conducted. Listed below are those drugs which are now 
required to revise their labeling and provide additional information necessary 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 additicnal information submitted 
by the applicant, the product will be included in the appropriate Drug Product List. 

Products 

neomycin sulfate with either: 
dexamethasone sodium phosphate, 
fluocinolone acetonide, 
flurandrenolide, 
hydrocortisone, or 
methylpredniso1one acetate 

[topical anti-infectives for 
dermatologic use] 

nitroglycerin (capsule, controlled re1ease;ora1) 
nitroglycerin (ointment;topicat) 
nitroglycerin (tablet, controlled release;ora1) 
nitroglycerin (tablet, controlled release;buccal) 
phenazopyridine hydrochloride and 

sulfamethoxazole 
tranylcypromine sulfate 

ix 

Federal Register Reference 

MAR 26, 1984 (4~ FR 11888) 

SEP 7, 1984 (49 FR 35428) 
SEP 3, 1986 (51 FR 31371) 
SEP 7, 1984 (49 FR 35428) 
JUL 5, 1985 (50 FR 27688) 
JUL 29, 1983 (48 FR 34516) 

MAR 22, 1984 (49 FR 10708) 



6. INJECTABLE PRODUCT PACKAGE SIZE DESIGNATION 

When a new drug product (usually injectable) is approved for the same 
concentration but a different package size than the listed drug, and it has 
received a period of exckshity by the Agencys the product will appear as 
single source (no therapeutic equivalence code displayed) and the potency 
will reflect the unique package size. Once the period of exclusivity has 
ended, the product will then conform to the standard ADP format of reflecting 
•collapsed• package sizes. The current standard is to display package sizes 
of all small volume parenterals within an NDA as a per ml concentration and 
iarge volume parentera1s as per 100ml. 
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7. RErORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

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

The counts appear in two sections. Section A. provides baseline and quarterly data. The baseline column 
refers to the products in the List. For each three-month period following July '85, a column of quarterly 
data is added which incorporates counts of product activity from the previous quarter(s) with those in the 
baseline count. Section B. refers t~ products in the Cumulative Supplements and provides monthly activity 
with a cumulative count for the current quarter. 

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 administration 
with approval for marketing by a firm ,mder a particular generic or trade name. 

~ 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 part of a combination. 

USE OF REPORT 

From the data presented under Section 8., users should be able to observe such things as (1) newly 
approved and remarketed drug products which are added to the List; (2) products that are being removed 
from the list as the result of withdrawal of approval and changes from prescription to over-the-counter 
status; and, (3) trends in approval of products as either multisource or single source during each month 
within the quarter. The report does not reflect category ~hanges from multisource to single source and 
vice versa. However, the net gain that results f. ~~ ~11 additions, deletions and category changes is 
reflected in the quarterly counts for multisource anG single source products. 

xi 
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST 

A. COUNTS CuMULATIVE BY QUARTERS 

CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTISOURCECI) 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPTIONs<2> 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

JUL 1 85 <BASELINE> 

8048 
2096 <26.0IC> 
5952 <74.0J) 

4864 (60.~1> 
1054 <!~.al> 

J4 < 0.41C) 

306 

JUL 1 86 

8860 
2137 <24.IJ) 
6723 <75.91C> 

5619 (63.4J) 
1062 (12.tJ> 

42 ( 0.4J) 

27 
327 

B. ACTIVITY FOR SUPPLEMENT NUMBER 14 

AUG '86 SEP 1 86 OCT 1 86 

DRUG PRODUCTS ADDED: 47 74 76 
NEWLY APPROVED 47 66 71 
DES I EFFECTIVE 0 a 5 
REMARKETED 0 0 0 

DRUG PRODUCTS REMOVED: 0 0 0 
WITHDRAWN APPROVAL 0 0 0 
RX TO OTC SWITCH 0 0 0 

NET GAIN IN DRUG PRODUCTS 47 74 76 
SINGLE SOURCE PRODUCTS APPROVED I 15 16 
MULTISOURCE DRUG PRODUCTS APPROVED 46 59 60 
NEW MOLECULAR ENTITIES APPROVED: 0 2 6 

AS THE ENTITY 0 I 4 
AS A SALT, ESTER OR DERIVATIVE 

OF THE ENTITY 0 I 2 

<I> THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS <I.e., AVAILABLE 
FROM MORE THAN ONE APPLICANT) 

<2> AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION <SEE PAGE 1-8 OF THE LIST) 

xii 

CUMULATIVE 

197 
184 

13 
0 

0 
0 
0 

197 
32 

165 
a· 

5 

3 



B. DRUG PRODUCT LISTS 

1. Prescription Drug Product list 

2. OTC Drug Product list 

3. Drug Products Approved Under Section 505 of the Act 
by the Division of Blood and Blood Products List 
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PRESCRIPTI.IN DRUG PltODUCT LIST 
6TH EDITION 

ClH.11.ATIVE SUPPLEHENT NUteER 14 I AUG'U • OCT'86 

ACETAHINQPffffl «PAGE 3-1) 

INJECTABLE; INJECTION 
INJECTAPAP 

MCNEIL PHARH 100H8/HI..II 

ACETANINOPlfENi MAWTAL (PAGE 3-1) 

CAPSULE; ORAL 
BANCAP 

FOREST PH.ARM/FOREST USHG;SOHGN 

TABLET; ORAL 
SEDAPAP-10 

HAYRAND 6SOMG;SOHGN 

ACETAHJNOPlfEH• §UIALMTAL i CAFFEINE ( PAGE 3•1) 

CAPSULE; ORAL 
MltffllH!HfflN• MALUIALt M Mumtl 

al MIKART lln•i!UH~ 

> ...A!m..> ffl9MN 
>..ll!L> al HALI.ARD lln•im:!!i•~ 
>...AmL> 

111:mum !WI 
al US CtlEH HKTG GROUP lln•im:!!i•~ 

NU~ 001 
HAR 01, 1986 

N88889 001 
JAN 16, 1986 

N88944 001 
OCT 17, 190 

N89007 001 
HAR 17, 1986 

N87628 001 
OCT 01, 1986 

N89llS 001 
JAN lit, 1986 

• CAFFEINE; PJID'QRQCOOHNE ACETAMINOPHEN• 
CAPSULE; ORAL MTARTRATI! t PAGE 3-1 > 

~ 
M REIO-ROHELl 

UH!\l,WH!H 
M HYETH I.ABS/ANHO 

356, 'Y5;D!5,lil:'!!iN 

3H ,'\!S;tms,lil:'!!iN 

N88S84 001 
HAR 04, 1986 

N89166 001 
HAY 14, 1986 

ACf;IWNQPHffli COQEW PlfOSPUAii t PAGE 3•1 l 

TABLET; ORAL 

M VITARINE ~.um 
M ~•DIS 
M ~•i6 

MIIMmllOl!tflll M aRD!.tl WBII 
M MIKART on.~ 

MUAMrHOIIHIN Mil almtl WBI!i II 
M SUPERPHARH ~.u.. 

MUAMDl>l!!:IIU Mil almtl WBII II 
M MIKART ~.~ 

M PUREPACIKAlIPHARHA ~.~ 

M SUPERPHARH ~;~ 

M ~;~ 

MffMmllOr,tmt Mil m!ID!.tl 1!!:mll!l:l&Illi b 
M HIKART ~;i!!P 

M SUPERPHARH ~;i!!P 

M ~•i!!P 

IIJ.I ~ddl-1¢J~d~I 
I IJ.I ,_,,m NI P9P5'h~J,.~l-1¢/ 

'1mf]IU NI m!Rn;f ~ I IJ./~~1: J~dl-1¢/ 
1!!:!11:tal!.t!IIMH !I ~mtl 

M Atl ROBINS ~.~ 

ACETAMINOPHEN> HVDRQCOQONE BJIARTRATE lPAGE 3-3> 

CAPSULE; ORAL 
tRUAMPP!t!IU M H'(DROCODOHIE RIARIBAII 

M DH GRAHAM LABS ~;~ 

1 

N87433 001 
N65917 001 
N87423 001 

N89231 001 
HAR 03, 1986 

N89183 001 
OCT 18, 1985 

N89238 001 
FEB 25, 1986 

Na9080 001 
JUL 17, 1986 

N89184 001 
OCT 18, 1985 

N892S3 001 
HAY 19, 1986 

N89244 001 
FEB 25, 1986 

N89185 001 
OCT 18, 1985 

N892S4 001 
MAY 19, 1986. 

1~,,_l.'dd,_I 
/~j(.-Jj. 'd.dl.l 
/~j(tf.j.'ddl.l 

N85856 001 

N89006 001 
AUG 09, 1985 
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ACEJH!JNOMENi HVQR9COR9NI! UIARJRAll c PAGE 3-3 > 

CAPSULE; ORAL 
M&\P H9 

M 

/Ml 

FOREST PHARHIFOREST Ullt1iH6 

/(IN./.f... J(Jttl.~Jf u.w.N ,-,~J~/ 

>..Jll.I._> 
>_rum_> 

M 

M 

M 

M 

NQBCCDP9HI FMJMII M MUAfflHl)ffllH 
HIKART ~ Ui!:§lll 

TABLET; ORAL 
PYMPml M 

FOREST PHARHIFOREST IUtlHim 

Hffl!9CORII FMIMJI M MIQ'AfflHl)IIHIH 
HIKART 1221::t!Hm:1§.N 

R9II 
HOLLONAY PHARMS IU!:!!Hm:1§.N 

JXCODOHI 
M MCNEIL PHARH S!Uilm:1§.N 

ACETAMINOPHEN. • PR9PQXYPHE NE NAPSYl 
TABLET; ORALATE ( PAGE 3-3 ) 

M 

/~'tfdl 
IJROMCQ' 100 

LEHHON il!l!Slli.!mi 

N9ffl9'ffllNI NAIPJYLAII M MIQ'AfflHl)ffllN 
M BARR LABORATORIES il!l!S;~ 

M il!l!S;l!!m!iM 

M il!l!S;~ 

M CORD LABORATORIES il!l!S;J.OO!P 

M LEHHON il!l!S;~ 

M ZENITH LABORATORIES il!l!Sl~ 

ACEJAZOlWPi t PAGE 3-4 > 

TABLET; ORAL 
MU@W'!IDIIE 

M DANIMtY PHARHACAL 1i2l:P 

N87961 001 
HAR 17, 1983 

,~h~~iUi~ 
N89008 001 

FEB 21, 1986 

N87009 001 
HAR 17, 1983 

N89271 001 
JUL 1', 1986 

N88871 001 
HAY 15, 1986 

N89385 001 
Mia 27, 1986 

N70107 001 
Jm 12, 1981 

N70'1!S 001 
HAR 21, 1986 

N70771 001 
HAR Zl, 1986 

N70775 001 
HAR Zl, 1986 · 

N70443 001 
JAN 23, 1986 

N70732 001 
JAN 03, 1986 

N70146 001 
Mia oz, 1981 

N88882 001 
OCT 22, 1981 

ACETIC ACJQ• GLACIAL lPAGE 3-4> 

SOLUTIONIDROPSI OTIC 

AI 
"'9FAII 

PHARHAFAIR 

ACl!TVLCVSTHNE l PAGE 3-5 > 

SOLUTION; INHALATION 
IMR1XIJ 

>..ruHL> AN 
>..AWL> AN 
>..AWL> 
>..AWL> AN 
>..rum..> 
>..AWL> 
>..AWL> AN 
>..AQJL> 

HEAD JOHNSON/IMI 

tM91PL-19 
DEY LABORATORIES 

IMIPIOL•U 
DEY LABORATORIES 

AC)'CLOVIR ( PAGE 3-.!H 

CAPSULE; ORAL 
ZOVIIWC 

BURROUGHS HELLCOHE 

~ 

m 
~ 

~ 

~ 

200H9 

Ne8606 001 
AUG Zl, 1981 

Nl:160i 002 
Nl:1601 001 

N7(U575 001 
OCT l.4, 1986 

N7Cl576 001 
OCT 14, 1986 

Nl81128 001 
/JRVti1.::tj#/ 

JAN 2!i, 1981 

Al.8UJ1!ROI, SULFATE CPAGE 3-6> 

TABLET; ORAL 
lfMYIHRiL 

M SCHERING 

M 

YIH1'0L'llf 
M Gl.AXO 

M 

ALLOPURINOI, C PAGE 3-6 > 

TABLET; ORAL 
ALLONQHOL 

M BARR LABORATORIES 

M 

§9 MIAH Nl7853 001 
HAY 07, 1982 

Et W BAH Nl78S3 002 
HAY 07, 1982 

Et M 8Asal Nl9112 001 
JUL 10, 1986 

Et W BAWi N19ll2 002 
JUL 10, 1986 

l!llllP N70lt66 001 
l!Vrl.'j,,::i,u:.t.•nEc 24, 1981 

l!lllt1§" N7046 7 001 
/t'(J'J:,,.::t1U.'J.'DEC 24, 1981 
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. Allgpumq, f PAGE 3•6) 

TADLET; ORAL 
H,l,lflUlffl& 

M CORD UIORATORIIES ~ N70H8001 /tW. .,,, • ·,~. {, • .•. • • •• DEC 31, 1'8.1 
M ll:!!P N7026'001 

lt\tl.'"J,.::tHJ,.'.{.'DEC 31, 1'8.1 
,._. __ > M NVUNPHAMS ~ tU8659 001 
>.AIL." OCT M, 1966 
:>:.AL., M ll:!!P Nl06S-, OOZ 
>..JRL> OCT M, 1966 

M PAR PHARHAC£UTICAI. ~ N70UO 001 
lt'4S'l.'1,,.::t.4#.'.( 'DEC Uh l '8.1 

M ll:!!P N70147 001 
/t\tl.''J;,.:.''J..4#.'.('DIC 10, HU 

M PUREPACIKAI.IPHARHA ~ 

M ll:!!P 

M SUPERPHARH ~ 

M ll:!!P 

WN[A,l>INE IJYH,QCLQUQ! C PAGE 3-7) 

CAPSULE; ORAi. 

M 
nffl'Aml 11W, 

FORIUTEC 

REID-ROHELI. 

U'ffllfitlR 

~ 

~ M 

M 
M 

DUPONT o-~ lU!S 
lU!S 

AMil,ORIQ! HVQROCHLQUQ! CPAGE 3•7> 

TADlET; MAI. 
ftW!PllillW, 

M PAR PHARMACEUTICAL ~ 

HDfflOI! 
M HSIDIHERCK -

N70!579 001 
APR 14, 1966 

N70HO 001 
APR 14, 1966 

N70'50 001 
NOV 30, 1988: SEP K, 1966 

N709Sl 001 
NOV 30, 1988 : SEP K, 1966 

N70H9 001 
AUG OS, 1986 

N71000 001 
SEP K, 1966 

Nl\OZO 001 
Nl11U' 001 

N70346 001 
JAN 22, 1966 

Nl8200 001 

AMILQUQ! IJYHDCHIJl!UB 5 HYMQCHl,919JNHIB c PAGE 3-7) 

TABLET; OftAl 
trtm-mB 

M PAR PHARHAC£UTICAI. .miiJ~ N70347 001 
DEC U, 1990 : AU8 06, 1966 

m,ymJg 1:-8 
M HS&DIHERCK .miiSali Nl820l 001 

>..AIL> 
>..AIL> 
>..AB..> 

>---> 
>..AB..> 
>---> 

,...._> 
>..JRL>. 
>---> >---> 

AMitll 11.Ilm CPAGE 3-7) 

INJECTABLll!J INJECTION 
AHINOSVM•HIC 71. IN PLASTIC CONTA?ffl!R 

AMOTT lAIORATOftil!S ma Nl9400 001 
JUL 23, 1986 

AHINOSYN-PF 71. 
AHOTT LABORATORIES 7Y.III Nl9398 001 

SEP 06, 1985 
AHINOSVN-PF' lOX 

AHOTT LAIORATORIES lOY.111 Nl'492 001 
OCT 17, 1986 

AHINOSVN II 3.JX 
AHOTT I.AIORATORIES !,!SY.Ill Nl'438 001 

APR 03, 1986 
AHINOSVN II 3.JX IN PLASTIC CONTAINER 

AHOTT I.AIORATORIES !.!SY.Ill Nl9491 001 
OCT 10, 1986 

AHINOSVN II IX 
AHOTT I.AIORATORIES !SY.Ill Nl'438 002 

APR 03, 1986 
AIUNOSYN II 7X 

AlmOTT LADORATORIES 7Y.III Nl'438 003 
APR 03, 1986 

AIUNOSVN II 8.IX 
AHOTT LABORATORIES 8.!SY.111 Nl'438 004 

APR 03, 1986 
AHINOSVN II lOX 

AHOTT I.AIORATORIES lOY.111 Nl9438 005 
APR 03, 1986 

AMINQ 11.IQSp CALCIUM ACiIWi GLVCERINi t:W,iNESIUH ACEtma 
Pl:tQSPN9BIC ACIQ> P9TAWW CHLORIDE; SOQJUH ACETATE, SODIUM 
CHLQUQ! C PAGE 3-8 I 

INJECTABLE; INJECTION 

1,1.ff'j.Mf.~t/ 
PROCALAMINE 

KENDALL MCGAH LADS 31.;26"9/lOOML;3GM/lOOML;SltMG/lOOHL; 
4lHG/lOOHl;lSOHG/lOOHL;200MG/lOOML; 
120MG/100ML Nl8S82 001 

HAY 08, 1982 

AMINO ACJQS i t:tAGNESJW ACETATE i POIASSJW ACETATE Z SOQIUH 
CHl,ORIQIE> SOQIUH PHOSPHATE. DIBASIC (PAGE 3-9> 

INJECTABLE; INJECTION 
AIUNOSVN II 3,SX 11 

AHOTT LABORATORIES 3.SX;32HG/10011L;l28HG/lOOML; 
222HG/lOOML;49HG/100MlJI Nl'437 007 

APR 03, 1986 
AIUNOSVN II 3,SX 11 IN PLASTIC CONTAINER 

AHOTT LAIORATORIES 3.SX;32HG/lOOML;l28HG/lOOHL; 
222HG/lOOML;49HG/100HlJI Nl'493 001 

OCT 16, 1986 
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RX DRUG PRODUCT UST/ CUHUI.ATIVE SUPPU!IENT Nl.lleER 14 / AOO'U - OCT'86 4 

WNP ACJQS; twU;SJW CHJ.OBIHi ronssm:J tl;ILQl!JHi 
POTASSJW PH9ffllAIE• Qil,ASICi SQDlllH Cl;ILPftIQE (PAGE 3-91 

INJECTABLE; INJECTION 
AHINOSYN II 7X HI ELECTROt.YTES 

ABSOTT LABORATORIES 7X;l02Mt./lOOHL;4SHG/lOOHL; 
522HG/lOOHL;4lotlG/lOOMLN Nl'437 006 

APR 03, 1986 
AHINOSYN II 8.SX HI ELECTROLYTES 

ABSOTT LABORATORIES 8,SX;102MG/lOOML;4SHG/lOOHL; 
522HG/lOOHL;4lotlG/lOOHIJC Nl'437 005 

APR 03, 1986 
AHINOSYN II lOX HI ELECTROLYTES 

ASSOTT LABORATORIES lOX;l02HG/lOOHL;4SHG/lOOHL; 
522MG/lOOHL;4lotlG/lOOHLIII Nl'437 004 

APR 03, 1986 

AMINO ACJPSi twU;SJW Cl;ILPftIQEi PQIASSIU!:J P!IOSPHAJ§• Qil,ASIC> 
SQDIUH ACETATE; SQDIU!:J CHlPftIQE CPAGE 3-9> 

INJECTABLE; INJECTION 
lffl./..'11.~t.. '14. 'j.:,t.. ''fV. 'tf.tJ!mf..tt/.. '~! 

TRAVASOL 3,SX HI ELECTROLYTES 
TRAVENOL LABS 3.SX;SlMG/lOOHL;l3lMG/lOOHL; 

218MG/lOOHL;3SMG/lOOHL Nl7493 003 

AMINQCAPROIC ACID (PAGE 3-9> 

INJECTABLE; tNJECTION 
Al1lHQl:AfflOD hffl 

A!? LYPHOMED 2~ 

A!? ~D PHARHS 250HGIMUC 

AMINQPHYLUNE l PAGE 3-lo ) 

TABLEn ORAL 
.pMJNOfflnLml 

!I. CORD LABORATORIES U9t!!i 
ltiPI l~.'~/..~tt~/ l/..d.ON;/ 

AMIOOARQNE ID'QROCHLQBIDE (PAGE 3-11> 

TABLET; ORAL 
CORDARONE 

IVES LABS/AHOO 200IGI 

N70522 001 
JUN 17, 1986 

N70694 001 
MAR 04, 1986 

N85262 002 
,~i1i:,.11.1 

N18-)72 001 
DEC 24, 1985 

At:JID!!PIYLINE ID'PRQCHLPBJPE > CHLPftDIAZEPQXIQE I PAGE 3•14 > 

TABLET; ORAL 
UHBITROL 
/tlsjfftl.W,.!t.( ·~E ~~f~gm, 

EQ 12,SMG BASE;!SMG 
EQ 2!SMG BASE;l0MG 

~n1~~r~,~~ 
Nl6'49 001 
Nl6'49 002 

WIBJPD'Litffi HYRQCHLPBJQE > Pi;RPHENAZINE l PAGE 3-14 l 

TABLET; ORAL 
l!l!!t:!Hmflli B AMt'l'n!J!llLWI t:mL 

Al BOLAR PHARMACEUTICAL 121:!§;1!:§N N70373 001 
AOO 25, 1986 

Al um;l!:§N N70374 001 
AOO 25, 1986 

Al lmS;!fP N70375 001 
AUG 25, 1986. 

Al ll.lS>!!P N70376 001 
AUG 25, 1986 

Al PAR PHARMACEUTICAL lmS;l!:§N N70565 001 
SEP 11, 1986 

Al um;l!:§N N70621 001 
SEP 11, 1986 

Al ims;!fP N70620 001 
SEP U, 1986 

M um;!fP Ni0595 001 
SEP 11, 1986 

Al UJ.S;!fP N70574 001 
SEP 11, 1986 

Al ZENITH LABORATORIES 121:!§;1!:§N N70935 001 
SEP 11, 1986 

Al ll.l:Sil!:§N N70936 001 
SEP 11, l~-> 

M lmsi!!P N70937 001 
SEP 11, '1986 

M ll.l:Si!!P N7G938 001 
SEP 11, 1986 

Al UJ.S;!fP N70939 001 
SEP 12, 1986 

TRIAVIL 2-10 
Id,/ /~f,.dMt~ /t~J~/ l~tt.-Jtf;. 'J.d/./ 

TRIAVIL 2-25· 
Id,/ /~f,.d/rtl.ffAI.I /~#~/ /~t/.ltf;.'dd# 

TRIAVIL 4-10 

1~~~ ~~if~~ ~}IJI~ ~1~nr~~1~ 
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AHIJRIPJYI.Df! H)'l9CHI.OUDE; PfRfflfflAZINE IPAGE 3•14) 

TAaLET; ORAL 
TRIAVIL 4-2.6 

/#/ ~"~ TRIAVIL 4-SO ,,,,,~~ 
DPYA t;g 

M NS&DINERCK 
DPYAhU 

M HS&DIHERCK 
DPYAHP 

M HS&DIHERCK 
DPYA!-0 

M NS&DINERCK 
DPYA'hU 

M HS&DINERCK 

AMQXICILLIN fPAGE 3-U) 

CAPSULE; ORAL 
,AHOKlmLL;N 

M LABORATORIOS ATRAL 

a 

/UN,J~/ 
/-INJ~/ 
in;a 

,ws;a 

llf:li ;-

.WS•!t!!i 

9t!§;!!:S 

ll!IP 

&!IP 

AS r-E-DAVISIH-L 2SOHG 
AS ~I SOOMG 

PCH>ER FOR RECONSTITUTION; ORAL 
!l.m:lm 

M PARKE-DAVISIH-L U5MS/5Ml 
a 2soMGtn 

AMPICil,LIN SOOil,tl I PAGE 3-17 > 

INJECTABLE; INJECTION 
fflPJC.tLL;N !lliOPM 

a!! ELI LILLY E§I ffl1 SAS§,MAU. 

a? ELKINS-SINN.IAHROOINS H l25MS 8ASE,MAU. 

a? Eg 25ot§ SAS§,MAU. 

a? 11:g MOOG IB;ASEMAU. 

a? Iii l§H SAS§,MAU. 

a? Eg ffl1 IAS!;(YIAU. 

a? E9 100!1 SAS§,MAU. 

/t1Jlt'J'J$. 'jf/,/ 
lttf.!t1U. ·1N./ 

Nl471S 004 

Nll\715 002 

Nll\715 003 

Nll\715 COS 

Nl47U 006 

N62528 001 
AUO 07, 198S 

N62S28 002 
AUO 07, 198S 

N62107 001 
N62107 002 

N62127 001 
N62127 002 

N62S6S 003 
JUN 24, 1986 

N62692 001 
JUN 24, 1986 

N62692 002 
JUN 21\, 1986 

N62692 003 
JUN 24, 1986 

N62692 004 
JUN 24, 1986 

N62692 005 
JUN 24, 1986 

N62692 006 
JUN 24, 1986 

AMPICILLIN smmm IPAm! 3-17) 

INJECTABLE; INJECTION 
mmu;pH1 

A! a!ECIW1 I.A8SAEECHAM H lOOH SAS§,MAL N60677 001 

ASCWJC ACIPi UoDNi CVANQCWLWNi PExPANJJffiNQLi 
ERiQCALCifEB9L• rnuc KIR• NIACINN:Q;DE; PYBIPQXINE; 
BIWLAVJN fflPHAJl SOOJW• THIAMINE i 
YIIWhl A; YJIWNE E I PAGE 3•19 l 

INJECTABLE; INJECTION 
H.V,I,-12 LYOPHILIZED 

USV PHARHACEUTICAL 100HCIVIAL;0,06HGIVIAL;0.05HG/\IIAL 
15MGIVIAL;200 IU/VIAL;0.4MG/\IIAL; 
I\OHG/\IIAL;4MG/\IIAL;3.611G/VIAL; 
3HGIVIALS3,300 IU/VIAL;lO IU/VIAUI 

Nl8933 002 
AUO 08, 1985 

ASCQRNC ASIQi NOJIN> CVANQCQMLAHJNi PExPANJJffiNQLi 
ERiQCALCJfERQbi fOLIC ACJP> NIACINN:Q;pE; PYBIPQXINE 
HVQROCHLQRJM• RJIOFLAVJN PHQSPHAJl SOQil,tl; THIAMINE 
HVQROCHLQRIPU YIIWN Ai YIIWN E IPAGE 3-19) 

INJECTABLE; INJECTION 
H,Y,R, ttl 

j! LYPHONED 

H,Y,l,•;ut 
j! USV PHARMACEUTICAL 

HYPPINI 
A! ASCOT HOSP PHARHS 

10HG1ML;p.006MG/Ml;o.SUGM1M1.; 
l,5MG1Ht,;2o IUIHL;o,OffiGIHL;!!:S(Hl; 
O.!tf1GIHL;o.36MG/HL;o.3HGIHI.; 
330 IU/Hl;l IUIHU. Nl8't't0 002 

AUG 08, 1985 

lOMG1HL;o.006MGIML;o,SUGM1HL 
1,5MGIHL;go IU/HL;o,OffiGIHL;!!:S(Hl; 
9,'tf1G/HL;o.36MGIML;o,3MG(HL; 
330 IU1ML;1 IUIHU. N08809 004 

AUG 08, 1985 

lOMG1HL;o.006MG1HL;o,SUGM1HL; 
l,5MG/HL;go IU/ML;o,OffiGIHL;!!:S(Hl; 
0.4MG/HL;o.36MGIHL;o.3MGIML; 
330 IUIHL;l IU/MI.JI N18439 002 

AUG 08, 1985 
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RM IIIAJ9 PRODUCT LIST ✓ CUHULATIW SUPPLEMENT NlltlHR l" ✓ MIIR'U - OCT'M 6 

,MCWlC ACJPP NPJlNI CWPP:AbWN• HXPAtmtlNOl,i 
IER§OCALCJFJR• fOLJC ACJPi NJACINAMJPJ!it PVRIPQXINJ 
ID'MQCHLQRIU> RDQfLAYJN Ptt9§PHm SQPJWi IUJWNIE 
ID'MQCHLQRIPJ!i YUWN A PAWIATJ! YJIWN IE CPAGE 3-19) 

INJ£CTA8LE; INJ£CTION 
IBEROCCA PN 

HOFFIWfl-LA ROCH£ Sot1GINL;0.03MGINL;O.OOUHSIHL; 
7.1N81Hl;lOO IUll1l;0.21181Hl.;tOHSIHL; 
21181Hl.;l.eHGINl.;1.SMGM.;l,6SO II..VHI.J 
S IU/HLN N0607l 003 

ASPIRIN;, MALBIJAU CAFFEINE CPASE 3-19> 

CAPSULE; ORAL 
MALIUM NI MPJUH M C&flfmtl 

M CHELSEA LMORATORIES ~;i,!!!H!m:!!i 

~L 
Al SANDOZ PHARHSISANDOZ ~;H.!:§,!mP 

M 

M 

M 

M 

LAHORDIAL 
LA?H:TT 

TMLET; ORAL 

~;H.!:§;!mP 

MAw,;TAL NI ASpmH M C&flflll:liM 
NEST-HARD .ll5m;H.!:§;!m:§ 

~L 
SANDOZ PHARHSISANDOZ ~;DrS,!mP 

LAHORDIAL 
LA?H:TT ~.H.!:§,!mP 

ASPIRINi CARISQPRQOOl CPAGE 3•20> 

TMLET; ORAL 
~ c::ctmY9 

Al SOUR PHARMACEUTICAL .Hit§;~ 

RM c::ctmY9 
Al HALLACE PHARHS/'C-N ~•.tmmi 

ASPIRIN; HEPBQl!WllTIE CPAGE 3-to> 

TMLET; ORAL 
~tlMASpmH 

Al PAR PHARHACEUTICAL .Hit§;~ 

OCT 10, 1'85 

N8623l 002 
FED 12, 1'85 

Nl75!4 005 
APR 16, 1916 

N86996 002 
OCT U, 1'85 

N86162 002 
FH 16, 19M 

Nl75!4 003 
APR 16, 1916 

N86916 002 
OCT 18, 1'85 

N88809 001 
OCT 03, 1'85 

Nl2!65 005 
JUL 11, 1983 

N89126 001 
AUG 19, 1916 

ASPIRIN$ tffimpcAMN1QL CPASE 3•20> 

TMLEn ORAL 

Ml'QP\MMP. " MPDIP1 Al NCNEIL CONSUMER PROO~;~ N89193 001 
FED 12, 1986 

WJTRACJN UNCi HYQBPCQRUSQNEi NIEQMYCJN SULFATIE; PPbYMYXJN I 
SULFATE CPASE 3-23> 

OINTHENT; TOPICAL 
PTDPMffl 

AT BURROUGHS NELLCOHE 400 UNIJS(§t:Ulr.U,ig l,M BASE/GIU 
s.099 UNJTS/GH N.50168 002 

. HAY 04, 1985 
HRfl'.RH I IIIOL'ffl\'Ai I IULfAtU I ~ mm I 
H'flBOPOIJDOHI 

AT PHARHAFAIR 400 OOTS1GH;ir,;1Eg 3,M BASE/GM; 
i•999 ut:Jl]'SIGMN N62381 001 

HNZYL P§NIClllQYb-PQLYLVSJNE CPAGE 3•251 

INJ£CTA8LE; INJ£CTION 
PRE-PEN 
/i(lf.N.tfj~ 1,,.·sW~I 

SCHHARZ PHARMS 60 UHOLAR 

HIWWSQNE HNZQAIIE IPAGE 3.;251 

CREAM; TOPICAL 

ld-~iJ~M.:tl 
UTICORT 

PARKE•DAYISIH•L 

GEU TOPICAL 
ldtttJ.~ 

UTICORT 

OINTHENT: . TOPICAL 
ld~t'Jdttl-1 

UTICORT 

ld.:,ut/ 
0.02SY. 

HIWTHASQNE PIPROPJQNATIE CPASE 3-251 

CREAM; TOPICAL 
DIPROLENE 

BX SCHERING H o.oSY. DASE• 

SEP 06, 1985 

l~J'J.f.t+.' ~.df./ 
N.50114 001 

,~,.~~#. .. ,,,., 
Nl6998 002 

Nl9408 001 
JAN 31, 1986 

'"j 
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RIHCIM,SM UPPmNAU lPAGE 3•U> 

LOTION; TOPICAi. 
AUHADIK 

M SAVAGE I.A8Sl'AlTANA IEG O.QS BASElll 

lltffll'll:IMWI R~D 
M E FOUSER.vAlTANA 19 9,QS USElil 

M PHARKADERWALTANA IE9 9,QS USElll 

RINt!]JIAS(H YM,H.W C PAGE 3-26 l 

CREAM; TOPICAL 
lltfflU!IASOU YAbWIIE 

M CLAY-PARK LASS 1;9 O.lj', BASElll 

OINTMENT; TOPICAL 
lltA::YAL 

M LEHMON IEQ P,lX USEN 

RTAXQLOL HYPBQCHI.QRIQE IPAGE 3-27) 

SOLUTION/DROPS; OPHTIIALHJ:C 
SETOPTIC 

ALCON LADORATORIES EQ O.!N'. SASEN 

8§TI;IHCHQL CHLORIDE I PAGE 3-27 > 

TABLET; ORAL 
QfflWtW!OL cm.BIi 

M SIDHAK LABORATORIES 21!i.M 

M SP 

UEJYUUH rosnm (PAGE 3-28) 

INJECTABLE; INJECTION 
pmi,;PM UMl,AII 

N70273 001 
AUG 12, 1985 

N7027S 001 
AUG 12, 1985 

N702'N- 001 
AUG 12, 1985 

N700S3 001 
JUN lCh 1986 

N70069 001 
DEC 19, 1985 

Nl9270 001 
AUG 30, 1985 

N89095 001 
DEC 19, 1985 

N89096 001 
DEC 19, 1985 

62 ABBOTT LABORATORIES ~• Nl 9033 001 
APR 29, 1986: APR 16, 1986 

62 ELKINS-SltfilAliROBINS ~• N7054S 001 
HAY 14, 1986 

62 5Qt!M:II.N N70546 001 
HAY 14, 1986 

WIYL;\UH mnm C PAGE 3•28) 

INJECTABU!; INJECTION 
IBMI-M Im'IAJI e 

e 

e 

INTL MEDICATION SYS ~ N70119 001 
APR 29, 1986: HAR 06, 1986 

l.VPHOMED Utti(M\.M N70134 001 
APR 29, 1986: FEB 12, 1986 

■ml-M 'mXIAtl Pl pa.m;m R«MHIII 
ABBOTT LABORATORIES Utti{MLlil Nl9030 001 

APR 29, 1986: APR 16, 1986 
IBUYMH, 

62 AN CRITICAL CARE/AHS Utti(ML Nl7954 001 

l}REJYLIUH IQSYLATE i QEXIROSJ! I PAGE 3-28 > 

INJECTABLE; INJECTION 

e 
e 
e 

e 
e 
e 

e 
e 

IBUYLJUH Im'IAJI Pl RMJOU P 
ABBOTT LABORATORIES 20QHGllOOHL;.5GH/100HLN N1900S 002 

APR 29, 1986: APR 16, 1986 
40QHG/lOOHL;.5GH/10QHLN Nl900S 003 

APR 29, 1986: APR 16, 1986 
§OOHG/lOOMG;SGM/lOOHLN Nl900S 001 

APR 29, 1986: APR 16, 1986 
NrD'I-M Im'IA'H Pl l\'Xf!O!I P Pl IPIAIID Rft'AJHQ 

ABBOTT LABORATORIES 20QHG/100HL;.5GH/100HLN Nl9008 002 
APR 29, 1986: APR 16, 1986 

4QQHG/lOQHL;.5GH/1QQMl,IIS Nl9008 003 
APR 29, 1986 I APR 16, 1986 

§QQHG/lOOMG;.5GH/100Hl,ll Nl9008 001 
APR 29, 1986: APR 16, 1986 

KENDALL HCGAH LA8S lOOMG/lOOML;!!iGM/lOOMlJI Nl912l 001 
APR 29, 1986 

2QOMG/lOQHL;,SGH/lOQHl,IIS Nl912l 002 
APR 29, 1986 

40QHGl100HL;.5GH/10QHl,IIS Nl9121 003 
APR 29, 1986 

MQHQQJPHEtflYDBWHE HYDRQCHLQRJDE; CODEINE PHQSPHW 
CPAGE 3-28) 

SYRUP; ORAL 

/W ~·~1.,~f:t~l/~{tdWet.:I /J~~1~1~i~~~~ 
M FOREST LABORATORIES 12.H/SHL;l_~ N09319 006 

JAN 10, 1984 

BROMPHENIRAMINE HALEATIEZ PHENVLPRQPANQLAHINE HYDROCHLORIDE 
IPAGE 3-29) 

l:t~z~ii~W)fl%'Uf.d. '~f.f.f.~f.J. '~,(L 

/Ni:'~~/ /'J.l.~.{'J~/ /,(1~1~ijj~ 
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M;tYACAINC IJYMPCHLQUH I PM! 3-H > 
INJECTMLIH INJECTION 
~ 

A! ASTRA PHAM PflODS 

A! 

A! 

~ 

~ 

~ 

MJYM;AINE IJYMQCHl,ORJHi l>EXDQSE lPAN 3-29) 

INJECTMLIH INJECTION 
HARCAINE SPINAL 
a "1tmiROP-BltEONISTERL O. 751.;8. 2SX 

MPJW ID'QBOCAALQUH f PME 3-30 > 
TMU!n ORAi. 

NELLIUTRIN 
a BURROUGHS NEI.I.COHE 5otGil 

a 7519G 

a lOOHGJ'C 

NPJMH ID'QBOCHLQRIDE C PAGE 3-30 ) 

TMI.En ORAL 
BUSPAR 

!BRISTOi. LABS/IMi 519G 

101$8 

mm>cONA20U! NIJMJl C PAGE 3-31) 

CREAM; VAGINAi. 
FEHSTAT 

SYNTEX LMSISYNTEX 2~ 

SUPPOSITORY. VAGINAL 
FEHSTAT 

SYNTEX LMSISYNTEX lOOMGJ& ' 

N70552 001 
HAY tl, 1986 

N705" 001 
HAY tl, 1986 

N70SM 001 
HAY 21, 1986 

Nl8692 001 
HAY 04-, 1984 

Nl~ 001 
DEC 31h 1985 

Nl864cil- 002 
DEC 30> 1985 

N186" 003 
DEC 30, 1985 

N18731 001 
SEP 29, 1986 

N18731 002 
SEP 29, 1986 

Nl92l5 001 
NOV 25> 1985 

Nl93S9 001 
NOV 25, 1985 

'«PAN 3-3U 
«PAN :S•3U 

>...Alm...> GALCJIQNIN• Hl.iNU « PM! 3-31 > 

>...Alm...> 
>...Alm...> 
>...Alm...> 
>..AL> 

INJECTMI.IH INJECTION 
CIBM:AI.CIN 

CI8AICI8A•NIGY 0.5MG/YIAUI 

GAl,CI]'ONIN • $Al,ffl.lN I PAGE 3-3U 

INJECTABI.U INJECTION 
IUACALCIN 

SANDOZ PHARHSISANOOZ 100 IU/HUI 

CAl,CJIRQL IPAGE 3-31> 

INJECTABLE; INJECTION 
CAI.Cl.JEX 

AB80TT LABORATORIES O.OOlHGIHL 

0.002HGIHL 

N18470 001 
OCT 31, 1986 

Nl7808 001 
JUL 03, 1986 

N18874 001 
SEP 2.!h 1986 

N18874 002 
SEP 25, 1986 

CALCJW CHLQRIQEt PEXJBOSEi MA§NESIUM CHLORIDE> SODJW 
ACETATE 5 SODIUM CHUffiJDE I PAGE 3-32 l 

SOLUTION; INTRAPERITONEAL 
DIALYTE HI DEXTROSE 2.51. IN PLASTIC CONTAINER 

KENDALL NCGAN LABS 29MG/lOOML;2.SGH/lOOML; 
l5HG.'lOOML;610MG/lOOML; 
S60MG/100Ml.n N18460 006 

JAN 29, 1986 

CALCIUM CHLQRIQEit PiXJROSEi MA§NESIUM CHLQRIDE;. SODJW 
CHLORIDE i SODIUM LACTATE I PAGE 3-32 l 

SOLUTION; INTRAPERITONEAL 
,DIALYTE HI DEXTROSE 1.51. IN PLASTIC CONTAINER 

KENDALL NCGAH LABS 26HG/lOOML;l.5GMllOOML; 
5HG.'lOOML;S30MG/lOOML; 
4SOMG/100MUI N18460 007 

JAN 29, 1986 
DIALYTE HI DEXTROSE 2.51. IN PLASTIC CONTAINER 

KENDALL NCGAN LABS 26MG/lOOML;2.5GMllOOML; 
SMG/100!'1L;S30MG/lOOML; 
4SOMG/100Ml.n 

·~ 

N18460 008 
JAN 29, 1986 
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CPAGE 3-32) 

SOl.UTiotU INTRAPl:RITONEAL 
DIALYTl W Dl><TROSE 4.25?. IN PLASTIC CONTAlNlR 

KINDALL HCGAH LABS 26H9.llOOHt..4.2SGWlOOHL; 
SMSJ'lOOHL;S30HIY'lOOHL; 
~lootll.M NlM60 009 

JAN H, 1986 
DIANlAL PD•l W Dl>Cl'ROSE 3.SX IN PLASTIC CONTAINlR 

TRAWNOI. LAIS 25. ?HG/lOOHl.;3.SGWlOOHL; 
lS.2HG/lOOHL;S67HG/lOOHL; 
392HG/lootll.M N17Slt 010 

NOV 18, HU 
DIANlAL PD•2 W Dl>Cl'ROSE 3.SX IN PLASTIC CONTAINlR 

TRAWNOL LAIS 25. ?HG/lOOHl.;3.SGWlOOHL; 
S.08MSllOOHL;S38✓100HL; 
~lOOltlJ!t N175lt 011 

NOV 18, 1985 

CALCIW CHLQRil>l;i l>l;XJ:ROH> SQPIW CHLQRil>l;i SOQM LACJW 
CPAGE 3-321 

SOLUTION; INTRAPERITONEAL 
INPERSOL•ZH W Dl>Cl'ROSE l.SX IN PLASTIC CONTAINlR 

AUOTT LABORATORIES 25.?HG/lOOHL;l.SGWlOOHL; 
S38HG/lOOHL;~lootll.M Nl939S 001 

HAR 26, 1986 
INPERSOL-ZH W DlXTROSE 2.SX IN PLASTIC CONTAINlR 

ABSOTT LABORATORIES 2S.71'18/lOOHL;2.SGWlOOHL; 
538HG/lOOHL;~lOOHLN Nl939S 002 

HAR 26, 1986 
INPERSOL-ZH W DEXTROSE 4.2.SX IN PLASTIC CONTAINlR 

ABSOTT LABORATORIES 25.7HG/lOOHL.4.2SGWlOOHL; 
S38HG/100HL,4'+8MG/100HLN Nl939S 003 

HAR 26, 1986 

CALCIUM CHLQBJl>l; i MAGNESIUM C'ilQIUQE it PQIASSIW CHLQIUQE 
SOQIUJ:1 ACEIAIU SQPIUJ:1 CHLQBU>E lPAGE 3-34 • 

INJECTABLE; INJECTION 
TPN ELECTROLYTES IN PLASTIC CONTAINER 

ABSOTT LABORATORIES 16.5MGIHL;25.4MGIML;74.6MGIHL; 
121MG/ML;l6.1HGIHLN Nl9399 001 

JUN 16, 1986 
16.SMG/ML;2S.4HGIHL;74.6MG/ML; 
121MG/ML,16.ll'IG/ML' Nl8895 001 

JUL 20, 1984 

£al,,CIUM cm.o,n;oe i PQIAWUM CHLQRJIH! i SOOIUM CHLQBID! i SOOIW 
LACJW (PAGE 3•35) 

INJIECTABLE; INJECTION 
MWJ'AJP IIPiP■•!f ffl PLAIIP RO'MHIB 

A! AUOTT LABORATOIU:ES 20MG/100ML ;30MG/10K 160QHi/10JW. • 
UQHi/lOQMl,M Nl9485 001 

OCT 24, 1985 

SOLU'l'lON; IRRIGATION 
!Ml't:TP. 11Pi9■11 ffl PLAIIP RO'AH■ 

AI AUOTT LABORATORIES 2QHi/lOOMl,lJQl:IG/100Mll§OOMG/100Ml 

CAPIQPUL I PAGE 3•36 > 

TMLEn ORAL 
CAPOTEN 

UQHi/lQOMl,M Nl9416 001 
JAN 17, 1986 

ER ~- AND SONS 37 .SMGN Nl8343 006 
SEP 17, 1986 

CMIACHQL (PAGE 3-36) 

INJECTABLE; INJECTION 
CiMIAML 

A! PHARHAFAJR ~ N70292 001 
HAY 21, 1986 

tAE'AT 
A! ALCON LABORATORIES L.9ll Nl6968 001 

CABIAJ:IAZEPINE (PAGE 3•36) 

TABLEn ORAL 
aUMA'l!U!ffll 

a COLMED LABORATORIES iSLQt:!!iN N70300 001 
HAY 15, 1986 

a INHOOO LABS/FOREST ~ N70231 001 
AUG 14, 1986 

IR:mL 
a LEMMON ~ N70541 001 

SEP 17, 1986 
Jl§RffOL 

a GEIGY/CIBA-GEIGY ~ Nl6608 001 

CARNIJINE, l,- CPAGE 3-371 

SOLUTION; ORAL 
1/ITACARN 

KENDALL HCGAH LABS lGtvlOHUI Nl9257 001 
APR 10, 1986 
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c;.w,q:J'.DI• L- CIPME 3-37) 

TABLET; ORAL 
/f..~1f.ttl.l 

CARNITOR 
SIGHA-TAU 3,.. 

AfWNQOLI; NAfm! C IPA§ 3-37 l 

INJECTABLE; INJECTION 
HANDOL 

11:LI LILLY EQ lGN NSll:IVIAUI 

Et 2GH BASEIVIAUI 

C!;FAZQLIN SQOIW (PAGE 3-38> 

INJECTABLE; INJECTION 
U,mL 

ii? ELI LILLY H H.!.Ui BASEIVIALM 

• H 1§11 BASEI\IIAUI 

CEfOPl!RAZQNE SQOIWi QEXTRQSE IIPAGE 3-38) 

INJECTABLE; INJECTION 
CEFOBIO IN PLASTIC CONTAINER 

Nl.3948 001 
DIEC 27, 1981 

N62HO 001 
SEIP 10, 1981 

N62HO 002 
SEP 10, 1981 

N62SS7 001 
SEIP 10, 1981 

N6W7 002 
SEP 10, 1981 

RDIERIG/PFIZER Et 40t19 8ASll:IHL;3~ N50613 001 

CEFOJJTAN QISQOIW I PAGE 3•38 > 

INJECTABLE; INJECTION 
CEFOTAN 

STUART PHARHS/ICI Et lGM NSll:IVIAUI 

Et 26" 8ASE/YIAUI 

JUL 23, 1986 

N50588 001 
DEC 27, 1981 

N50588 002 
DEC 27, 1981 

lclf.DDQM C PAGE 3•39) 

INJECTABLE; INJECTION 
.mDI 

At GLA>CO 19SUVYUL 

At W:YYUb 

ii? ffl:Y\IJAL 

e §RVYIAL 

IMUSE 
At SK&F LABORATORIES SOOH91VIAUI 

ii? lGf:Y\IIAUI 

ii? 2§t:VY!AUI 

At 6GMIVtAUI 

J'A'l.mN 
At ELI LILLY i!l!ltl!ia!IAUI 

At 1§1:YYIAUI 

At 1§1:YYIAUI 

A! 2§t:VY!AUI 

A! 2§1:YYIAUI 
IADmMI im l!I.AS'l'm mn'Y,HIB 

At ELI LILLY l§HI\IIAUI 

At 2§1:YYIAUI 

CEfUROXIHE SQOIUH C PAGE 3-40) 

INJECTABLE; INJECTION 
ISIBR 

A! ELI LILLY 

A! 

A! 

A! 

Eg :zsn MSEMALN 
H 25QMG BWMALN 
H l.SGH BASEI\IIAUI 

H l,SGH BASEI\IIAUI 

10 

N50!578 001 
JUL 19, 19815 

N50578 002 
JUL 19, 1985 

NS0.578 003 
JUL 19, HU 

N50578 08"' 
JUL H, 1985 

N62662 001 
MAR 06, 1986 

N62662 002 
MAR 06, 1986 

N62662 003 
HAR 06, 1986 

N62662 08"' 
HAR 06, 1986 

N62640 001 
NOV 20, 1985 

N62640 002 
NOV 20, 19815 

N62655 001 
NOV 20, 19815 

N62655 002 
NOV 20, 19815 

N62640 003 
NOV 20, 1985 

N62739 001 
JUL 10, 1986 

N62739 002 
JUL 10, 1986 

N6259l 001 
JAN 10, 1986 

N62592 001 
JAN 10, 1986 

N6259l 002 
JAN 10, 1986 

N6ZS92.002 
JAN 10, 1986 
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CEfUB9Xll:!I SOUW I PAGE 3-40 > 

INJEC1"8LE; INJECTION 

61? 

61? 

61? 

61? 

KUUftOM P pl.ASTjQ RD'YNI 
l!LI LILLY EQ lift BAHIYJA!.11 

PMIEP 
GI.AXO 

Et 1.p MHIYJALN 

Et lift BASEJYIAI, 

Ea 1.5 GU BASE/VIAL 

CEPHALOTHIN SQPIUH I PAGE 3-40 > 

INJECTABLE; INJECTION 
pr,mummt WM 

6t? ABBOTT LABORATORIES Eg lliiU BASEtyIAlN 

Al! E9 lliiU BASEJYJAlN 

Al! Eg 2§H BA§EtyIALN 

At? E9 i!GU BA§EtyIALN 

KVLDI 1H PI.AJl'P prrmg 
6t? ELI LILLY Eg lGH BASE(YIAlN 

Al! Eg 2§H BASE(YIAlN 

CHLORftHfiNICQL CPAGE 3-42> 

SOLUTION/OROPS; OPHTHAOOC 
ffll..CMfflllHICOL 

!I CARTER-GUlGAU LASS ~ 

CHLQRHEXIQINE Sl,UCClNAJJ IPAGE 3-44> 

SOLUTION; DENTAL 
PERIDEX 

PROCTER AND GAKaLE 0.12i:>II 

NHl90 001 
JAN 10, 1986 

N6U90 002 
JAN 10, 1986 

NIOU8 002 
OCT 19, 1983 

NIOU8 003 
OCT 19, 1986 

N62547 001 
SEPU,1981 

N62548 001 
SEP 11, 1981 

N62547 002 
SEP 11, 1985 

N62548 002 
SEP 11, 1981 

N625'+9 001 
SEP 10, 1981 

N62549 002 
SEP 10, 1981 

N62628 001 
SEP U, 1981 

N19028 001 
AUG 13, 1986 

CHI.ORfflENIRAMINE MALJAJJi PHfiNYLPRQPANQlAMINE tfYl>RQCHLDRIDE 
(PAGE 3-46) • 

CAPSULE, CONTROLLED REI.EASE; ORAL 
ORIZE 

ll!IC BF ASCHER lffllU 7.5HGll8 N88359 001 
FH 13, 1986 

CHLWBNJM,MN; MLl!AUi PMNYbPBPPANQLAMINE HYQRQCHLQRIQE 
( PAGI! 3-46 ) 

CAPSULE, CONTROLLED RELEASE; ORAL 
ORNADE 

ll!IC SK&F LASORATORIES lfflGl7SHG Nl2152 004 

CHI.QRPBONl1!.H IPAGE 3-48) 

TASU:n ORAL 
atl.MIIIRONMDIIS 

• HALSEY DRUG 1!2llP N89321 001 
JAN 1',, 1986 

• ~ N88662 001 
JAN 09, 1986 

GHl,9RTHAl,IOONE C PAGE 3-49) 

TABLEn ORAL 
CIHLOR'l'Hll.DGNI • MUTUAL PHARH llt:P N892U 001 

JUL 21, 1986 

• Ut1liM N89286 001 
JUL 21, 1986 

• PUREPACl1<ALIPHARMA llt:P N89139 001 
JUL 16, 1986 

• SIOMAK LABORATORIES ,mP N88902 001 
SEP 19, 1985 

• Ut1liM N88903 001 
SEP 19, 1985 

CHROMIC CHl,ORIDE lPAGE 3-So> 

INJECTABLE; INJECTION 
CHROMIC CHLORIDE IN PLASTIC CONTAINER 

ABBOTT LABORATORIES EQ 0,004HG CHROMIUM/HUI N18%1 001 
JUN 26, 1986 

CH\'MQPAPA,IN l PAGE 3•50) 

INJECTABLE; INJECTION 
CHYMODIACTIN 
/$4'J.-Jtl.'~Atdr'.tfj/ H+.:"d.'~t#Mutl 

TRAVENOL LASS 

l'/.d.:'"· ·~t#l'Jut/ 
4,000 UNITS/VIAL 

10,000 UNITS/VIAL 

,lt!l~~1~;j~fz 
I ~1,aa.,,t~;~/ 
/tft».'fl.:. 't.~f/ 

Nl8663 002 
AW 21, 1984 

Nl8663 001 
NOV 10, 1982 
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CUASJATJN sooru:n Il:IIPENftl I PAGE 3-!SO ) 

INJECTABLE; INJECTION 
PRIMAXIN 

HS&I> RES LABS/MERCK EQ 2SOHG BASE/VIAU 

CIHETIDINE C PAGE 3-!SO l 

TABLET; ORAL 
TAGAHET 

SK&F LAB 

2!SOMGIVIAIJI 

EQ !SOONG SASE/VIAU 
SOOHGIVIAIJI 

800HGII 

N50587 001 
NOV 26, l985 

NSOSS7 002 
NOV 26, HU 

N17920 005 
APR 3Ch 1916 

c:tHeTIDINE HYPBQCHLQRIDE i SWIUH CHLORIDE C PAGE 3-!SO l 

INJECTABLE; INJECTION 
TAGAHET IN SODIUM CHLORIDE O. 9X IN PLASTIC CONTAINER 

SK&F LAB EQ 6HG BASE/ML; CJl'IGIHlJI Nl M~ 001 

CLJNQWCIN PAOOTAJJ H)'DROCHLQRIDE « PAGE 3-Sl) 

POHDER FOR RECONSTITUTION; ORAL 
CJ.ll!OCPi 

M UPJOHN 1$9 16 MSEt.ffll.M 

M UPJOHN HANUFACTURING Ea 7" USE/ft 

CLQSEJASOl PRQPIQNA]J ( PAGE 3-51 > 

CREAM; TOPICAL 
TEHOYATE 

GLAXO 

ODmlENT; TOPICAL 
TEHOYATE 

GLAXO 

CLOfIBRAJJ IPAGE 3-51) 

CAPSULE; ORAL 
Aum:mHf 

§ AYERST LABS✓AHHO 
~D 

§ FORHUTEC 

0.051.N 

0.051.N 

H9.m 

S!IP 

otT 31> 1985 

N626" 001 
APR 07, 1916 

t.161821 001 

Nl9322 001 
DEC 27, 1985 

Nl9323 001 
DEC 27, 1985 

N16099 002 

N10S3l 001 
JUN 16, 1916 

CIJPlNINH l PAGE 3-52 ) 

TABLET; ORAL 
lf.~'JN 

KLONOPIN 
HOFFMANN-LA ROCHE O • .lifflil 

1116 
2116 

Cl,mlllB HYDllllCHLORIDE C PAGE 3-52 ) 

TABLET; ORAL 
MJAfflll • BOEHRitRR ItRLHEIN 9,,J.tS • ~ • !JtS 
CUllMDDl 8 • AH THERAPEUTICS LllP 

• L.miN 

• ~ 

• 8IOCRAFT LABS LllP 

• L.miN 

• ~ 

• DANIIMtY PHARMACAL LllP 

• L.miN 

• ~ 

• DURAHED PHARNS LllP 

• L.miN 

• .L.miN 

>--->. INTERPHARN LllP >---> >--->· L.miN >---> >--->· .L.miN 
>---> • PAR PHARMACEUTICAL LllP 

• L.miN 

• .L.miN 

12 

N17533 001 
Nl7533 002 
Nl7533 003 

Nl7407 001 
Nl7407 002 
Nl7407 003 

N7088l 001 
JUL 08, 1916: MAY 27, 1986 

N70882 001 
JUL 08, 1916: MAY 27, 1986 

N70883 001 
JUL 08, 1986: MAY 27, 1986 

N10747 001 
JUL 08, 1916: MAR 20, 1986 

N10702 001 
JUL 08, 1916: MAR 20, 1986 

N70659 001 
JUL 08, 1916: MAR 20, 1986 

N10%S 001 
JUL 08, 1916: JUL 01, 1986 

N10964 001 
JUL 08, 1986: JUL 01, 1916 

N70%3 001 
JUL 08, 1916: JUL 01, 1986 

N71103 001 
AUG 14, 1986 

N71102 001 
AUG 14, 1986 

N71101 001 
AUG 14, 1986 

N71252 001 
OCT 01, 1986 

N71253 001 
'OCT 01, 1986 

N71254 001 
OCT 01, 1986 

N70461 001 
JUL 08, 1986: NOV 22, 1985 

N70460 001 
JUL 08, 1986: NOV 22, 1985 

N704S9 001 
JUL 08, 1916: NOV 22, 1985 

...... ,d0i1,Y½i@S;0/,01Zic' J 
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aEJtfE PUOSPNB i NNlllEfflRINE H'fPROl:W,QURJ; i fflftJNUNE 
ID'QBOCHlOUQIE t PAGE 3-53 > 

SYRUP; ORAL 
NCffl:J':MPli YR W RPI 

M HR CENCI LABS 10HG/5ffl. UttG/5ffl. l 
ft• 2SH§(fiffl,N N88816 001 

NOV H, 1985 

aEJNE PffOSPHAIE i PBQHEJHAZINE H)'.QROCHLORJQE I PAGE 3-53 > 

M N88814 001 
NOV 22, 1985 

aEJtfE PffOSPHAIEi PSEOOQEPHEQRJNE UYQROCHLQRIR§i DJPBOlJDIN!; 
UYQROCHLQRJRE I PAGE 3-53 > 

SYRUP; ORAL 
HUTAm q 

M LIFE LABORATORIES 

~ (PAGE 3-!S't) 

iWS1n ;:u11:wn; 
1, 2!SHGl,5t:P 

INTRAUTERINE DEVICE; INTRAUTERINE 
CU-7 
a SEARLE PHARMS 8911G 
TATUH-T 
a SEARLE PHARMS 120HG 

CROHQLVN SOOil.111 C PAGE 3-SS > 

AEROSOL; INHALATION 
IITTAL 

FISONS O.SMG/Ilff& 

tupRIC CHLORIDE IPAGE 3-SS> 

INJECTABLE; INJECTION 
CUPRIC CHLORIDE IN PLASTIC CONTAINER 

ABBOTT LABORATORIES IEQ 0.4116 COPPER/HUii 

N89018 001 
JUL 23, 1966 

Nl7408 001 

Nl8205 001 

Nl8887 001 
DEC 05, 1985 

Nl8960 001 
JUN 26, 1966 

C)'Cb9Pffl)SPNMlpi! (PAGE 3•17) 

INJECTMI.E; INJECTION 
m~1 

A! IEI.KINS-stNN/AmtOOINS lOOH§NIAU. 

!! tOOM§IYIALN 

!! UQHMr'IAU. 

!! lGM(VIALM 
SEP 24, 1986 

SYJ'OWAN 
lmISTOL LABSA-H ;mt:YYIAL !! 

A! 

!! 

!! 

n m:m,.optgfflAHQI 
L"!'WtRR . lOOH§NIAU. 

LVPHOHED AUG 27, 2002 

!! 

!! 

!! 

!! 

!! 

!,"(Oftm.Rp SYJ'OWAN 
lmISTOL I.MS/8-H 

.t .... OM/Y __ x.:'"h: 27, 2002 

unm::= 21, 2002 

lOOM§IYIAU. 

200M§IYIALIII 

UOM§IYIAU. 

lGM(VIALN 

NYYJAL• 

CYfflOUl!PIAQJNE H)'.DROCHLQRIQE IPAGE 3-58> 

SYRUP; ORAL 
9Yffl9HEIIJAUHE Hm, 

M HALSEY DRUG 

TA8LEn ORAL 
9Yffl9Hil'JAUHE HCL 

M HALSEY DRUG 

2HG/5HI.N 

~ 

>..JRR...> CVSTEINE HCL (PAGE 3-58) 

>..JRR...> 
>..JRR...> 
>..JRR...> 
>..JRR...> 

INJECTABLE; INJECTION 
CVSTEINE HCL 

KASIYITRUH 7.2SXII 

u 

N8837l 001 
JUL 03, 1986 

N88372 001 
JUL 03, 1966 

N88373 001 
.:JUL 03, 1966 

N88374 001 
: -.JUL 03, 1966 

Nl2142 005 
AUG 30, 1982 

N8'1'4 001 
: JUL 07, 1966 

N89195 001 
: JUL 07, 1986 

N89l% 001 
~ JUL 07, 1986 

Nl2142 006 
DEC 05, 1985 

Nl2l42 007 
DEC 10, l9U 

Nl2l42 008 
JAN 04, 1984 

Nl2142 010 
SEP 24, 1985 

Nl2142 009 
DEC 10, 1984 

N89199 001 
JUL 03, 1986 

N89057 001 
JUL :'~, 1986 

Nl9523 001 
OCT 22, 1986 
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PK!MAUtl C PAGE 3•58) 

INJECTABLE; INJECTION 
HPMMRIW 

LYPHOHED 

Rl< DIW8 PRODUCT LIST ✓ CUHULATIW SUPt>LENENT tf.lHHR 14 ✓ AUG'U - OCT'M 

m!XIBQSI! ( PAGE 3•64) 

INJECTABLE; INJECTION 

lit 

Ae 

Ae 

lOOMG(YlAlN 

>-AU..> Ae 
>-AU..> 
>-AU..> Ae 
>-AU..> 

WAD PHARHS 

tQOMGIVIAUl 
lOOMGI\IIALN 

tOOMGI\IIAUl 

Dm-Rffi 
Ae HILES PHARMSIHILES lOOMG/\IIAI,. 
Af toOMGIVIAL 

DE><AHETHASONI; CPAGE 3·601 

ELIXIR; ORAL ,~ 
>-AU..> AA NASKA PHARHACAL 9,5M§ISMUI 
>-AU..> 

DE><AHETHASONI; SOQIUM PHO§PIWJ (PAGE 3-62) 

INJECTABLE; INJECTION 
Pl'PW'fflWPOH! !IIOPM ipHO!i!fflAII 

Af CARTER-GLOGAU LAIS Ee fflG P~HWIMUI 

N70962 001 
AUG 2th 1986 

N70990 001 
AUG 28, 1986 

N708H 001 
OCT 09, 1986 

N70822 001 
OCT 09, 1986 

Nl7575 001 
Nl757S 002 

N88997 001 
OCT Uh 1986 

NSUH 001 
APR 09, 1986 

PEXAHEil!ASU SOQIUM PJ!QSPIWJ i N§QHYCIN SULFATE t PAGE 3-63 > 

SOLUTION/DROPS; OPHTHALMIC 
HIEOlffl,ml WLfAJ!Hl'PW'E'J'HY0!:11 !IIOPM ftmfflAJI 

!I CARTER-GLOGAU LAIS EQ 0.1?. PHQSPHAJ.i> 
EQ 3,ffi §ASEIMLN N62714 001 

DEXCHLORpttENIRAMIN§ MAlEffl C PAGE 3-63 > 

TABLET; ORAL 
Qp(ffll.ORfflpmwqHI MAUATI 

AA SIOIW{ LAIORATORIES itP 

FOI.AIWmtl 
AA SCHERING a 

JUL 21, 1986 

N88682 001 
JAN 17, 1986 

N86835 001 

Ae 

Af 

Af 

!HKDRM R pt PL.MDC ammn 
AUOTT LAIORATORIES !ffiYlOOMUl 

TRAWNOL LAIS UJ:5ltlUl 

tlPfflNM m pt BM"l'D ammn 
AtmoTT LADORATORlES !iOOM§IHUl 

NlM79 001 
SEP 17, 1985 

Nl6673 003 
OCT 30, 1985 

NlMS 001 
JUN 03, 1986 

PEXIBQSl!t pAMltl MYDRQCHLQBIDE IPAGE 3•65) 

INJECTABLE; INJECTION 
>-AU..> 
>...AWL> 
>-AU..> 
>-AU..> At! 
>-AU..> 
>...AWL> Ae 
>-AU..> 
>..AR.IL> Ae 
>..AR.IL> 

119M'JPfl tteL pt IIQl"l'BOM R 
KENDALL HCGAN LAIS SGH/lOOHL;ttOHG/lOOHIJI Nl9099 001 

OCT 15, 1986 
!ffiYlQOML;&OMG/lQQHUI Nl9099 002 

OCT 15, 1986 
!ffiYlOOML1l§QMG/lOOMLN Nl9099 003 

OCT 15, 1986 
!ffiYlQOML;32QMG/lDOMlN 190990 004 

OCT 15, 1986 
MM'JPfl HCL pt PMIJ'P Rfl'MHR 

>..AR.IL> Ae AUOTT LABORATORIES !ffiYlOOML;320MG/lOOML N18826 003 
>..AR.IL> SEP 30, 1983 

PEXIRQSE • LIQOCAIN§ MYPRQCHLQBIQE l PAGE 3-66 > 

INJECTABLE; INJECTION 
LIDOCAINE He( 0,2l'. IN DEXTROSE Sl'. IN PLASTIC CONTAINER 

AUOTT LAIORATORIES SGH/lOOHL;200HG/iOOMLN Nl8954 001 
JUL 09, 1985 

• QEXIBQSl!i HAUSJUM CHLORIDE; PQTASSIUM CHLORIQEi POTASSIUM 
PHQSPHAJE, QJ8ASICi SQDJW CHLORIDE> SODIUM LACTATE; 
SOQIUM PHQSPUAJE• HONQ8ASIC IPAGE 3-66) 

INJECTABLE; INJECTION 
IONOSOL 8 ANO DEXTROSE Sl'. IN PLASTIC CONTAINER 

AUOTT LAIORATORIES SGH/lOOML;53HG/lOOHL;lOOHG/lOOML; 
lOOHG/lOOML;l80MG/lOOML; 
280HG/lOOML;l6HG/lOOMLN Nl951S 001 

MAY 08, 1986 
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RX DRUa PRODUCT LIST/ C\HJUTIYE SUPPLENENT NUNBH 14 I AUG'U - OCT'86 lS 

PMJOSEi NiUUW Cm,oRJDE\ PPTASSJUH CHLORIDE• PPJASSIUH 
pHOSpHAJJ. tpgASic; SQPJUH LACJAJEi SQPIUH PHOSfflAJE, 
HONQMSlC C PAGE 3-66) 

INJECTABLE; INJECTION 
IONOSOL NB AND DEXTROSE 5Y. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES SGH/lOOHl.;30MG✓lOOHUl4lHGllOOML; 
lSHG/lOOHL,260MG.llOOHI.; 
2SHG/l00HI.N Nl 9513 001 

HAY 08, 1986 

DEXTROSE; PQTASSIUH CHLORIDEi PQTASSIUH LACTATE; 
SQPJUH CHLORIDE;. SOQIUH PHOSfflAJl, MONQMSIC IPAGE 3•66) 

INJECTABLE; INJECTION 
IONOSOL T AND DEXTROSE 5Y. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM/lOOHL;lllMG/lOOHL;256MG/lOOML; 
l46MG/lOOHl.,207HG/lOOHLN Nl9Sl4 001 

HAY 08, 1986 

DEXTROSE i PPIASSIUH CHLORIDE i SOQIUH CHLORIDE I PAGE 3-68 > 

A! 

A! 

INJECTABLE; INJECTION 
DEXTROSE 5% ANO SODIUM CHLORIDE 0.3)! tV POTASSIUM CHLORIDE 
0.075Y. IN PLASTIC CONTAINER 

AMOTT LABORATORIES !iGM/lOOHL;. 74 .stfG/lOOML; 
300MG.llOOHLN Nl8876 001 

JAN 17, 1986 
DEXTROSE !Si! AND SODIUM CHLORIDE 0.31. tV POTASSIUM CHLORIDE 
0.15:t. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM/lOOHL;lt+9MG./lOOHl.i, 
300MG.ll00HLN Nl8876 002 

JAN 17, 1986 
DEXTROSE SY. AND SODIUM CHLORIDE 0.3?. tV POTASSIUM CHLORIDE 
0.224)! IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM/lOOML;224MG/lOOHU 
300HG/l00MLN Nl8876 003 

JAN 17, 1986 
PIQC'fflOSE R, WM CH.Om!lli 9, IR MR EMIWI Cll1LW91 o,o;z.s :m PI.ASJD CONTADIQ 

KENDALL HCGAH LABS ,§WlOOHU'1SMS/lOQW,; 
HQMG/lQOHLN Nl8268 011 

JAN 18, 1986 
DllffllOSI s, PM C:ffl.&H o.ag" NtYR!,111 ClHLW9I 
o, 1s ;m PI.ASJD CONJ'APfi! 

KENDALL HCGAH LABS 5GH{lQOMl;lSQMG/lQQW,i, 
HQHS/JQQMUC Nl8268 012 

JAN 18, 1986 
DEXTROSE SY., SODIUM CHLORIDE 0.33)! AND POTASSIUM CHLORIDE 
0.22:t. IN PLASTIC CONTAINER 

KENDALL HCGAN LABS 5GM/lOOML,220HG/lOOHL; 
330MG.llOOHI.N Nl8268 013 

JAN 18, 1986 

DEXIBQS!p PPJASSJUH CHLORIDE• SQPIUH CHLORIDE IPAGE 3•68> 

INJECTABLE; INJECTION 
PIRSD9H Rt WM c;tNNDI Q,IR MR EMIWI Cll1LWRIC 
9, HI Pf PI.AS'J'D CONJ'MH■ 

A! KENDALL HCGAH LABS 5§M/10QW,;30QMG/1QOHL; 
33QMGl~OQW,N 

PUITBQSI;; SQPIUH CHLORIDE c PAGE 3-70 > 

INJECTABLE; INJECTION 

N18268 014 
JAN 18, 1986 

Hlffltos1 R MR 12PM Cll11.0!JRI 9, HU IN PLAIJ'IC CONJ'API■ 
A! ABBOTT LABORATORIES SGM/lQQMLl225HG/lOOML Nl7606 001 
A! 5§M/lQOMLl225MG/lOOHLN N19482 001 

OCT 04, 1985 
P!RSD91B R MR !\ICUUH Cll11.0!1Rli o. R IN PLAUIO COHJ'API■ 

A! ABBOTT LABORATORIES SGM/lOOMLl3QQMG/lQOHLN Nl9486 001 
OCT 04, -1985 

P!RSD911 S Ml WM ClHl,O!JDI o,m IN pu,mc WD'.API■ 
A! ABBOTT LABORATORIES 5§MllOOMU4SQMG/lOQMl,N Nl9484 001 

OCT 04, 1985 
Pmc:moll RAND WM ClHl,O!JDIIE o,n IN PLAS'l'JC COHJ'API■ 

A! AlmOTT LABORATORIES 5GM/10QHL190QMG/1QOMl,N Nl9483 001 

DEXJ:BOSl!i THEQPHVLLit:,IE (PAGE 3-70> 

INJECTABLE; INJECTION 

OCT 04, 1985 

DiDEfflu;pll MR PIRSD9II U Pl pu,mc COffl'.API■ 
TRAVENOL LABS SGH/lOOHL;320MG.llOOMLN Nl8649 006 

NOV 13, 1985 

QIAZEPN:! IPAGE 3-72) 

INJECTABLE; INJECTION 
NA'HPAM 

A! CARTER-GLOGAU LABS ~ N70296 001 
FEB 12, 1986 

A! ELKINS-SINN/AHROBINS $HG.1!:!!.N N703ll 001 
DEC 16, 1985 

A! ~ N70312 001 
DEC 16, 1985 

A! ~ N70313 001 
DEC 16, 1985 

A! LEMMON 5HG.I!:!!.• N709ll 001 
AUG 28, 1986 

A! 5HG.I!:!!.• N70912 001 
AUG 28, 1986 

A! LYPHOHED 5HG.l!:!!.JI N70662 001 
JUN 25, 1986 

~ 
A! HOFFMANN-LA ROCHE 5f:§lt!L Nl6087 001 



C,\ 

R>C DIMil NOOUCT LIST ,t CUHUUnYI SUPPI.Dl!NT NUNHR l~ ,t AUl'U • OC::T'86 16 

' PHPIP#1 ( PMI s-n) H, PUPl!M IPMI 3 .. 7u 

TMI.E'n ORAL TMI.HJ ORAi. 
HMRM HMRM • IARR I.ABORATORHS JtP N70152 001 • PARKE--DAYISIH-1. .&91 N70209 001 

NOV 01, HU SEP 04, 19U • an N7015! 001 • an N70UO 001 
NOV 01, UN SEP 04, lffl • 1.m:P N70114 001 • 1m:P N7otH 001 
NOV 01, lffl SEP 04, lffl • CHELSEA UIORATORIES ,RP N704H 001 • PUMPACIKAl.lPHARMA .RP N70781 001 
NOV 01, 1981 HAR 19, 1986 • an N10457 001 • an N70706 001 
NOV 01, 1981- HAR 19, 1986 

!I 1.m:P N~OOl • 1m:P N70707 001 
NOV 01, 1981 HAR 19, 1986 • CORD LABORATORIES .RP N70302 001 • ROXANE LABORATORUS ,RP N703S6 001 
DEC to, lffl JUN 17, 1986 • an N70303 001 !I an N703S7 001 
DEC to, lffl JUN 17, 1966 

!I 1.m:P N70304 001 • 1m:P N70318 001 
DEC 20, lffl JUN 17, 1986 

M DllR1'."'IED PHARHS JtP N70094 001 • SUPHPHARH .RP N70642 001 
AUG 27, 1986 DEC 11, lffl, 

M an N7009S 001 M an N706ili3 001 
AUi U', 1966 DEC 11, lffl 

M 1ll:P N'708'6 001 M 1m:P N70644 001 
AUG 27, 1966 DEC 11, 1985 

M HALSEY DIMil JtP N70987 001 M ZENITH UIORATORIES ,miN N70360 001 
AUG l!S, 1966 SEP 04, lffl 

M an N709'6 001 M an- N70361 001 
AUG l!h 1986 SEP 04, lffl 

M 1.m:P N709S6 001 M 1.0!:P N70362 001 
AUG 15, 1966 SEP 04, lffl 

e M LEDERLE LMSl'AH CYAN ,RP N70H6 001 ... 
SEP 26, 1981 M QUAN1UII PHARMICS .RP N70423 001 

M an N702U' 001 DEC 12, 1985 
e:, SEP H, 1981 M an N70424 001 :; M 1.m:P N70H8 001 DEC 12, 1985 

SEP H, 1981 M 1.0!:P N7042S 001 

i M NYLAN PHARHS .RP N70323 001 DEC 12, lffl 
SEP 04, 1981 D.Y!II 

i ,M an N703tl\ 001 M HOFFMAJfi•LA ROCHE - Nl3263 002 
SEP 04, lffl M - Nl3263 004 

r: M ~ N7032!i 001 M in Nl3263 006 
SEP 04, 1985 

M PAR PHARHACEUTICAL .RP N70462 001 
FEB 25, 1986 DICVCUlNINI; HVQRQCHI.QRID! • PAN 3-73 J 

M an N70463 001 
FH 25, 1966 CAPSULE} ORAL 

M 1ll:P N704M 001 umn-
FEB 21, 1986 M HERRELL DOH/OOH CHEl'I in N07409 001 

oc::t 15, 1981\ 



RX DIWG PRODUCT LIST ✓ C\IHUI.ATIW SUPPLEHrNT NIINNR 14' ✓ AUG'S • OCT'86 17 

l'IIQ'.1141:!lNE ~DRIB t PMI: 3• 13 > PJP)'RA,NB PJfflSPHA]J. CPAGI ls-'17) ,, 

CAPSULE; ORAL 

§ lmllteu!MDII -
M BOUR PHARMACEUTICAL 19,IP "'3119 001 M BARR LAIORATORIES ii J,OOMG HX• N70351 001 

FEa 12, 1986 DEC 17, 1985 

! M CHELSEA LABORATORIES 19,IP NU08t 001 M Iii lSOHQ IUP& N70352 001 
JUN 19, 1986 DEC 17, 1985 

M BOUR PHAftHACEUTICAL Et lootfi IUiN N70~40 001 

= INJECTMLE; INJECTION FEB 02, 1986 
uum. M H :1.16 HX• ,, N70241 001 

i >..MIL> Ae HERRELL-l>ClWDOH CHEH lOMG(HI. N08370 001 FEB 02, 1986 
OCT 15, UM a CORD LMORATORIES Iii lOOMG BASEII N704'10 001 

t" >..MIL> ncweu!MDII !Sir · DEC 10, 1985 
>..Alm.,.> Ae CARTER-GLOGAU LMS lffl:lli/Ml.N N80614 001 a Iii lim& 8ASEll N7047l 001 
>_AWL> FEB 11, 1986 DEC 10, 1985 

a ZENITH LABORATORIES H Hm& DASEN N70186 001 
NOY Uh 1985 

TMLU; ORAL a ii J.li!l!i BASEII N70187 001 
uum. NOY 1., 1985 

M HERRELL l>ClWDOH CHEH UJS N07409 001 
OCT l!i, UM 

ncacl.OHDII !Sir P#WI; H)'QBOCHLQRIB CPAGI 3-78> 
M BARR LABORATORIES .lms NM600 001 

JUL 29, 1985 INJECTABLE; INJECTION 
M BOUR PHAftHACEUTICAL ~ NM36l 001 IDONMl:Hl lllt 

FEB 06, 1986 A! ASTRA PHARH PRODS' !tQl:'§IHlll N70087 001 
M PIONEER PHARHS ~ N88585 001 OCT 23~ _ 1985 

AUG 20, 1986 A! '80MG(Hlll N70089 001 
OCT 23, 1985 

A! IQMG/M\JI N70090 001 
DIFLQRASQNE QIACETATI; lPAGI 3-74> OCT_ 2~, 1985 

e 80MGIHI.IC N7009l 001 
CREAN; TOPICAL OCT 23, 1985 

DIFLORASONE DI.ACETATE A! HQMG/M\JI N70092 001 
BX UPJOHN o.o~ Nl9259 001 OCT 23, 1985 

AUG 28, 1985 A! J.60MG(HI.,• N70093 001 
Fl.ORONE OCT 23, 1985 

BX UPJOHN o.osx N1774l 001 A! HQMG/M\JI N70094 001 
ocr 23, 1985' 

OINTHENn TOPICAL A! LYPHOHED 16!1!i(Mlll N70364 001 
DIFLORASONE DIACETATE DEC 04, 1985 

BX UPJOHN o.o~ Nl9260 001 A! SOLOPAK LAIORATORIES 40MG/Mlll N700ll 001 
AUG 28, 1985 AUG 29, 1985 

Fl.ORONE A! 'tQMG/M\JI N70046 001 
BX UPJOHN o.osx Nl7994 001 · AUG 29, 1985 

A! 80MG(Hlll N70047 001 
AUG 29, 1985 

Dif!;flttJ)'.DIMMI~ H)'.DROCl:!LQRifl~ ( PAGE 3-76 > WPMIAI 
A! PARKE-DAVIS/H-L !tQl:'§IH\JI N70558 001 

CAPSULE; ORAL SEP 20, 1985 
H!:.!~I !Sir A! §QMG/Mlll N70559 001 

M PIONEER PHARHS ms- N89101 001 SEP 20, 1985 
DEC 20, 1985 XH'l"ROmf 

M ~ N88880 001,' A! AH CRITICAL CARE✓AHS 160HG/HL N17395 003 
DEC 20, 1985 
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RX DR\18 PROOUCT UST/ C\HJlATIVE SUPPLENENT tf.111NR 1 ... / AOO'U - OCT'86 

DCNPIN IM)ROCHt.QRIH CPAGE 3-78> 

CAPSULE CML 
Piffl!N S • CH£LSEA LABORATORIES El 2fflG MP 

• URIIWIN 

• El H!!S nm• 

• CORD LABORATORIES El j!fflG BASEIII 

•• U SONS BASEIII 

• El 75HG I~ 

• HYLAN PHARMS Eg i!!S IW• 

• El 25HG BASEIII 

• El .li!!S I~ 

• EQ ZfflG BASEllC 

• Eg IO!!S us• 

QQXYCVCLINE HVCLATI; CPAGE 3-79) 

CAPSULE, COATED PELLETS; ORAL 
g:m 

• FAULDING EQ lQ!!S sm 

• PARKE-DAVISIH-L E9 HOM§ H§IN 

CAPSULE; ORAL ,w'~~~, ,~ 
IW lf'/.HJ.!ii/..-Jt'Mi.:.f.1 /~I 

N709" 001 
MAY US, 1986 

N?Offil. 001 
MAY 15, 1986 

N709U 001 
MAY US, 1986 

N70827 001 
MA\' 15, 1986 

N70828 001 
MAY 15, 1986 

N70825 001 
MAY Ui, 1986 

N70789 001 
MAY 13, 1986 

N70790 001 
MAY 13, 1986 

N7079l 001 
MAY 13, 1986 

N70792 001 
MAY 13, 1986 

N70793 001 
MAY 13, 1986 

NS0.582 001 
JUL 22, 1985 

N626S3 001 
OCT 30, 1985 

l . .ft~~;f~~ll 
i.~i2il~ffll 

lff¢f. 'Jl:. 'l~I 

QOXVQ'.CLH HXCLATI; CPAaE :S-79> 

CAPSULE; ORAL 

• 
M 

• 
M 

• • 

IKIRfflM?J.IHI HfflJ.AIIIE 
MUTUAL PHARH El 16 HS• 

PARKE-DAYISIH•L 

1;9 lpom IASIN 

1;9· 16 IA§IN 

H 106 IASIN 

PRIVATE FORHULATIONS U RISI 8~ 

H 19" HM• 

INJECTAILE; INJECTION 
>.Jll.I..> ,~~ - .. 
>.Jll.L>/W 71¥P~~ /-.:icldtkl ·~ 
>.Jll.L> 

~IH'(CLAJI 
Ae ®AD PHARMS U 106 SW/VJAUI 

Ae ii i!96 WEIYIAUI 

>.AWL> M 
>.AWL> 

TAILET; ORAL 
ffln'PXPJ.IHIIE H'(CLAJI 

HEDICOPHARHA H 196 MP 

Et 106 BASEIII 

E91Q61AS• 
• 
• 

IW 
IW 

MUTUAL PHARH 

PARKE•DAYISIH•L 

/Ud~t,:i/ 
/'l.d '!di¥ 'dmlDI/ 

QQXYL,AHINE SUCCINAJi CPAGE 3-80) 

TAILET; CML 
RWl'wmil sp.gm,IAJI 

!A COPLEY PHARH ~ 

EQROPNONIUH CHLORIDE I PAGE 3-81 > 

INJECTAILE; INJECTION 
l1!MW 

le ANAUST /BOC IOHG/HIJI 

IIEHHLOlf 
le HOFFMANN-LA ROCHE 16/ML 

UI 

N62675 001 
JUL 10, 1986 

N62676 001 
JUL 10, 1986 

N625M 001 
DEC OS, 1985 

N625M 002 
DEC 05, 1985 

N62631 001 
JUL~. 1986 

N6263l 002 
JUL 24, 1986 

,~1,,¥-;~~~ 
N62643 001 

FEB 13, 1986 
N62643 002 

FEB 13, 1986 

N62538 001 
APR 07, 1986 

N62677 001 
JUL 10, 1986 

N62593 001 
AUG 28, 1985 

1.cl~i~~;~i~ll 
'"'tu~:1~t~~l 
ld'C:~~:::·l~I 

N88900 001 
OCT 08, 1985 

N88873 001 
AUG 06, 1985 

N07959 001 
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RX DRUG PRODUCT LIST ✓ CUHULATI\11! SUPPLEHENT NUHHR 14 ✓ M!G'U - 0CT'86 19 

ENAL,APBIL IW,EAJJ « PAGE 3-81 > 

TMLCT; ORAL 
VASOTEC 

HS&D RES lMSIHERCK !KN 

lOHQil 

20H6111 

Nl8"8 001 
DEC :tt., 1985 

Nl8"8 002 
DEC :tt., 1985 

Nl8t98 003 
DEC :tt.> 1985 

>.A&.,.> ENALAPRIL 11ALEAJii HYQBOCHLQROTHIWQE IPAGE 3--,i> 

>-!!m..> 
>...Alm..> 
>.A!2!L> 
>.A!2!L> 

TMLET; ORAL 
VASERETIC 

HS&D RES LMSIHERCK lOHG;tsHGlll 

EPINEPHRINE t PAGE 3-81 ) 

IWECTABLE; IWECTION 
SUS-PtmINE 
ldt~tt'IJ#tit.t$.l~I l~/Jtt.l 

FOREST LABORATORIES SHG/HL 

EPINEP»RINE i UOOCAINE HVDMCHLORI.K C PAGE 3-81 > 

IIIUECTABLE; IIIUECTION 
L:nOCA'mE HCL AHR IPDIIIH!Pff: 

AP ABBOTT LABORATORIES O.OOSljG/M~;~ 

Mll.OCAJM Mt EPDJ!M!Pff: 
!e ' ASTRA PHARtl PROOS !) • QQSMG/Hl ;~ 
!e 9, QQSMGIHU~ 

ERGQtOID t!;SVUTES C PAGE 3-82 ~ 

TABLET; ORAL 
IIEROOl.ffl HPJLAIA 

!§ BARR LABORATORIES MP 

TMLET; SUBliNGUAL 
pGOLOp HPY'-AIA 

M SUPERPHAR..t'I ~ 

M MP 

N1922l 001 
OCT 31, 1986 

lt\d1~. 'jl'J.I 
N07M2 001 

N8U7l 001 
SEP 13, 1985 

Nl~l8 010 
N06488 017 

AUG 29, 1986 

N8889l 001 
NOV 01, 1985 

N89233 001 
SEP 23, 1986 

N89234 001 
SEP 23, l'\186 

1Eff0llft9NYCDI C PAGE 3-83) 

CAPSULE, ENTERlC-coATED PELLETS; ORAL 
HVC 

PARKE-DAYISIN•L 2!iOIGI 

HVC 125 
PARKE-DAYISIN·L lZ!KN 

TMLET, ENTERIC-COATED PARTICLES; ORAL 
PCE 

ANOTT LMORATORIES 333HGII 

IERJ:HR:!YCIN LACJ'9UQNAJJ I PAGE 3-U > 

INJECTMLE; IWECTION 
Rtl'HltOmH ~II 

!f AnOTT LMORATORIES EQ iQ9HG M§E/\IIALN 

!f E9 lit! M§EffiAlN 

>..Alm..> !f H SQM MSEffiAlN 
>..Alm..> 
> ..!Jm..> !f H lit! IAS§ffiAlN 
>-!!m..> 

ESIMQIQL C PASE 3-86 > 

FILM, CONTROi.LEO RELEASE;PERCUTANEOUS 
ESTRADERtl , 

CIBA/CIBA-GEIGY 4116N 

8NGn 

"62618 001 
SEP 25, 1985 

N62~ 001 
OCT:tt., 1985 

NS06ll 001 
SEP 09, 1986 

NS0609 001 
SEP 24, 1986 

NS0609 002 
SEP 24, 1986 

"62638 001 
OCT 31, 1986 

"62638 002 
OCT 31, 1986 

Nl908l 002 
SEP 10, 1986 

Nl9081 003 
SEP 10, 1986 

ESTRAQIQL CXPIQNAJJ i TESTOSTERONE CYPIQNAJJ c PAGE 3•86 > 

IWECTABLE; INJECTION 
HP9-IAIADmL 

!2 UPJOHN .mla!!,;SOHG/Ml 
TmOSTQONI CXPJOHAJIE-ffl'RADJOL CXPJOHATIE 

!Q CARTER-GLOGAU LABS .mla!!,;SOHG/MUI 

Nl7968 001 

NU603 001 
HAR 13, 1986 
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RX ~ NOOUCT LIST / CUIU.ATI:W: SUPPU!MINf HIHM!R l't J' AW'U - OCT'M 

§SJ:IWN• tgNJll§l]JD CPMI: 3-M> 

TABLET, ORAL 
CONJUSATED ESTifflGEHS I~ i#tl·~m~,~,:~~, 

~If ~f~I 
BS IMWIED Ptwm 0.3"8 
BS 0.6UNG 
BS l.25HG 
BS 2.SHG 

ESTROGEN. CONJUMI£Di SPPWD IPMI: 3-87> 

TMLET; ORAL 
Ptl8 200 

~Jjf 
lilt ~,2 001 

N83Ut 001 
N632,,. 001 
N63t'5 001 

lf4I //..'ff.tt.~f.'~1,t\'1,/ 11.:~.tt,~I Jtv.llJ'J..'j#/ 
BS AYERST LADS/Alff> 0.45HG;tOOMG mo,n OOS 

Ptl8 400 
lf4I J/.:lf.tt.~1.'0011,t\'1,/ 1,.:~J!tj~/ ltUl,1'/..'jj'!,/ 

BS AYERST LADS/Alff> 0.~;400MG Nl091l 003 

EJJW«L l;SWQIOL; ffllMWNDMM «PM£ 3-891 

TMLET; ORAL-21 
ORTIIO--NOWH 7.114-21 
a ORTIIO PtWIHACEUTICAl o.035HQ;O.SHG AND ltS tU9004 001 

APR 04, 1'84 

TMLET; ORAl-28 
ORTIIO--NOWH 7/14-28 
a ORTIIO PHARHACEUTICAL 0.35HG;O.IMG AND ltS Nl9004 oot 

APR 04, 1'84 

ETHINVl ESTMPJOl· • NQREYHINMQNE i fEBBWS BU 
TMLET; ORAL-28 UTI; (PM£ 3-89) 

NORQUEST FE 
SYNTEX (f'P) 

EDfOXZOLWDE C PAGE 3-90 > 

TMLET; ORAL 
ETIW1IDE 
a Al.LE~ PHMHS 

0. 035HG;.lHG; 75HG 

lUNG 

Nl8926 001 
JUL 18, 1986 

Nl6144 001 

tIIUlHUE I PM£ 3-91 l 

CAPSULE; OML 
TEGISON 

HOFmANN--LA ROCHE lom!N 

ma& 

>.,.YL> fnlllmfi IP.AGE 3-9U 

>.,.YL> 
>...m..:> 
>.,.YL> 
>.,.YL> 
>.,.YL> 
>.,.YL> 

TMU!T; OMI. 
HPCID 

tlSD Re_ UIS tom!N 

~ 

fl.EWNIDE ACETm lPAGE 3-92) 

TMU!n OMl 
TM-IIOCOR 

IW(lll LMS/311 

fl\HR,IQE. CPMI: 3•92) 

AHOSOl.l INHALATION 

AEROBIP 

loot1GBI 

200ffl!N 

KEV ~UTICALS O.Ot!SHGIINH 

fWQCINOlfH; SI®PE C PAGE 3-92 > 

SOLUTION; TOPICAL 
f'~ AOl'l'OHQI 

Al THAMES PHARHACAL ~ 

FLIJQIPl!THOLH tPAGE 3-931 

OINmENT; OPHTHAUO:C 
ffll. ' 

Al.LE~ PHARHS O.l~ 

20 

Nl.9369 001 
SEP 30, 1986 

Nl9369 002 
SEP 30, 1986 

Nl'462 001 
OCT 15, 1986 

N1'462 002 
OCT l!h 1986 

Nl8830 001 
OCT 31, 1985 

Nl8830 002 
OCT 31.t 1985 

,9-fJj~;_u~~ 
Nl8340 001-

AUG 17, 19M 

N89124 001 
SEP 11, 1985 

Nl7760 001 
SEP 04, 1985 
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fflC DRW NODUCT LIST I' C\IU.ATIW SUPP\.ENmf NMNR 14 I' Am'U - OCT'Mt 

fl,UP!P1UJIOb9HC C PM£ 3•93) 

SUSPENSION/DROPS; OPHTIIAOOC 
EWCB4 

M COOPEIMSION PltARHS ~ 

.!!.Ii 
M ALLERGANPHARHS ~ 

FHl FORTI: 
ALLERGAN PHARHS 0.2~ 

fl.UQROHETHOUINE ACETATE CPME 3•93) 

SUSPENSION/DROPS; OPHTIIAOOC 
OHNITROL 

ALCON LABORATORIES O.l~ 

fLUQBOURACIL CPME 3-93> 

INJECTABLE; INJECTION 
E~ 

Ae INTL PHARH PROD ~ 

Ae LYPHONED 5Q!Sl!:&M 

fLuplffiNAZINE Q£CANQAD CPAGE 3-91+> 

INJECTABU:; INJECTION 
EWffllHA'mfJ 

!Q QUAD PHARHS ZJiHGMN 

PftOa.:pgH IGMMU 
!Q ER SQUIBS AND SONS 2mM'fl, 

fl.lJPKENAZINE l:IYQRQCHI.QBJQE C PAGE 3-91+ > 

CONCENTRATI:; ORAL 
~!, 

M stHERING n4U. 
PROa.:pgH 

M ER SQUIBS AND SONS ~ 

N701U 001 
FEB U', 1986 

Nl6Ul 002 
JUL 2th 1981 

N19U6 001 
AM H, 1986 

Nl.9079 001 
FH 11, 1986 

NM929 001 
HAR 04, 1986 

N89152 001 
HAR 21, 1986 

N70762 001 
FEB 20, 1986 

Nl67U' 001 

Nl6008 001 

N70J;:>3 Otll 
NOY 07, 1%.!i 

fUl!Mf!,ffl ~JQE C PM£ 3-91) 

CAPSULEi ORAL 
wnn • ftOCH! NODUCTS in • .&1911NUS 

;um 

• 8ARR I.MORATORIIES 1nN 

Al DIP 

Al HYLAN PHAMS ut.DC 

Al DIP 

Al PAR~ICAL 1nN 

Al DIP 

/~•~«PM£ 3•95) 

l~'lt.~"U.t. ''J.tUftft(IN 

lf1ijD&·~1Ml'tl/.tll~.·~f.lNI 
rouc ACIQ (PAGE 3•91) 

lNJECTABU! J INJECTION 
f9J.l'CRP 

Ae l\'PHOOED ~ 

fOLffll 
Ae LEDERLE LA8Sl'AH CYAN mM11, 

TABLET; ORAL 
ffll.D RP 

M BARR LABORATORIES 1tt\i8I 

M PIONEER PHARHS 1f:t!i81 

MQSE11IQE I PAGE 3•% l 

INJECTABLE; INJECTION 
MafflDI 

Ae ASTRA PHARH PRODS 

Ae 

Ae 

lQMG/Hl.11 

lQMG/Hl.11 

lQMG/Hl,N 

u 

Nl6721 001 
Nl6721 002 

N704!54 001 
AUG 04, 1986 

N704SS 001 
AUG 04, 1986 

N70341t 001 
NOY 27, 1985 

N703U 001 
NOY 27, 1985 

N7~ 001 
HAR 20, 1986 

N7Q41tS·OOl 
HAR 20, 1986 

l~H.11:,H.I 

N89202 1301 
FEB 18, 1986 

NOS897 008 

N89177 001 
JAN 08, 1986 

N8891+9 001 
SEP 13, 1985 

N70014 001. 
SEP 09, 1985 

N70095 001 
SEP 09, 1985 

N70096 001 
SEP 09, 1985 
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RX DRUG PRODUCT LIST/ CUHUUTlW S\JffLEHENf NUNDER 14 / AUG'U - OCT'M 22 

fWOHNIIM! t PAGE 3•96 ) 

INJECTABLE; INJECTION 

"'"'"" A! CARTER-GLOOAU LMS lOH§(Ml,N 

A! SOLOPAK LABORATORIES lOH§IMLN 

A! lOH§IMLN 

M 

M 

M 

>..&JHL> M 
>..&JHL> 

M 

M 

M 

M 

TABLET; ORAL 
FUROfl1PI 

BARR LABORATORIES lltp 

DANBURY PHARHACAL lltp 

!9!P 

HYLAN PHARMS Ul:!!iiN 

ROXANE LABORATORIES U1:!!iiN 

NATSON LABORATl'>RIES lltp 

!9!P 

Ul:!!iiN 

GENTAMICIN SULFATE CPAGE 3-971 

INJECTABLE; INJECTION 
Hffl'AfAD 

A! PHARHAFAIR E9 !+QH6 IASEM• 

§ffl@H.tCDf MFAU 
A! ABBOTT LABORATORIES E9 10H6 8ASEIHLN 

SOLUTION/DROPS; OPHTiiAUIIC 
IW@H.tCDf MFAU 

AI CARTER-GLOOAU LABS Elil 3MG BASE/MUI 

,,, 

N?OOlt 001 
SEP H, 1986 

N70023 001 
FEB OS, 1986 

N70078 001 
FEB OS, 1986 

N70043 001 
SEP 26, 1985 

N704U! 001 
FEB 26, 1986 

N7Ml3 001 
FEB 26, 1986 

N7008t. 001 
OCT 29, 1986 

N70086 001 
JAN 24, 1986 

N7~9 001 
NOV H, 1985 

N7MSO 001 
NOV H, 1985 

N70528 001 
JAN 07, 1986 

N62493 001 
AUG 28, 1985 

N62~12 OM 
FEB 20, 1986 

N62523 001 
NOV 25, 1985 

GENTAMICIU §1.JlfW; SQDIUM CHL.QIDQE l PAGE 3•98 > 

INJECTABUH INJECTION 
PMfflDD MfAII P Pf.ltlJD Rffll'MHD 

Ae ABBOTT L~~TORIES H §OMG 1/MSE/lOQMU 
'90MG/19QMIJII N62588 006 

JAN 06, 1986 
Ae El 70tJG IA§E(l9QMP 

fflOMG/lOQMIJII N62588 007 
JAN 06, 1986 

A! 

Ai! 

A! 

A! 

A! 

A! 

A! 

A! 

GLUTETHJNIPE c PAGE 3-100 l 

TABLET; ORAL 
IWJmmmtl 

>..&mt.> M 
>..&mt.> 
>....AR.IL> M 
>....AR.IL> 

HALSEY DRUG 

GLYCIH§ IPAGE \'S-lOOl 

SOLUTION; IRRIGATION 

Iii§~ ,oom;io=/lOOML; 

E9 lOQH6 BASE11oouu 

N62588 008 
JAN 06, 1986 

N62588 009 
JAN 06, 1986 

290MG/19QMIJII N62588 010 
JAN 06, 1986 

l!9 1,2MG BASEltJP9JSlt!UI N62588 001 
JAN 06, 1986 

Eg l .fflG BASE/MU 9.tl!ilMUI N62588 002 
JAN 06, 1986 

H l.fflG BA§EIMU,2MGIMUI N62588 003 
JAN 06, 1986 

E9 l.ffi BASEIMUCJJ:!lilMI.• N62588 OM 
JAN 06, 1986 

E9 2MG BASEIML;.H(MI.• N62588 oos 
JAN 06, 1986 

llOM§N 

n!!mN 

N89458 001 
OCT 10, 1986 

N894S9 001 
OCT 10, 1986 

~ 1,g "-u«mta /Af/ ~ i:.:~r\£ ,,td~1~11i~~~ 
m.yc:M: 1,R ZN PLAS'l'JC COHIAJHEB 

AI TRAVENOL LMS 1, SGM/lOOML Nl8S22 001 
FEB 19, 1982 



la 
! 
:lb,, 

~ 

F 

R>C DRUG PRODUCT LIST I C\IHULATl\11! SUPPLDIINf t,\UNBl!R 14 I A\.IG'U • OCT''6 23 

§lYC9PYRIOLAU .• C PAGE 3-100 > · .. 

INJECTABLE; INJECTION 
al,mP'(HOIAII 

Ap . LUlTPOLD PHARl1S Q, 61!:1,N 

§UANMENZ ACETATI! l PAGE 3-102) 

TABLET; ORAL 
HVTENSIN 

HYETH LABS/AHHO · El 16118 l8ASEN 

Nli\9335 001 
JUI. 23, 1986 

Nl8587 003 
SEP 07, 1982 

>..!RIL> GUANfACINE H)'DRQCHLORIQE CPAGE 3-lOU 

>..!RIL> 
>..!RIL> 
>AIL> 
>..Aru!,_> 

TABLET; ORAL 
TENEX 

AH ROSINS 

HALQPERIQOl lPAGE 3-102) 

TABLET; ORAL 
~ 

g MCNEIL PHARM 
g 
g 
g 
g 
g 

g 

g 

g 

g 

g 

g 

g 

g 

g 

g 

ma.opmoo1. 
HYLAN PHARHS 

SEARLE PHARHS 

lttGN 

Ln 
,W§ 
.mi 
a 
1m:!!i 
ll!S 

~ 

,Will1 

1tP 

2P 

~ 

,Will1 

1tP 

2P 

lmP 

lil.filiC 

Nl,032 001 
OCT 27, 1986 

NlS9U 001 
N159U 002 
N1592l 003 
Nl592l 0~ 
Nl592l 005 
Nl592l 006 

FEB 02, 1982 

N70276 001 
JUN 10, 1986 

N70277 001 
JUN 10, 1986 

N70278 001 
JUN 10, 1986 

N70279 001 
JUN 10, 1986 

N70720 001 
JUN 10, 1986 

N7072l 001 
JUN 10, 1986 

N70722 001 
JUN 10, 1986 

N70723 001 
JUN 10, 1986 

N7072'+ 001 
JUN 10, 1986 

N70725 001 
SEP 24, 1986: JUN 10, 1986 

HALQPl!RIQQL · HGHW! C PAGE 3•102 > 

INJECTABLE; INJECTION 
HAlOOL DECANOATE 

MCNEIL PHARM ti 5000 BASE/MI.N 

MLQPERIQQL LACIA:m lPAG~ 3-102> 

CONCENTRATE; ORAL --
Nl870l 001 

JAN 14, 1986 

M MCNEIL LABORATORIES H cm if\SE/HL Nl5922 001 
HN-9PQUOL . 

M BAY LABORATORIES Ei 2Mg 8ASEIHLN N70710 001 
. . APR 15, 1986 : HAR 07, 1986 

M NATL PHARM·HFS/BlRRE E8 2Mg BASEIHLN N70318 001 
. . APR 15, 1986 I APR 11, 1986 

M SEARLE PHARMS EQ 2t:5 BASE/HUI .N70726 001 

lffiPARlN SODIUM CPAGE 3-103> 

INJECTABLE• INJECTION. 

IW ,,.,1~.<tllf~;t~/~I 
IW /idd'~I 

HIP-1,W WP 
Ap ElKINS-SINN/AHROaINS 10 UNITS/ML 

6P 100 UNITS/ML 

Ap 
Ap 

Ap 

Ap 

Ap 

!4Y 
Ap 
Ap 

Ap 

HIPARff LOCK·FLU!ltl 
CARTER-GLOGAU LABS 100 UNITS/ML 
lUITPOLD PHARHS 10 UNITS/MLM 

100 UNITSIHIJI 

"5PAUN mm1 
ABBOTT LABORATORIES 21000 UNITS/MLM 

2.soo YNJTS/MUI 

CARTER-GLOGAU LABS /id~ 
2,500 UNITS/ML 
z,soo UNITS/ML 
3,000 UNITS/ML 
4,000 UNITS/Ml 
6,000 UNTIS/Ml 

ELKINS-SINN/AHROBINS 5.000 UNITS/0,SHUI 

· JUN 10, 1986 

oaii.i:1~iflf~ 
,i~1~1~;~~~~ 

Nl7037 010 
JUN 10, 1983 

Nl7037 011 
JUN 10, 1983 

Nl7064 001 
N89063 001 

OCT 09, 1985 
N89064 001 

OCT 09, 1985 

N05264 013 
APR 07, 1986 

N05264 014 
APR 07, 1986 
l~fJ~~/t. '.dfJ./ 
Nl7064 015 
N17064 019 
Nl7064 016 
N17064 017 
Nl7064 018 
N17037 013 

APR 07, 1986 
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RX DRU9 NOOUCT Ll~T / cuttJLATIYE SUPPLEMENT NUl9ER lit/ AUG'U • OCT'l6 24 

NEpARIN SOQIW (PAGE 3-103) ,,, 
\' 

INJECTABLE; INJECTION 
HJpAm lffl.\lH fflPIBWIDYI fBU 

A!? 

A!? 

INYENEX/LVPHOHED 1,000 UNITSIHLN 

HARSAH 1.000 UNITSIHLN 

LDJAMH lffl.\lH !BDDY&DYI fBU 
A!? ORGANON/AKZONA 1.900 UNIJSM,M 

A! s.ooo UNJTSIHLN 

A!? 10 .ooo UNJTSIHLN 

NE)SACHLQROPlffiNE C PAGE 3-106) 

SPONGE; TOPICAL 

''1'J~iffl~W ,{.$~, 
E-Z SCRUS 

DESERET/P-D 4SOHG 

HVQRALAZINE HYDROCHLORIDE (PAGE 3-107> 

INJECTABLE; INJECTION 
m,RALAUNJ NOL 

A!? SOI.OPAK LABORATORIES 2Ql:IGll:tUI 

TABLET; ORAL 
HnHLAmil HCb 

M HALSEY DRUG 1!!:P 

M ~ 

M ~ 

M limP 

M fflffiJAl PHARH 1!!:P 

M ntP 

M U!P 

Nl7029 010 
APR 28, 1986 

N8'4" 001 
JUN 03, 1986 

NOOS52 OU 
APR U, 1986 

NOOS52 012 
APR 11, 1986 

NOOllt 013 
APR U, 1986 

1z~{ji.:1~1z 
Z~:,~;{ ·'d~'pl. -,~:,~;('•'d~,., 
~tl:,~!(·~~~ 

litt'J(.$i .• ,,ti 
Nl7~2 001 

N8Ul7 001 
AUG 22, 1985 

N89U8 001 
JAN 22, 1986 

N8'130 001 
JAN 15, 1986 

N892H 001 
JAN 22, 1986 

N8'178 001 
JAN l!h 1986 

N89359 001 
JUL 25, 1986 

N89258 001 
HAY 05, 1986 

N89259 001 
HAY OS, 1986 

1:!XPMLAZINE ~Hl,ORil>E tPAGE 3•107> 

TABU!T; ORAL 
HXUALARUI l1llt 

M SIDMAK LABORATORIES ,l!!:P 

M limP 

N89097 001 
DEC 18, 1985 

N89098 001 
DEC 18, 19191 

HVDRALAZINE HVQROCHLQBIO.U HVQROCHI.QBOTHJWP§ CPAGE 3•108» 

CAPSULE; ORAL 
ID'W41H 

M PAR PHARMACEUTICAL ll,tS;,UP NB8957 001 
OCT 21, 1985 

M .5mS;i9tP NB8'46 001 
OCT 21, 19191 

M llmS;Sl:P NB8%1 001 
OCT U, 19191 

HVDROCHLOROTl:IIHIPlli l:llD!XblmeA IPAGE 3-110» 

TABLET; ORAL 
ALJ>Om. Ht 

M HS&D/MERCK Ul:!!i;~ Nl3402 003 
ALPQBJL 119 

M HS&D/MERCK ms;~ Nl3402 004 
AbPQBJL P 

M HS&D/MERCK um;.ww!i Nl3402 001 
AbPQBJL U 

M HSSD/MERCK ll.tS ;,WW!i 
Hmrtlt.UEA ~ tM>ROett~I 

Nl3402 002 

M BOLAR PHARMACEUTICAL um;~ N70365 001 
HAR 19, 1986 

M ll,tS;~ N70366 001 
APR 16, 1986 

M Ul:!!i ;sm:p N703,67 001 
MAR 19, 1986 

M ms;sm:p N70368 001 
APR 16, 1986 

M CORD LABORATORIES um;~ N70182 001 
JAN 15, 1986 

M ll,tS;~ N70183 001 
JAN 15, 1986 

M Ul:!!i;&m:P N70543 001 
JAN 15, 1986 

M ms;sm:p N70544 001 
JAN 15, 1986 

M MYLAN PHARHS um;~ N70264 001 
JAN 23, 1986 

M llt§;~ N7026S 001 
JAN 23, 1986 
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fflC llil:U8 PRODUCT LIST ✓ C\HH.ATIW SUPPLEMENT ~R 14 •' AUG •u - OCT '8ft 25 

H)'QROCHLQROJHJWUi tlDIXLPA IPA.9! 3-110) 

>..DL> M 
>..DL> 

M 

>..DL>M 
>..DL> 

M 

TABU!n ORAL 
HfflMJIOM Ml ~I 

PUREPACIKAUPHARHA J.liil:l&;~ 

in;~ 

Im:&;~ 

um;~ 

N70U3 001 
OCT 08• 1986 

N70688 001 
APR 24• 1986 

N70U4 001 
OCT 081 1986 

N10639 001 
APR M, 1986 

H)'QROCHLOROTHIWU i PBQPRANOLIH, H)'QROCHLWU C PA.9! 3-111) 

TABLET; ORAL 

M 

M 

>..DL>M 
>..DL> 
>..DL> M 
>..DL> 

M 

M 

umu..y,u 
AYERST LABS.IAtltlO in;!SI& 

UmtHHVP 
AYERST LABS/AMHO in;l!W§ 

mmNRWL 5 Ml !f~II 
BARR LABORATORIES in;~ 

in;H§P 

CHELSEA LABORATORIES in;~ 

in;lmP 

M PUREPACIKAUPHARHA in;~ 

M inilmP 

H)'DBQCHlQROTI:IIWQE i §PIRONQl,ACJU « PAGE 3-111) 

TABLET; ORAL 
~YWl"9HI " ~~Iii M PUREPACIKAUPHARHA in,.u!P 

M SI.IPERPHARH in-~ 

I • • •~( PA.9! 3-112) ,~ .. ,w,mt« 

1~,~t~J.'~IJJ • ~W.Jl 1
~:MNW fll-ll'%t1~ 

Nl8031 001 

Nl8031 002 

Ni'0104 001 
OCT 01, 1986 

Ni'Oi'Oll:i 001 
OCT 01, 1986 

Ni'030l 001 
APR Uh 1986 

Ni'030!5 001 
APR Uh 1986 

N10Ul 001 
MAY l!h l~ 

N70852 001 
MAY lll:i, 1986 

N81999 001 
NOV 06, 190 

N89137 001 
AUG 26, 190 

/it/..d:HJ,. ''Ml 

UYDRQCQRIJSWI (PAGE 3-112> 

CREAtO TOPICAL w...gu 
AI DEL-RAY I.AWRATORIES 1f: N80106 001 

HDDB![UONI 
AI PHARHADHM/AI.TANA UM N8884S 001 

Fl:8 27, 1986 

lfflOtO TOPICAL 
AIA...AJ 

AI Del-RAV LABORATORIES 1f: N83201 001 
ALA-SCALP 

DEL-RAV LABORATORIES 2X N83231 001 
~I 

AI THANES PHARHACAI. UM N8902" 001 
FEB 12, 1986 

m1....u 
AI STIEFEL LABORATORIES~ N89066 001 

NI.W 25, 1985 
AI ~ N89074 001 

Nl)\J' 26, 190 

OINTMENT; TOPICAL 
~ll!lti~I 

AI CAROi.INA MEO PRODS UM N88138 001 
SEP 06, 190 

J:IYPOOCORIJSOt:ffii NEQMYCIN SULFATE; PQLYt'OOQ:N B §llLFffi 
CPAGE 3-115) 

AI 

AI 

AI 

AI 

SUSPl:NSiotU OTIC 
Hmmmt Ml fflL"l'tfflCRi I IYLFAJU H H'(l)ROCOR'IJRfE 

CARTER-GLOGAU LABS ll,;Eg 3.SMG BASE/ML; 
10.000 UNITS/ML• N62488 001 

NOV 06, 1985 
~ IYLIFATI t fflL'l(M'(')mt I IYLFATI I HYDROCORDSOUli 

PHARMAFAIR Jl,;Eg 3.SMG BASE/ML; 
10.000 UNITS/HLN 

SUSPENSION/DROPS; OPHTHAUO:C 
comuPOUN 

BURROUGHS HELi.COME ll,;Eg 3.SMG BASE/ML; 

N62617 001 
SEP 18, 1985 

10,QQO UNITS/ML NS0169 001 
NmM"tCJ!f !IULFATE-fflL)'tMaH I !IULFATHf(DROCORJ'POHIE 

PHARMAFAIR lY.:Eg 3.SKG BASE/ML; 
10.000 UNITS/MLN N62623 001 

SEP 24, 1985 
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RX DRm PRODUCT LIST ✓ CUl'IUUTIVE SUPPLEHENT NUNlll!R l"- ✓ AUa'U • OCT'86 

ID'DRQC91ITT§M ACETm • NE9M)'CIN st.11,,fAU i pm.,nrogN I st.11,,fffl 
(PASE 3•116) 

CREAM; TOPICAL 
CORTISPORIN 

BURROU6HS HELLCOHE 0.51.;E~ 3 • .5HS BASE/at; 
10,000 UNITSIGHlil N50218 001 

lffDROCQRTI§M IYD'.RAJ1 «PASE 3-1"!6 > 

CREAM; TOPICAL 
HYDROCORTISONE BUTYRATE 

BX 3 GIST-BROCADES 0.1?. 

LOCOID 
BX CHEN LABS/DERN PRODS O.l?. 

OINTMENT; TOPICAL 
HYDROCORTISONE BUTYRATE 

BX a GIST-BROCADES O.l?. 

LOCOIO 
BX CHEN LABS/DERN PRODS 0.1?. 

HVDROFl,IMEIHIWDE; RESERPINE ( PAGE 3-u:n 

TABLET; ORAL 
HYDROFLUMETHIAZIDE AND RESERPINE 

6P PAR PHARMACEUTICAL SOHG;O.l2!ital 

ID'.QROXYZlNI; ID'.QRQCHLQBil>E CPAGE 3-118> 

IWECTABLE; IWECTION 
~ 

ELKINS-SINWAHROBINS SOl§lt1L !f 

JIN 
!f 

!f 

!f 

!f 

PHARHAFAIR 

2~ 

.50tfi/MUI 

.50H§IHU. 

AUS 09, 19U 

Nl8Sl .. 001 
HAY 31, 1982 

Nl879S 001 
JAN 07, 1983 

Nl8652 001 
OCT 29, 1982 

Nl9106 001 
.JUL 03, 198ft 

N88907 001 
SEP 20, 19U 

N65551 002 

/~$jt. •,.d# 
N88862 001 

FEB 14, 1986 
N89l06 001 

FEB 14, 1986 
N88881 001 

FEB 14, 1986 
N89107 001 

FEB 14, 1986 

~ lfXIWRB.QBIH C PAGE 3•118 > 

TABLET; ORAL ~-M AMIDE PHARMACEUTICAL 111P 

M .utP 

M l!IP 

M COLHED LAIORATORIES 111P 

M ~ 

M l!IP 

M turuAL PHARH 111P 

M ~ 

M l!IP 

M E1UANiU11 PHARHICS 111P 

M ~ 

M l!IP 

M SIDHAK LMORATORIES 111P 

M ~ 

M l!IP 

ID'.QB9)()'.ZINE PAHQATI; (PASE 3-120) 

CAPSULE, ORAL 
~E MHRAII 

M PAR PHARMACEUTICAL U 2SMG HCLM 

M Eg SOHQ UCLM 

26 

N8907l 001 
JUI. 22, 1986 

N89072 001 
JUI. 22, 1986 

N89073 001 
JUL 22, 1986 

N89121 001 
HAR 20, 1986 

N89122 001 
HAR 20, 1986 

N89123 001 
HAR 20, 1986 

N89381 001 
HAY 19, 1986 

N89382 001 
HAY l'J, 1986 

N89383 001 
HAY 19, 1986 

N88540 00.l 
OCT 22, 1985 

N88551 001 
. OCT 22, 1985 

N88529 001 
OCT 22, 1985 

N88617 001 
JAN 10, 1986 

N88618 001 
JAN 10, 1986 

N88619 001 
JAN 10, 1986. 

N89145 001 · 
MAR 17, 1986 
. · N89146 001 

HAR 17~ 1986 



RX lfflUG PRODUCT LIST ✓ CttU.AnVE SUPPU!Nl:NT NUl'8H 14 / .ws•u - OCT'M 27 

~ C PAGE 3-120 ) INftQfEN CPAGE !-HO> 

TABLET; ORAL TABLET. ORAL 
DUfflOUH num,m 

M IOOTS PHARHACEUTICAL u.m1iN N7lt64 001 M PUREPAC/KALIPHARHA 10.lttiN N7ll23 001 
JUL 25, 1986 SEP 19, 1986 

~ M Cffl:LSEA LABORATORIES !U!P N70038 001 M !U!P N7ll24 001 
SEP 06, 1985 SEP 19, 1986 

M ~ N70041 001 M ~ N7ll25 001 I SEP 06, 1985 SEP 19, 1986 
M CORD LMORATORIES 10.lttiN N70734 001 M SUPERPHARH !U!P N70708 001 -c: JUN 12, 1986 APR 2.5, 1986 =- M !U!P N7073S 001 M ~ N70709 001 ~ JUN 12, 1986 APR 25, 1986 

~ M ~ N70736 001 ;gupptt 
JUN 12, 1986 M OHM LABORATORIES !U!P N70469 001 

M DAta.lRY PHARHACAL !U!P N70436 001 AUG 29, 1985 
AUS H, 1985 ;em 

M ~ N70437 001 M LUCHl:11 PHARHS !U!P N7ll45 001 
AUG 21, 1985 SEP 23, 1986 

M LEDERLE UBS/AH CYAN !U!P N70629 001 M ~ N71146 001 
SEP 19, 1986 SEP 23, 1986 

M ~ N70630 001 m:mm 
SEP 19, 1986 M a UPJOHN ~ Nl7463 003 

M HCNEIL CONSlH:R PROO !U!P N7008l 001 M 19.mP Nl7463 005 
JUN 16, 1986 HAY 22, 1985 

M ~ N70476 001 .BVflffl 
JUN 16, 1986 M BOOT PHARMACEUTICAL ~ N70745 001 

>..Alm..> M l«.ITUAL PHARl1 10.lttiN N71230 001 JUL 23, 1986 
>.Alm,_> OCT 22, 1986 
>..Alm..> M !U!P N7123l 001 
>..Alm..> OCT 22, 1986 ll'l!l!I! lt:M,U mr!UtlH.ltli C PAGE 3-121 J 
>..Alm..> M ~ N71232 001 
>..Alm..> OCT 22, 1986 INJECTABLE~ INJECTION 

M HYLAN PHARHS !U!P N7004S 001 INDIUM IN-lll OXYQUINOLINE 
SEP 24, 1985 AMERSIWVRADIOCHEM NIA Nl9044 001 

M ~ N70057 001 DEC 23, 1985 
SEP 21t, 1985 

M OHM LMORATORIES !U!P N70818 001 
DEC 26, 1985 INQOHETHACIN CPAGE 3-1221 

AB lf;/PAR PHARHACEUTICAL 300ttGN N70328 001 
AUG 06, 1985 CAPSULE; ORAL 

M !U!P N70329 001 iHQO•Ll"flON 
AUG 06, 1985 M LEMMON lll:P N70266 001 

M ~ N70330 001 NOV 07, 1985 
AUG 06, 1985 M iQP N70267 001 

M u.mp N70986 001 NOV 07, 1985 
JUL 25, 1986 :EHDOMmwmt 

>..Alm..> M PRIVATE FORKILATIONS 10.!ttiN N71266 001 >..Alm..> M BARR LABORATORIES lll:P N70067 001 
>..Alm..> OCT 15, 1986 >..Alm..> OCT 03, 1986 
>..Alm..> M !U!P N71267 001 :- AD.IL> M iQP N70068 001 
>..Alm..> OCT 15, 1986 >~> OCT 03, 1986 
>.Alm,_> M ~ N71268 001 M BOUR PHARMACEUTICAL U1:P · N70784 001 

OCT 15, 1986 AUG 20, 1986 
M iQP N70785 001 

AUG 20, 1986 



IRX DRW NOOOCT UST ✓ CUMUI.ATIYI S\.IPPLamff tu!IHR 14 ✓ AUGl'U • OCT'M 28 

DfXll'IDWiJN C PAGE 3-122) IQPWPQL « PAGE 3-lH > 

~E; ORAL INJECTABLE; INJECTION 
~ ISOYUE-300 

M DUIWIED PHARMS ~ N103t6 001 ER SWIRAND SONS 61~ Nl8735 002 
OCT 18,196 DEC 31, 1985 

M lllP N103t7 001 ISOYUE-310 
OCT Uh 196 ER SQUIR AND SONS 76~ Nl8735 003 

M HYUN PHARMS lllP N70624 001 DEC 31, 1985 
SEP 04, 196 ISOYUE..ff 200 

M PAR P!WtHACEUfICAL lllP N71>65l 001 ER SQW.R AND SONS 41~ Nl873S 001 
KAR Oi> 1986 DEC 31, 196 

M PIONEER P!WIHS ~ N70813 001 ISOVU!..ff 300 
AU& 11> 1986 ER SWIR AND SONS 61~ Nl8735 004 

M lllP N70l59t 001 DEC 31, 1985 
AUG 11, 1'86 

>..ML> M SUPERPHARH ~ N~7 001 
>..A&,.> OCT llh 1986 ISOETHAB,INI; ID'RBQCHLORIDI: ( PAGE 3-124 > 
>..ML> M lllP N~ 001 
>..A&,.> OCT lCh 1986 SOLUTION; INHALATION 

M MTSON LMORATORIIES ~ N10529 001 mmwm11 tmla llE 
OCT 18, 1985 AH DEV LABORATORIES 1..~ N89252 001 

M BtP N10530 001 SEP 15, 1986 
OCT 18, 1985 

M ZENITH LMORATORIIES ~ N101l9 001 
FEB 12, 1986 Isotqmp C PAGE 3-125) 

M lllP N10756 001 
FEB llh 1986 SYRUP; ORAL 

wwmn 
SUSPENSION; ORAL M LANNETT 50MG/!iHUI N89243 001 

INDOCIN FEB 03, 1986 
NS&D RES LABSMERCK 2SG/.5Ml.l8 Nl8332 001 

OCT 10, 1985 
ISOSQMIDI: DINIJRAJl! ( PAGE 3-126 > 

IHXQL (PAGE 3•123) TABLET; ORAL 
ISOSORIBIDE OINITRATIE 

c:D INJECTABLE; INJECTION BARR LMORATORIIES !iHGIII "86166 001 

5 otlNlPAQUE 180 SEP 19, 1986 
NINTifROP-REONISTIERL 38.~ Nl8956 001 lOIGI "86169 001 

c-:, DEC 26, 1985 SEP 19, 1986 
C otlNlPAQUE 240 20IGI N86167 001 -e 
-< NINTifROP-MEONISTIERL 51.~ Nl8956 002 SEP 19, 1986 

i 
DEC 26, 1985 30IGI N81564 001 

otlNlPAQUE 300 SEP 18, 1986 
HINTifROP-MEONISTIERL 61+. TI.M t,118956 003 

DEC 26, 1985 TABLET; SUBLINGUAL ... Olffl:PAU 350 ISOSORIBIDE DINITRATIE ;,. 
HINTifROP-BREONISTIERL 75.~ Nl8956 ~ BARR LMORATORIES 2.!iHGIII N84204 001 

DEC 26, 1985 SEP 18, 1986 
!iHGIII N86168 001 

SEP 18, 1986 
lOIGI N87545 001 

SEP 18, 1986 
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R>C DRUG PRODUCT LIST ✓ CUMULATIVE SUPPLEH!NT NUHBER 14 ✓ AW'U - OCT'M 29. 

KANAHYCJN Mfm C PAGE 3-126 l 

INJECTMLE; INJ!CTION 
U1MMWm1 IULll'AII 

A! UD PHARNS El zn USE/ml,.N 

A! H Uot:5 MMttm.• 

A! El IS! IWtmJll 

A! SOLOPAK UBORATORIES H 7" l}ASE/ml,.N 

A! 

A! 

KEJOCONAZQlE IPAGE 3-127) 

CREAM; TOPICAL 
NIZORAL 

JANSSEN PHARMA 

KEIQPROfEtf CPAGE 3-127) 

CAPSULE; ORAL 
ORUDIS 

HYETH LMS/AHtlO 

II iOOMS l&ilt&m.• 
EQ l!,i! BASE/m,.M 

2?.M 

SOMGal 

7511GN 

LgETALQl HVQRQCHLQBJQE CPAGE 3-127) 

INJECTMLE; INJECTION 
~ 

A! SCHERING 

1'MIWII 
A! GLAXO 

LACJVU)SE ( PAGE 3-127) 

SYRUP; ORAL 
WlM,OB 

~ ~-
M ROXANE UBORATORIES lOON/lSML 

N62642 001 
FEB 03> 1986 

N62642 002 
FEB 03, 1966 

NU642 003 
FEB 03, 1966 

N62605 003 
FEB 26, 1986 

N62605 001 
FEB 26, 1986 

N6HOS 002 
FEB 26, 1986 

Nl,oM 001 
DEC 31, 1985 

N18754 002 
JAN 09, 1986 

N18754 003 
JAN 09, 1986 

N186M 001 
AUG 01, 1984 

N1~25 001 
DEC 31, 1985 

N17906 001 

I.IIJC9Y9BJN CALCIW CPAGE 3-127) 

TMLEH ORAL 
LEUCOVORIN CALCIUM 

ax LEDERLE l.MS/AH CVAN EQ 5t1G BASEIII 

HELLCOVORIN 
ax BURROUGHS HELLCOHE EQ 5t1G BASE 

LEQUNOI.QL HYQRQCHLQBIDE IPAGE 3-128> 

SOLUTION/DROPS; OPHTHALMIC 
BETAGAN 

ALLERGAN PHARMS O.Si!lc 

LITHIW CIIBm I PAGE 3-132 > 

SVRUP; ORAL 
y;:nmJM m:TRAII 

Nl8459 001 
· JAN 30, 1986 

Nl8342 001 
JUL 08, 1983 

N19219 002 
DEC 19, 1985 

M HY-K LABS Eg 300MG CARBQNATE/5ML N70755 001 
MAY 21, .1986 

l:.MWl?ffl I PAGE 3-132) 

TABLEH ORAL 
~ 

M HYETH LMS/AHtlO 
M 
M 

LQBWPAl:1 I PAGE 3-132) 

TABLET; ORAL 
L9MZIPAH 

M AM THERAPEUTIC 

M 

M 

M BARR LABORATORIES 

M 

Al 

!L.21§ . 

.lt§ 

.mi 

~ 

.lt§lil 

11:!§n 

~ 

.lt§lil 

11:!§n 

N17794 001 
Nl7794 002 
Nl7794 003 

N70727 001 
MAR 07, 1986 

N70728 001 
MAR 07, 1986 

N70729 001 
MAR 07, 1986 

N704'72 001 
DEC 10, 1985 

N70473 001 
DEC 10, 1985 

N70474 001 
DEC 10, 1985 
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RX DRUG PRODUCT LIST ✓ CUIU.ATI\11 SUPPLININT NUHHR l~ ✓ AOO'U - OCT'M 

I.QRAZIPAH c PA9! 3-132 l 

TABLEn ORAL 
LQMZIPAH 

M DANBURY PHARMACAL JL..5t!!iN 

M ltS.N 

M AP 

M QUANTUl1 PHARHICS JL..5t!!iN 

Ai ltS.N 

• • AP 

IJ>XAPIHI SUCCitf!TE (PA9! 3-132> 

TABLEn ORAL 
LOXITANE 
& LEDERLI LASS✓AH CYAN Eeil lOHG BASE 
a EQ 25MG BASE 
a E«it SOHG BASE 

HA§NESIUH SULFATE 4 PAGI! 3-13tt > 

INJECTABLE; INJECTION 
HAGNESIUH SULFATE 

LVPHOHl:O 5DOHG/MIJ8 

MANGANESE CHLORIIM! C PAGE 3-l3't J 

INJECTABLE; INJECTION 
. MANGANESE CHLORIDE IN PLASTIC CONTAINER 

: !~ 

N71ll7 001 
JUL Mt 1986 

N71118 001 
JUL Mt 1986 

N71110 001 
JUL 24, 1986 

N70t00 001 
AUQ 09, 19U 

N70201 001 
AUQ 09, lMS 

N70202 001 
AUQ 09, lMS 

N17S25 006 
Nl7525 007 
N1752S 008 

N19316 001 
SEP OS, 1986 

A880TT LABORATORIES EQ 0,1"6 MANGANESE/MUI N18%2 001 
JUN 26, 1986 

t:!Nfl!TI>l l PAGE 3-134) 

SOLUTION; IRRIGATION 
RESECTISOL 
I Iii. '~¢Ml/Iii. ·~~f'I l~tl~t.l 

RESEClISOL IN PLASTIC CONTAINER 
AH HCGAH/AH HOSP SGM/lOOHL 

l~tf.'J'#l'.dU 
Nl6772 002 

lftCLIUHI ID'QBQCHLMJW! C PAGI! 3•131 > 

TABU!n ORAi. 
E!:Riffi! nm, 

M 

M 

M 

M 

SIDHAK LAIORATORIES 11.J!:!iN 

SUHRPHAftH 

TABLET, CK!HABLIIH ORAL, 
ttFLJP'ffl '1RL 

ll.tP 

11.J!:!iN 

ll.tP 

AA SIDHAK LABORATORIES U,tP 

M§CI.OfENAMAJJ SOQIUH I PAGE 3-136 > 

CAPSULE; ORAi. 
MJCWEIWNi WM 

M HVI.AN PHARHS Et iot:S ,Wac 

M Eg lQot:S WEac 

HICLCIHlf 
M PARl<.E·DAVISM•L 
M 

EQ sn BASE 
E9 lOOM§ l\ASE 

M§DRQXYPBQGESDRQNE ACEJ:ATE C PAGE 3-136) 

TABLET; ORAL 
PROVERA 

UPJOtlN 

M§NQTRQPINS C PAGE 1•137> 

INJECTABLE; INJECTION 
PERSONAL 
/l,~.·®1 

SERONO LASS 

5H6 

~~,J~~~~~ 
75 IU/AMP 
150 IU/AHP 

> ..AWL> IBiffACHQLINE CHLORIDE I PAGE 3-140 > 

>..AWL> 
>..AWL> 
>..AWL> 
>..AWL> 

POHDER FOR.RECONSTITUTION; INHALATION 
PROVOCHOLINE 

HOFFHAN-4-LA ROCHE l0OHGIVIALN 

JO 

N88732 001 
DEC 11, 1985 

N88734 001 
DEC 11, 1985 

N89113 001 
AUQ 20, 1985 

N89114 001 
AUG 20, 1985 

N88733 001 
DEC 11, 1985 

N71080 001 
SEP 03, 1986 

N71081 001 
SEP 03, 1986 

Nl8006 001 
N18006 002 

Nll839 003 

~~~j~~::,,,~ 
Nl76't6 001 
Nl7646 002 

HAY 20, 1985 

Nl9193 001 
OCT 31, 1986 
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R>C DRUG l>ROOUCT LIST I cutM.AnYE SUPPLEMENT NltlHR 14 I AUG'U - OCT'li 

MEJAffl>URJNOl MEW CPAGE 3-140> 

SOI.UTIOIU INHALAnON 
ALUPENT 

IOEHRINGER INGELHEIH O.ltXN 

METHOCAR8AMQL CPAGE 3•1421 

TABLET; ORAL 
HffllOCAMWRL 

M PIONEER PHARHS 

M 

U,O!P 

~ 

M§Dt9WXAD SOQIUH C PAGE 3-143 > 

INJECTABLE; INJECTION 
.mi..m 

Al! ADRIA LABSIERBAHONT EQ gspM6 IASJiffiAI.N 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

FOUX Pfl 
ADRIA LABSIERBAHONT EQ 2H BASJi/MUC 

NIJHOIBWII LPf 

ff §MG BAM/MUC 

E9 iM BASJilMUC 

LEOERLE LABS/AH CYAN E9 j?H UMIML 

NIJHOIBWli l9IU.t 
BEN VENUE LABS 

INTL PHARH PRODS 

LVPHOHED 

IEQ i!M HHIMUC 

§i 2.§HG §ASJilMLN 
E9 iM §ASEIMLac 

!:9 2.§HG IAMIJ:ILN 
li9 2H §ASE/MUI 

IEQ i,ffi HSEIMUC 

E9 iPm MSEffiAI.N 
IE9 iM M§EIMl,N 

H!i!MIW..~ 

Eg $OM$ MSEffiAI.N 

H 10n MSEffiAI.N 

Nl8761 002 
OCT 10, 1986 

N8873l 001 
DEC 13, 1985 

N890&2 001 
DEC 13, 1985 

N88~ 001 
OCT 24, 1985 

N89180 001 
JAN 03, 1986 

N89181 001 
JAN 03, 1986 

N89182 001 
JAN 03, 1986 

Nll719 007 
HAR 31, 1982 

N89340 i>Ol 
SEP 16, 1986 

N8934l 001 
SEP 16, 1986 

N89342 001 
SEP 16, 1986 

N89343 001 
SEP 16, 1986 

N88648 001 
HAY 09, 1986 

N89323 001 
JUN 13, 1986 

N88935 001 
OCT 11, 1985 

N89322 001 
JUN 13, 1986 

N892ii 001 
JUN 13, 1986 

N88936 001 
OCT 11, 1985 

N89937 001 
OCT 11, 1985 

>..BL> 
>..BL> 
>..AWL> 
>..BL> 

M§Dt9IB§Xffl! SOQIUH l PAGE 3•143 > 

INJECTABU! > INJECTION 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Mffl!lffl!WII l9RW 
QUAD PHARHS 

Mm:m:BWIB 

IEI CM HSEIMl,N 

fit 2H HMIMLlll 

§I 26 IASEtyIAUC 
Et §6 MMIYIAUC 

Ill lQH IWIYJALN 
Et 116 BASJityIALM 

Al! LEOERLE LABS/AH ~VAN EQ 2 • .§HG BASE/ML 
t!WU 

Al! BRISTOL lABS/IMt Eq 256 BASE(YIAL 

METHQXSALEN C PAGE 3-143 > 

CAPSULE, LIWID FILLED; ORAL 
m<SORALEN-ULTRA 

ELDER PHARHS lC>HGN 

METHVCLQTHIAZIDJ! CPAGE 3-143> 

TABLET; ORAL 
MQ'HXCLO'Ml'QiQI 

M PAR PHARMACEUTICAL 1.,,J!Sa1 

M 

METHVLQPPA (PAGE 3-144) 

TABLET; ORAL 
MmrtLQOPA 

2P 

>..AWL> M 
>..ADJL> 
>..BL> M 
>..BL> 
>..AWL> M 
>..BL> 

BARR LABORATORIES l.m§al 

ll.!1tP 

il2!2P 

M 

M 

M 

BOLAR PHARMACEUTICAL l.m§al 

ll.!1tP 

il2!2P 

31 

N89308 001 
JUL 10, 1986 

N89309 001 
JUL 10, 1986 

N89293 001 
JUL 10, 1986 

N89294 001 
JUL 10, 1986 

N89295 001 
JUL 10, 1986 

N892% 001 
JUL 10, 1986 

Nl1719 004 

N86358 004 

Nl%00 001 
OCT 30, 1986 

N89135 001 
FEB 12, 1986 

N89136 001 
FEB 12, 1986 

N70073 001 
OCT 09, 1986 

N70060 001 
OCT 09, 1986 

N7007ft 001 
OCT. 09, 1986 

N702ft5 001 
FEB 25, 1986 

N702ft6 001 
FEB 25, 1986 

N702ft7 001 
FEB 25, 1986 



RX DRUG PROOUCT UST ✓ CUMULATIVE SUPPLEtll!Nf NUt'INR 14 ✓ AOO'U - OCT'M 32 

MEJJIYLQOPA c PAGE :s-1" l l:!EJJIYLWQNI§9UH SODIUM SUCCINATI! (PAGE 3-l4S> 

TMLEn ORAL INJECTMLIH INJECTION 
MfflD'LR9PA Mmffl,!RQHAOU!tl liClmlM ~II 

Al DANSURY PHARHACAL ~ N70703 001 Al? LYPHDHED Iii ~U l!§E:Oa!l.111 N89143 001 
JUN 06, 1916 MAR 28, 1986 

M ~ N70625 001 Al? Ei 116 BA~El~l&l.111 N891" 001 
JUN 06, 1916 MAR 28, 1986 

M LEDERLE LMS✓AM CYAN~ N70070 003 Al? H 19U IUli~JAl.111 N89186 001 
OCT 15, 1981 MAR 28, 1986 

M ~ N700&4 001 Al? Iii 1ga Wi:Oa!L• N89187 001 
OCT l!'h 1981 MAR 28, 1986 

M ~ N7008!S 001 Al? Iii 111:1 !Uli:Oa!I.• N89188 001 
OCT 15, 1981 MAR 28, 1986 

M PARKE-DAVISIH-L ~ N70331 001 Al? Ei 111:J BA§li~l!I.• N89189 001 
APR l!S, 1986 MAR 28, 1986 

M 1StP N70332 001 Al? WAI> PHARHS Iii 40MG IUli:Oa&I.• N89264 001 
APR lS, 1986 JAN 22, 1986 

M ~ N70333 001 Al? F.; 1~61!~§~161.111 N8926S 001 
APR l!S, 1986 JAN 22, 1986 

M PUREPAC/KALIPHARHA ~ N70.,,.9 001 Al? Iii WIU IAUIVJAl.lil N89266 001 
FEB 07, 1916 JAN 22, 1986 

Al ~ N70750 001 Al? Ei 111:J IAH:Oa!I.• N89267 001 
FEB 07, 1916 JAN 22, 1986 

M 9.!IP N70U2 001 
FEB 07, 1916 

M ROXANE LMORATORIES ~ N70192 001 l:IIS!GI.QERAMIDE UXD~UWJDE CPAGI! 3•147> 
APR 25, 1986 

a,M ~ N7~193 001 INJECTABLE; INJECTION 

Ea APR 25, 1986 t!ln'OOl:QIIIWm>I tml. 
9.!IP N70194 001 Al? LYPHDHEO ii lU UHlml.• N70293 001 

~ APR 25, 1986 JAN 24, 1986 

Si• ZENITH LABORATORIES ~ N70098 001 Al? QUAD PHARHS H 121§ 16H£:ml}l N7067l 001 
-< FEB 20, 1986 MAY 27, 1986 
::lllno M ~ N703ft3 001 ~ 

~ FEB 20, 1986 Al? Act !fflBINS E!i IU l!Hl2HI. Nl7862 001 
EQ 50MG BASE✓lOML Nl7862 003 

F AOO 03, 1984 
t!EJJIYl.lme6D UXOROCUl.mllDE CPAGI! 3-l"J EQ lSOMG BASE✓!OML Nl7862 002 

AOO 03, 1984 
INJECTABLE; INJECTION 

AIJICNI TABLEn ORAL 
Al? HS&D✓t!ERCK 52l§ML Nl3ft0l 001 S!Y!M-'~11.1.W' 

t!ffln'LDOMllE .tm.lt M QUANTUM PHARMICS H 121§ IUE• N70632 001 
Al? ELl(INS-SlNN✓AHROBINS ~ N7029l 001 OCT 28, 1985 

JUL 01, 1986 fWCOLON 
Al? LYPHDHED 59':S(t:!Ul N70652 001 Al BEECHAM LMSAEECHAM Iii lU IAH• N70106 001 

JUN 03, 1916 MAR Oft, 1986 
Al? QUAD PHARM ~ N7102ft 001 

SEP Uh 1986 



RX MUG NOOI.ICT UST ✓ CIHJLATIYE SUPPLEHENT NUHHR 14 ✓ AW'U - OCT'M 

§ 

HETOCLOfflAHIQE H)'MQCHLQRIQE I PAGE 3-147 > 

TABLET; ORAL 
m:DCYfflW1DI ffl& 

61 CHELSEA LA80RATORIES EG lOHC l}ASEN 

a DANBURY PHARKACAL H lQHC HH• 

g>...a.im...> a HALSEY MUG H lm& IW• 
""c::l>...amL> 
-< M INTERPHARH ES Im& BASEN 

~ 
~ 

i 
t' 

a PAR PHARMACEUTICAL E§ 16 BAHN 

a PUREPAC/KALIPHARHA E§ IQHC BASEN 

HEmom:QAZOt.E I PAGE 3-148 l 

INJECTABLE; INJECTION 
~LI£ 

e CARTER-GLOGAU LABS 50Qt§/100HU1 

TABLET; ORAL 
t!~LI 

a HALSEY MUG 50!!tP 

a RJTUAL PHARH ll!!P 

a 50!!tP 

a VITARIHE 150!:!!i 

a 50m& 

/#/ ffl.~;t~/ /1.f.~I 

/#/ 7fflhffll, lf..6.~I 

HETRQNIQAZQLE HVMQCHlQRIQE I PAGE 3-148 t 

INJECTABLE; INJECTION 
f!.AGJI. i• V • 

N70453 001 
JUN 06, 1986 

N70SU oo• 
JAN H, 1986 

N70906 001 
OCT 2th 1986 

N71213 001 
SEP 24, 1986 

N70342 001 
HAR 25, 1986 

N1058l 001 
OCT 17, lMS 

N10170 001 
APR 01, 1986 

N10S93 001 
FEB U', 1986 

N70172 001 
JUL 16, 1986 

N70173 001 
JUL 16, 1986 

Nl8620 001 
HAR 04, 1982 

Nl8620 002 
JUN 02, 1983 

,,~~1~;u~~ 
,J~~1~;u~~ 

61? SEARLE PHA!fflS EQ SOOHG IA,HMAl Nl8353 001 
~1.1m1, 

61? LYPOOHEI> H iOOMG MHMALN N70295 001 
OCT 15, lMS 

MEXJLETINE H'fMOCHLQRIQE C PAGE 3•149 > 

CAPSULE l ORAL 
HE><ITIL 

81>1:HRINGER INGELHHtl UOl1GIII 

20otal 

2SotGI 

NIQAZOLHI tlYHQCHLQRIQE C PAGE 3•lft9 > 

INJECTABLE t INJECTION 
VERSED 

HOFFl'IANN•LA ROCHE EQ !SHG BASE/I'll.ii 

R:P,IQQCTMIQIN C PAGE 3·150) 

LIQUID; PERFUSION, BILIARY 
l'IOCTANIH 
l~t.·~11.·~1 n"t.fil 

ETHITEK PHARHS 1001.N 

HQRPHM SULFffi CPAGE 3-150) 

INJECTABLE; INJECTION 
YlJW:!CRPH Pf >.,AL> 

>...a.a...> e 
>...a.a...> 
>....&m..> e 
>...a.a...> 
>...a.a...> e 
>....&m_> 
>....&m..> e 
>-Amt.> 

ASTRA PHARH PROOS 

MfflOMlt " 

Q,SMGIMLN 

Q.SMGIMLN 

~ 

~ 

>..Amt.> 61? ELI<INS-SINN/AHROBINS 0,5MG/ML 

>....&m_>al? 1!:1lzlHI. 

NABil,ONE (PAGE 3-150) 

CAPSULE; ORAL 
CESAHET 

ELI LILLY 1MGII 

H 

Nl8873 002 
DEC 30, 1965 

Nl8873 003 
DEC 30, 1965 

Nl8873 004 
DEC 30, 1965 

Nl86M 001 
DEC 20, 1965 

,Jflr:~;~:l~ 
Nl9368 001 

OCT 29, 1965 

N710SO 001 
OCT 07, 1986 

N71051 001 
OCT 07, 1986 

N71052 001 
OCT 01, 1966 

N71053 001 
OCT 07, J~6 

Nl856S 001 
SEP 18, 1984 

Nl8565 002 
SEP 18, 1984 

NlM77 001 
DEC 26, 1965 
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RX DRUG PRODUCT UST ✓ CIHJLATl\11: SUPPLEMENT NJHBER 14 ✓ AUG'U - OCT'Mt 34 

NADOJ.OL (PM£ 3-UO> 

TABLET; ORAL 
CORGARD 

ER SWIN AtfD SONS 20ta1 

NALtypHINE HYQROCHLORJQI! ( PAGE 3-151 > 

INJECTABLE; INJECTION 
HALWlfflHE 

!f LYPHOHED 

Al? 

!f QUAD PHARHS 

lQHGiHLN 

20!:§/MUl 
SEP~, 1986 

lOt:IG/HlJI 

!f 20HGIMLN 

~ 
!f DUPONT PHARMS/DUPONT lOHGIML 
Al? ?Qt:16/Hb 

NALIQIXIC ACID tPAGE 3-151> 

TABLET; ORAL 

SEP ~. 1986 

Nl8063 005 
OCT 28, 1986 

N70751 001 
JUL 02, 1986 

N70752 001 
: JUL o::, 1986 

N70692 001 
HAR 25, 1986 

N70693 001 
: HAR 25, 1986 

Nl80~ 001 
Nl8024 001 

HAY 27, 1982 

M 

g 

g 

mwmc MP 
BARR LASORATORIES ~ 

D.!2!P 

~ 

HmpAH 

N70270 001 
JUN 29, 1988: HAR 28, 1986 

N7027l 001 
JUN 29, 1988 : HAR 2th 1986 

N70272 001 
JUN 29, 1988: HAR 28, 1986 

g 
g 
g 

HINTHROP-BREON/STERL ~ 
~ 
liH 

NALQNH! HYQROCHLQRJD!; (PAGE 3-151) 

INJECTABLE; INJECTION 
ffAI.OMOHi 

Al? ELKINS-SINWAHROl3INS 0.4MG/Hllla 
SEP 24, 1986 

Al? Q.4HGIMLN 
SEP 24, 1986 

Al? 0. 4HG/MlN 
SEP 24, 1986 

Nl4214 002 
Nl4214 004 
Nl4214 005 

N70298 001 
OCT 22, 1985 

N70299 001 
: OCT 22, 1985 

N70496 001 
: OCT 22, 1985 

NALQNH! H'IQBQCHlQRIQI! CPAGE 3-151> 

INJECTABLE; INJEC ~ON 
HAYMON§ 

!f INTL MEDICATION SYS 014HG/MLN 
SEP 24, 1986 

Al? 9,'ttfi/MLN 
SEP 24, 1986 

Al? HVETH LABSJ'AHHO 9,Q2MG/HLN 
SEP 24, 1986 

A! Q.Q?J1GIMLN 
SEP 24, 1986 

A! ,o, 'ttfi/HLN 
SEP~, 1986 

Al? 0.4HG/MU. 
SEP 24, 1986 

HALWNI tteL 
Al? HINTHROP•BREONISTERL 0,02MG/MLM 

SEP 24, 1986 
Al? ~M§IHL• 

SEP 24, 1986 

Ae 

A! '"' 

N70417 001 
NOV 06, 1985 

N70639 001 
: JAN 17, 1986 

N70188 001 
I OCT 02, 1985 

N70189 001 
: OCT 02, 1985 

N70190 001 
: OCT 02, 1985 

N70191 001 
: OCT 02, 1985 

N7017l 001 
: APR 18, 1986 

N70172 001 
APR 18, 1986 

Nl6636 002 
Nl6636 001 
Nl6636 003 

JUN 14, 1982 

NALQNH! UYQBQCHlQRIDE; PENJAZOCINE HYQBQCHLQRIQE (PAGE 3-151) 

TABLET; ORAL 
TALHIN NX 

lttf.~"flW,~t~,-Jf.J4f.ld.:~. '~Jt( ·~~-'d~tl ,~,~~f ~1~;ii~~ 
liINTHROP-BREON/STERL EQ O. SMG BASE; 

EQ 50MG BASE 

NANl>ROLONE Ql!CANOATE IPAGE 3-151) 

INJECTABLE; INJECTION 
QECA..puRAeOLJN 

AQ ORGANON/AKZONA SOJ1GIMLN 

AQ lOOMG/MLN 

AQ 20Qt:16/HLN 

Nl8733 001 
DEC 16, 1982 

Nl3132 001 
JUN 12, 1986 

Nl3132 002 
JUN 12, 1986 

Nl3132 003 
JUN 12, 1986 
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R>C·DRUG PRODUCT LIST ✓ CUHULATIW SUPPLEtl:NT NUHN:R lit ✓ AW'U - OCT'H 35 

IW@ROtONE BCANOAJJ ( PAGE 3-151 > 

INJECTABLE> INJECTION 
NANNOLOH1 lmu«IAII 

>.AU,_>!!!, CARTER-GLOGAU LADS 
>.AU,_> 

Utl4L N86385 001 
JAN 13, lctM 

N86598 001 
JAN 13, lctM 

N885M 001 
FEB 10, 1986 

N87598 001 
OCT 06, 1983 

N89248 001 
JUN 25, 1986 

N89249 001 
JUN 25, 1986 

N89~50 001 
JUN 25, 1986 

>.AU,_>~ l~OHGIHI, 
>..AWL> 

!!! LEttlOH SOHGIHUI 

!!! SOHGIHI. 

!!! WAD PHARHS SOHGIHUI 

!!! lOOHGIMIJI 

!!! 20Ql:IG/HLIII 

NANDROlQNE PlffiNPRQPI~ tPAGE3-15U 

INJECTABLE; INJECTION 
J:Wffl!OLQHI fflfflfBOpmNAJI 

>..AWL>!!! 
>..AWL> 
>..AWL>!!! 
>..AWL> 

QUAD PHARMS 2~ 

5QHGIHIJI 

N89l97 001 
OCT 01, 1986 

N89298 001 
OCT 01, 1986 

NEOMYCIN SULFAJJ i PQLVH)'><IN I;} SULfAJJ l PASE 3-153) 

SOLUTION; IRRIGATION 
UEOH'tCJH M fOL'l'lfl')CIH I SULfAJA 

!I CARTER-GLOOAU LADS EQ 40MG BASE{ML> 
.tll!>•99Q WIT§{MUI 

HIOSIIIOUH r.;.u, PimWff 
!I BURROUGHS HELLCOHE EQ 40MG SASE{ML; 

zoo.ooo WJT§{ML 

NEOMYCIN SULFATE; TRJAHCINQLQNE ACEIQNIQE t3-l53l 

CREAH; TOPICAL 
H)"fflll!:K a 

N6266't 001 
APR 08, 1986 

N60707 001 

!I SAVAGE LADS✓ALTANA EG 3,SHG SASE/;Gt'H~ N62598 001 
JUL 21, 1986 

H@'l"fCIH SUI.FAU-~LQHI ACJl'OHPI 
!I E FOOGERWALTANA H 3.SHG 8ASEl§t:!;~ N62600 001 

JUL U, 1986 
!I PHARHADERWALTANA E8 3.$ BASE/GM;~ N62595 001 

JUL U, 1986 

NEOMYCIN SULfAJJ i JRIAMCINQLONE ACEJ'ONIQE c 3•113 l 

OINTMENT; TOPICAL 
m:mmc A 

!I SAVAGE LADS✓ALTANA El 3,$ tA§Elil:U~ N62609 001 
HAY 23, 1986 

MOlfflmt ME&Jll•IN'N19JtfOWHI APliJ'OHUI! 
!I E FOUGERWALTANA Eg 3,$ BASE/GM;~ N62608 001 

HAY 23, 1986 
UICtD'CIH IYLfAJll•IN'N19JtfOWHI APJl'OHPI 

!I PHARHADERWALTANA Et 3,$ BASEl§t:!;~ N62607 001 
HAY 23, 1986 

W:FJ!PJPJNE l PAGE 3-ls<+ l 

CAPSULE; ORAL 
tiAli6". 

M HILES PHARHIHILES 1!1P 

M ~ 

M 
6! 

fflOCAMJA 
PFIZER LADS✓PFIZER 

NITROGLYCERIN (PAGE 3-ls<+J 

AEROSOL; ORAL 
NITROLINGUAL 

G POHL-BOSKAHP 

INJECTABLE; INJECTION 
Hf1!0CLY9mtf 

1!!f:S 
~ 

O,'tMG✓SPRA'hl · 

6f? INTL tl:DICATION SYS ~ 

6f? LYPHOHED ~ 

6f? SOLOPAK LABORATORIES~ 

6e ~ 

/~t~'M(t4ft/CPAGE 3-155) 

~~,~iM,,f~~~ttl tiirVit 
,~, ,,~'M,/ 

Nl9478 001 
NOV 27, 1985 

Nl9478 002 
SEP 17, 1986 

Nl8482 001 
Nl8482 002 

JUL 24, 1986 

Nl8705 001 
OCT 31, 1985 

N70026.00l 
SEP 10, 1985 

N70077 001 
DEC 13, 1985 

N70633 001 
JUN 19, 1986 

N70634 001 
JUN 19, 1986 

,~,~~,l1!i'ii/ ,~,~~,i1:~i,~~~ 
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RX MUG NOIUCT LIST I Ct.lU.AT1\II ~LENINT tUIM!lt 14 I AUl'U - OCT'M 36 

>---> NQVLQXACIN (PAGE lM.H) N)'STAp::tu DJAHCINQMH! ACHQNJPI (PM! 3-:Um 

>---> 
>---> 
>..!P,L> 
>---> 

TMI.ET; ORAL 
NOROXIN 

NS&D RES I.MSINERCK 400IGI 

N'QTWN C PAr.E 3-156) 

OINTHENf; TOPICAL 
tD'AM 

AI N1C LABORATORIES 

POHDER; ORAL 
HSI.STAT 

100.000 UNJTS/iHIII 

M LED!RLE UBS/AH CYAN 1QS 

H'ffl'ADH 
M PADDOCK LABORATORIES .lR9?rN 

SUSPENSIOtU ORAL 
H'ffl'An;H 

M NASKA PNARHACAL 

TABLET; ORAL 
H'ffl'A:mt 

M LEtlHON 

M PHARH BASICS 

TABLET; VAGINAL 
H'ffl'ADH 

;100.000 UNJJ'Slt:Wll 

.!iOQ•QQO UNITS 

.!i09•99Q UNIJSIII 

AI SIDMAK LABORATORIES 100,000 UNIJSIII 

NYSTATIN; TRIAMCINQLQN£ ACETQNIQE CPAGE 3-157) 

CREAM; TOPICAL 

Nl93M 002 
OCT 31, 1986 

N6273l 001 
SEP 22, 1986 

N50576 001 
D!C 22, 1983 

N62613 !)01 
NOV 26, 1985 

N62571 001 
OCT 29, 1985 

N62506 001 
JAN 16, 1'81+ 

N62524 001 
NOV 26, 1985 

N62615 001 
OCT 17, 1985 

H"l'CO,,.JmCU R 
!I LEtlHON 100.000 UNIJSIGM;!L.12.{M N619.54 002 

SEP 20, 1985 
ffl"TRIDC IF 

!I SAVAGE LABS/ALTANA 100,000 UNITS{§11>Q...L.J!ls N62597 001 
OCT 08, 1985 

CREAIO TOPICAL 
~'l'IIJ#MHPWNK MJl"OHPI 

AI E FOU&EIWALTANA 100.000 UNITS/GM;~ N62599 001 
OCT 08, 1985 

AI PHARHAD!RHIALTANA 100.000 UNITS{GH;~ N62596 001 
OCT 08, 1985 

H'ffl'An;H MP :tUAtAlPJ.OHIS Ml'l'ONQI 
AI PNARHAFAIR 100.000 UNITS/GM;~ N62657 001 

JUL 30, 1986 

AI 

AI 

OINTHENf; TOPICAL 
tm»-JmCU p 

LEtlHON 100,000 UNITS/GM>~ N62045 002 
HOV 26, 1985 

tflCRLmb'Ri 
ER SQUID AND SONS 100.0QO UNITS/GM;~ N60572 001 

JUN 28, 1985 
trtrJHX f 

AI SAVAGE LABSIALTANA 100.000 UNITS/GM;~ N6260l 001 
OCT 09, 1985 

H'ffl'An;H•IBWIXPiQWHI MJl"OHPIII! 
AI E FOU&ERA/ALTANA 100,000 UNITS/GM;~ N62602 001 

OCT 09, 1985 
AI PNARHADERHIALTANA 100,000 UNITS/GM>~ N62603 001 

OCT 09, 1985 
H'ffl'An;H MP :tUAtAlPJ.OHE Ml'l'ONQI 

AI CLAY-PARK LABS 100,000 UNITS{GH;~ N62280 002 
OCT 10, 1985 

AI PHARHAFAIR 100,000 UNITS{GH>Q...L.J!ls N62656 002 

oXYPHEtllWJ'AZQNE (PAGE 3-159) 

TABLET; OR~~ 
MPHffllWJ'AWHI 

M a BOLAR PHARHACEUTICAL ~ 

PAR§YLJNE HYDROCHLORIDE (PAGE 3-160) 

TABLET; ORAL 
EUTONYL 
a ABBOTT LABORATORIES 50MG 

PENICILLIN G PQTASSIUH !PAGE 3-161) 

POWDER FOR RECONSTITUTION; ORAL 
PE!qCZLLDf C POTAS!IJW 

M a HYLAN PHARMS 200,000 UNITS/5ML 
M a 2so,ooo UNITS/5ML 
M a 400 ,ooo UNITS/SM!. 

JUL 30, 1986 

N88399 001 
SEP 17, 1984 

Nl3"8 004 

N60752 003 
N60752 002 
N60752 001 

- --~-------
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PJHTHRIN C PAGE 3-1" J 

LOTION; TOPICAL 
NIX 

IBURROUGHS NELLCOHE lilM 

PttENJJRHJNE H)'.DRQCHLORIDE I PAGE 3-167) 

CAPSULE; ORAL 

,w'S, 
ffllH'J'mm5 lffl, 

M DURAHED PHARHS 

M 

M 

LEMMON 

/JlilAI 
llmM 

llmM 

Em 

PttJ:NYLBUTAZONE (PAGE 3-168) 

CAPSULE; ORAL 
fflMLWJ'A'l.OHI 

!§ DARR LADORATORIES l2m:!!iN 

TDLET; ORAL 
fflMLWJ'A'l.OHI 

!I BARR LABORATORIES l2m:!!iN 

Nlt43S 001 
HAR 31, UM 

N87126 001 

N88M8 001 
APR 25, 1986 

N87777 001 
NOV Ol» 1985 

N87126 001 

N889M- 001 
DEC 04, 1985 

N88863 001 
DEC 04, 1985 

PHENYLEPHRJNE HYQRQCHLORXPEi PROMEJHAZINE UYPf«&HLQRIQE 
IPAGE 3-168) 

SYRUP; ORAL 
ffiGME'ffiAUHI \fC Pl.AP 

M HR CENCI LABS 5HG/5ML;6,25MG/5M1.118 N88815 001 

PHENYIQIN PJW• EXTENDED CPAGE 3-1691 

CAPSULE; ORAL 

,w 1im1~m,~• 
/it/M(,/ 

IIHQIUEX 
!I BOLAR PHARMACEUTICAL ~ 

NOV 22, 1985 

,~,~~111SUM 
N887ll 001 

DEC 21, 1984 

PJEN)'JOIN PJ\th PftOMP! C PAGE 3-169 J 

CAPSULE; ORAL 
PHENYTOIN SOD:tl.lN 

~I ~-~~,#~i:1~ 
PROHPT PHENYTOIN SODIUM 

DX DANIWRY PHARHACAL lOOMG 
DX Zl!NITH LDORATORIES lOOMG 

PIPERAZINE cmm (PAGE 3-170) 

TDLET; ORAL 
ANTEPAR 
a BURROU6HS HELLCCNE EQ SOOHG BASE 

~~:~ri:1~ 
N80905 001 
N80259 001 

N09102 003 

PQLYETHYLENE GLYCOL Hi9i Pffl:ASSJW CHLORIDE> SQPJW 
HCAlfflOtW'Ei SQPJW CHLORIDE; SQPJW SULFATE CPAGE 3-1701 

SOLUTIOtU ORAL 
OCL 
a ABBOTT LABORATORIES 6GM/lOOML;7.511G/lOOML;l68MG/lOOML; 

l46MG/100ML; 
l,29GM/l00MlJI Nl9284 001 

APR 30, 1986 

PQTASSJW CHLORIDE CPAGE 3-1711 

INJECTABLE; INJECTION 
mtanl\lt Sil.CmH 

A! HAURRY BIOLOGICAL 2HE91Ml,li8 N88286 001 
SEP 05, 1985 

TDLET, CONTROLLED RELEASE; ORAL 
K-DUR 10 

BC KEY PHARMACEUTICALS l0HEQSC NlM-39 002 
JUN 13, 1986 

K-DUR 20 
KEY PHARMACEUTICALS· 2011EQSC NlM-39 001 

JUN 13, 1986 
KALINORM 

Id¢/ /~~-'dt~I lt~~t!':fil ,~~~~1~1Sjl~~ 
BC CIBA/CIBA-GEIGY l0MEQ Nl938l 001 

APR 16, 1986 
KLOR-CON 

BC UPSHER-SHITH LABS 8HEQII Nl9123 001 
APR 17, 1986 

BC l0MEQSC Nl9123 002 
APR 17, 1986 

SLOH-K 
8C CI.BA-GEIGY 8HEQ Nl7476 002 



ltX DRUG PRODUCT UST I C\H.IUTIW SUPPU!NINT NUHHR 14 I A\JG'U - OCT'M H 

POTmil,tl C:tDAD u,ME 3-173, ~ONISQNI C PUE 3•176) 

lJM>f.ttJ. 'dlf.M.I TMU:n ORAL 
TABLET• CONTROLLED F:UEASE; ORAL 

ld'M-~'~/ lls'1MJ,J.J'I.I. 't:J..tf'Atf.l ~i=~ ~~i~~r~~~~ UROCIT-K ~I UNIV TIC HL TII SCI CTR ltlf~ Nl9071 001 ~}I~ /tit~~~~- 'ddj.l. 
AUG 30, UU ~I /t~~,~d~·•~~,z ,._~, /-,V,~~~~: ·~,~/ 

B REID•ROHELL LABS .mi N83009 001 
PMLJOOXJHE Cl;tl,OR:tDE lPME 3-1 M > B a N83009 002 

B 16 N83009 003 
B 1mS N83009 Oort 
B la NU999 001 

Al! Nl8936 001 

~~ ,~/..~tt~/ ~~l APR 26, 1983 ~ll~ri:~~ 1w 'WW~·,~~,11d,~ ,~~!,iij~~ lttl 1i,;v.1 /W,lt/>~t.: ·~~1.I 
B BARR LABORATORIES a N80701 001 
B 16 N86595 001 

,~ ld~,:~u, ~I, N84634 001 
PREQNISOLONE IPAGE 3-lM) ~~,i~-:~~H 

SYRUP; ORAL lttl U~I 1~1.~1.:·~~1.1 
PRELONE B DANll:lURV PHARMACAL a N80356 001 

00 
HURO PHARMACEUTICAL lSHQ/Sttu: N89081 001 B 16 N85162 001 

~ FEB Oft, 1936 

i~~ l~Mtd.'M/.lW/ 1~ 
NU161 001 

~ ~lf~f~~i~ ~ 
0 PB§QNI~H A~U&U i ~EMiETAmDE ~IW iPAGE 3•175 > l~U /W,l,j~: ·~~1.I -0 B OUIW1£D PHARMS a N88394 001 -< 
~ 

SUSPENSION/DROPS, OPHTHALMIC OCT 04, 1983 
IUlltWIQJ B 16 N88395 001 

i AI ALLERGAN PH.ARMS ~-~ Nl2813 002 OCT 04, 1983 
l!!EDIULFQ! II B 1mS N88396 001 

il PHARMAFAIR ~.~ N88837 001 OCT 04, 1983 
~ DEC 24, 1985 B MUTUAL PH.ARM IP N89245 001 

DEC Oft, 1985 
B lStt:P N89246 001 

PREQNI~!.!:H ~l!Jl:'I PHOSPHATE C PAGE 3-176) DEC 04, 1985 
B lltP N89247 001 

SOLUTION; ORAL DEC 04, 1985 
PEDIAPRED ~,~ /MfJAtf.. 'f~f.Att~~,f 1', ~l~ir::i~ FISONS EQ 5MG BASE/SHU. Nl9157 001 

MAY 28, 1986 B PRIVATE FORMULATIONS itS N80209 001 

> .Jll.I_> '# l~t.'~/..t61f.tt~llfll 
N85151 001 

,~,r;~l~;,!i~~ PREDNISQNE lPAGE 3-176) >.Jll.I_> 
> .Jll.I_> IW 11..:t>~/ ,~,~~/~~~~~ TABLET; ORAL >.Jll.I_> 

HI.TAPE ~~~~ ~~'~'- Hj!dj~~ '~dtl. 
B UP.JOHN ~ N09936 002 ltfMt#'d,tl. 
Ai .l!!!? N09986 006 >.Jll.I_> 1~;;.1 lif>it/JI ,~r1~1~x~~~~ Ai 1mS N09986 007 

> .Jll.I_> ld'J.I lf>/J~I l~~~'l '~d1.I 



RX DRUG PRODUCT UST I CUNULATlVI! SUPPLEMENT NUMBER 14 I AUG'85 • OCT'86 39 

PB£DNI§ONE CPASE 3-176) ~INAMJDE ID'.PRPCHLQRIDE CPAGE 3•178l 

TABLET; ORAL TABLET, CONTROLLED RELEASE; ORAL 
~ ~H!:mL 

>..AmL> M ROXANE LABORATORIES It§ N87800 001 M DANBURY PHARMACAL ll9l9I N89026 001 
>..Alm..> APR 22, 1982 OCT 22, 1985 
>..AruL> M .t:..2.t§ N8780l 001 M ~ N89027 001 

fa >,..!!m,_> APR 22, 1982 OCT 22, 1985 
M it!§ N80352 001 M Zi!W§H N89042 001 
M llm ~122 001 OCT 22, 1985 n >..Alm..> M lit§ N87833 001 M INVAHED ~ N89284 001 = "'t, >..Alm..> MAY 04, 1982 JUN 23, 1986 -< M ~ ~283 001 Rl:ft"l'ttqN > M TOHNE PAULSEN lit§ll N89028 001 M SIDMAK LA80RATORIES 1~ N88958 001 ;.; JUL 24, 19-36 DEC 02, 1985 

i= ~~ /N$f~I ~,,~, ~l~f~i}~ M ~ N88959 001 ~ 

~ DEC 02, 1985 
M HEST-NARD mi N80292 COl 
M lit§ll N88832 001 

DEC 04, 1985 PROMED!!iJt:m H!DROCHLQBIDE CPAGE 3-18ll 
~ ~ N88465 OG~ 

JUN 01, 1984 SYRUP; ORAL 

> .Jl!.!..> ,~~ St:~1..~tt$I #fJ~/ 
!~E'l'HA'ZEHI 

!t¥'J'J,f4.. 'fJfJJ! AA LIFE LABORATORIES i•2itml21!.al N89013 001 
>..!fill_> M ROXANE LABORATORIES li!::1§ N87342 001 SEP 20, 1985 

TABLET; ORAL 
PROC!INAMlj2E HYDROCHLQBIDE CPASE 3-178) PROHETHAZINE HCL 

BP LEMMON 25MGN N89109 001 
CAPSULE; ORAL SEP 10, 1985 
~I !:mL 

M CORD LABORATORIES ll9l9I N89219 001 
JUL 01, 1986 PROPBANQLQL ID'.QRPCHLQBIQE IPAGE 3-183l 

~ lli.lP N89220 001 
JUL 01, 1986 INJECTABLE; INJECTION 

!f! ~ N89221 001 jptl)fflAL 
JUL 01, 198& !!? AYERST LABSIAMHO lmLt!l. Nl6419 001 

~PRANOLQL !ml. 
INJECTABLE; INJECTION !!? SOLOPAK LABORATORIES~ N70135 001 
~11:ml. APR 15, 1986 

!!? ABBOTT LABORATORIES ~• N89069 001 !!? ~ N70136 001 
FEB 12, 1986 APR 15, 1986 

!!? SOQMGIMLM N89070 001 !!? ~ N70137 001 
FEB 12, 1986 APR 15, 1986 

!!? ELKINS-Slm/AHROBlNS lOOMG/MUII N89029 001 
APR 17, 1986 TABLET; ORAL 

!!? ~~- N89030 001 ~ 
APR 17, 1986 Al AYERST LABSIAMHO !2m Nl6418 009 

!! PHARMAFAlR lOQMGIMIJI N88824 001 OCT 18, 1982 
NOV 20, 1985 M .!!l!:1§ Nl6418 010 

!! SOOMGIMLIII N88830 001 OCT 18, 1982 
NOV 20, 1985 

!! QUAD PH.ARMS lOOMG/MUI N89256 001 
HAY 30, 1986 

!! SOQ!SIHUI N89257 001 
HAY 30, 1986 
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PBQPRANOLOL HVQROCHLORIQE C PAGE 3-183 > eftOPBANQLQL HVDRQCHLQBIQE tPAGE 3•183> 

TAaLEn ORAL TA8LEn ORAL 
mfflAHOLOL !lml!l!Al:!QLOb mlL 

M MYLAN PHARHS lm:l!iN N70Ul 001 M LEMMON ~ N70233 001 
NOV 19, 1985 JUN 23, 1986 

M ~ N70212 001 M ~ N70234 001 
NOV 19, 1985 JUN 23, 1986 

M ~ N702l3 001 M HARTEC PHARHS lm:l!iN N70120 001 
NOV 19, 1985 AUG 06, 1985 

M §.m:P N70U4 001 M ~ N70121 001 
NOV 19, 1985 AUG 06, 1985 

mPRANOLOJ. mlb M ~ N70122 001 
M SARR LABORATORIES lQ!P N703l9 001 AUG 06, 1985 

OCT 22, 1985 >..!QD..> M im!iN N70123 001 
M ~ N70320 001 >..!QD..> OCT 29, 1986 

OCT 22, 1985 Al Ut!§N N70124 001 
M ~ N70103 001 AUG 06, 1985 

OCT 22, 1985 M PAR PHARMACEUTICAL lQ!P N702l7 001 
M imP N703U 001 AUG 01, 1986 

SEP 24, 1986: SEP 15, 1986 M ~ N70218 001 
~ §.m:P N70322 001 AUG 01, 1986 

AUG 04, 1986 M ~ N70219 001 
M CORD LAaORATORIES lQ!P N70663 001 AUG 01, 1986 

JUN13, 1986 M ~ N70220 001 
M 1!)9 N70664 001 SEP 24, 1986: JUN OS, 1986 

JUN 13, 1986 M §.m:P N70221 001 
M ~ N7066S 001 APR 14, 1986 

JUN 13, 1986 >..!QD..> M ~ N71288 001 
>..!QD..> M imP N7~666 001 >..!QD..> OCT 22, 1986 

~ 
>..!QD..> OCT 10, 1986 M PARKE-DAVIS/H-L lQ!P N70438 001 

~ M §.m:P N70667 001 SEP 15, 1986 
....& JUN 13, 1986 M ll!P N70439 001 

s a DANBURY PHARHACAL lQ!P N70l7S 001 SEP 15, 1986 
MAY 13, 1986 a ~ N70440 001 

~ M 1!)9 N70l76 001. SEP 15, 1986 

~ 
MAY 13, 1986 a imP N70441 001 

a ~ N70177 001 SEF• 24, 1986 : SEP 15, 1986 
2: MAY 13, 1986 a §.m:P i'!70442 001 i >..!QD..> a imP N71098 001 SEP 15, 1986 
t' > ADD > OCT 06, 1986 a ROXANE LABORATORIES lQ!P N70516 001 

a §.m:P N70178 001 JUL 07, 1986 
HAY 13, 1986 a 1!)9 N70Sl7 001 

>ADO> Al ~ N71183 001 JUL 07, 1986 
>ADD> OCT 06, 1966 a 40HG81 N70518 001 

a OORAMED PHARHS lQ!P N70306 001 JUL 07, 1986 
SEP 09, 1985 a 60MG81 N70519 001 

a 1!)9 N70307 001 SEP 24, 1986: SEP 11, 1986 
SEP 09, 1985 a 80MG81 N70520 001 

a ~ N70308 001 JUL Ci7, 1986 
SEP 09, 1985 a 90MG81 N7052l 001 

>..!QD..> M imP N70309 001 SEP 24, 1986: SEP 11, 1986 
>..!QD..> OCT Ol, 1986 

a §.m:P N703l0 001 
SEP 09, 1985 

>..!QD..>M ~ N71327 001 
>ADO> OCT 01, 1986 



0::1 rwi 
(,") 
~"l 
e:> 
c:::::, 
""Cl 
--< 
~ 

;;; 
i= 
l; 
t" 

RX DRUG PROOUCT LIST/ CutM.ATIVE SUPPLEMENT NUH8ER 14 / AUG'85 - OCT 186 

PRQPBANOlQl H)'QRQCHLORIQE C PAGE 3-183 > 

TABLET', OltAL 
IPROMA!:i!H.91, !SL 

Al HATSON LABS lmP 

Al 1mP 

Al !!m§ll 

Al mlf:P 

PRQTAHINE SULFATE CPAGE 3-184> 

INJECTABLE; INJECTION 
PROTAMIHI ME&II 

AP ELI LILLY ~ 
AP QUAD PHARHS lOMGIHt.N 

AP fiOHGIVJAI.N 

AP UPJOHN ,iOHGIVIAb 

PROTEIN HVDRQI.VSAJE CPAGE 3-184) 

INJECTABLE; INJECTION 
HYPROTIGEN SY. 

KENDALL HCGAH LABS SY. 

WAZEPAM (PAGE 3-181>) 

TABLET; ORAL 
DORMAUN 

SC:HERING l5t1GN 

§UINJl)INE §1.UCONATE CPAGE 3-186) 

TABLET, CONTROLLED RELEASE; ORAL 
QUINALAN 

SC LANNETT 32410l 

~ iWOOttAII 
Al SUPERPHARH ~ 

N70548 001 
JUL 10, 1986 

N70549 001 
APR 11, 1986 

N70550 001 
APR 11, 1986 

N7055l 001 
JUL 10, 1986 

ND6460 002 
N89306 001 

HAY 30, 1986 
N89307 001 

HAY 30, 1986 
NO?'tl3 001 

N06170 003 
JAN 10, 1984 

Nl8708 001 
DEC 27, 1985 

N8808l 001 
FEB 10, 1986 

N89164 001 
NOV 21, 1985 

BWIIQINE HVQRQCHLORIDE IPAGE 3-187> 

TABU:T; ORAL /~~, 
ZANTAC 150 

GLAXO 

ZANTAC 300 
GLAXO 

It~ •t-.~-'d~tl 

EQ 150HG BASE 

EQ 300HG BASEN 

BJUYJRIN I PAGE 3•189 > 

POHOER FOR RECONSTITUTION; INHALATION 
VIRAZOLE 

VIRATEK 6GM/\IIAI.N 

Rlil>QRINE HVDRQCHLORIQE IPAGE 3-189> 

INJECTABLE; INJECTION 
>.,.A!&.> 
>...Al&.> AP 
>.,.A!&.> 
>...Al&.> AP 
>.,.A!&.> 

>..!ml..> AP 
>...Al&.> AP 

B1]'91)R!HI HCL 
QUAD PHARHS 

w:mm 
ASTRA PHARH PRODS 

SECRETIN CPAGE 3-190> 

INJECTABLE; INJECTION 
SECRETIN·KABI 

lOMG/H,I.N 

lSMG/HLN 

~ 
lSMGlW. 

/f{/..JStlt'Jl$.~I /j~~~lltl.t.l 
PHARMACIA/PHARMACIA 75CU/VIAL 

SJbYH SULFADIAZINE IPAGE 3-191> 

CREAM; TOPICAL 

/lit/ ~i~~Ud~~~tt~/liil 
Al MARION LABORATORIES ll 

/lit/ ~~:lti\jt.,'t.WI Iii/ 
&7: TRAVENOL LABS ll 

ULTRA PPM 
Al CHESEBROUGH-PONDS l2:>I 

41 

of,~1~i~ll~ 
Nl8703 001 

JUN 09, 1983 

Nl8703 002 
DEC 09, 1985 

Nl8859 001 
DEC 31, 1985 

N70700 001 
OCT 06, 1986 

N70701 001 
OCT 06, 1986 

Nl8580 001 
Nl8580 002 

/~t6i~, .. ,,u 
Nl8290 001 

l~t'JUt .. ,,u 
Nl73el 001 

,,,~~1,:~~;,~1~ 
Nl8578 001 

FEB 25, 1982 

Nl8810 001 
DEC 23, 1985 
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SQDil,tl QICAROONAJE t PAGE 3-191 > 

INJECTABLE; INJECTictl 
SOOIUH BICARSONATI: IN PLASTIC CONTAINER 

A880TT LABORATORIES O,fflEQIMUI 

lHEQIMLN 

SQDJW BJCABIQNAIEi TARTARIC ACID (PAGE 3-191) 

GRANULE, EFFERVESCENT; ORAL 
BAROS 

MALLINCKRODT 460HGIGH;420MG/Gm 

SQDil,tl CHLORIDE (PAGE 3-191) 

INJECTABLE; INJECTION 

!e 
!90l>M CHLORIDE o.,x P 11!1.Affl'D COHIMNQ 

A880TT LABORATORIES 900MS/lOOMLN 

!e TRAYENOL LABS .2.t!§d!l.• 

SQDil,tl IQOJU• I-123 IPAGE 3-193> 

CAPSULE; ORAL 
FPMUPJHl·HI 
a BENEDICT NUCLR PHARH 400 UCI 

SQDil,tl NITRQPRU§SIQE ( PAGE 3-194) 

INJECTABLE; INJECTION 
Kl:'fl!OPRED 

!f A880TT LABORATORIES 59ISIYIAL11& 

SQMATRE11 IPAGE 3-195) 

INJECTABLE; INJECTION 
PROTROPIN 

GENENTECH SMGIVIALII& 

Nl9443 001 
,IUN 03 • 1986 

Nl9443 002 
.IUN 03, 1986 

Nl8509 001 
AUG 07, 1985 

Nl9480 001 
SEP 17, 1985 

Nl6677 004 
OCT 30, 1985 

Nl867l 003 
HAY 27, 1982 

N70S66 001 
.IUN 09, 1986 

Nl9107 001 
OCT 17, 1985 

SQMUBQPIN (PAGE 3-195) 

INJECTAB:.E; INJECTION 
ASELLACRIN 10 
a SERONO LABS 
ASELLACRIN 2 
a SERONO LABS 

CRESCORMON 
a KABIVITRUH 

§PIRONQLAC]'ONE CPAGE 3-196) 

TABLET; ORAL 
IPDQN91.ACJ'9HIE 

10 IU/VIAL 

2 IU/VIAL 

4 IU/VIAL 

Al} MUTUAL PHARMACAL ~ 

STANQZOLOL CPAGE 3-196) 

TABLET; ORAL 
HINSTROL 

HINTHROP-BREONISTERL 2MGaa 

SUt.CQNAZOLE NJIBATI! IPAGE 3-197> 

SOLUTION; TOPICAL 
SULCOSYN 

SVNTEX LABSISVNTEX l~ 

Nl7726 001 

Nl7726 002 
JUL 21, 1983 

Nl7992 001 

N89424 001 
JUL 23, 1986 

Nl2885 001 
HAY 14, 1984 

Nl8738 001 
AUG 30, 1985 

SUt.FAB§NZAMIQEi SULFACETAHJQEi SULFATHIAZQLEi UREA CPAGE 3-197> 

CREAM; VAGINAL 
UHJ-!IIULf 

!I G AND H LABORATORIES~;~;~;~ N88607 001 
.IUN 09, 1986 

SULFAHETHQXAZOLE; [Ril1ETHQPRIH CPAGE 3-198> 

SUSPENSION; ORAL 
n,J'RA GRAPE 

Al} BURROUGHS HELLCOME 200MG/SML;40MS/5Mla 

!IIULFAHfflfOXAZOLIE AND TRlHEfflOPRDt 

N17S98 002 
FEB 12, 1986 

All PLANTEX/IKAPHARM 200MG/5ML;40MG/5Mla N70028 001 

!IIULMEIPRJM 
!J! MY-K LABS 

JUN ll2, 1987: OCT 29, 1985 

200MG/5HL;40MG/5MLa N70063 001 
AUG 01, 1986 
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>ADD> 

SW,FAME]JIO)<AZOl,Ei TRIMl;TtlQPRI11 CPAGE 3-198> 

SUSPENSION; ORAL 

M 

M 

M 

~ 

~ 

~ 

~ 

~ 

~ 

IYLMIPM:M PEQJAWC 
MY-K LABS 200MGlffll,;~~~ N70064 001 

AUG 01, 1986 

TABLET; ORAL 
IYLFAMJD:IO)CAZOLIE AHP DlMffl!O!RRI 

MUTUAL PHARM ~•~ N71016 001 
AUG 25, 1986 

N710l7 001 
AUG 2!h 1986 

§lll!.1§,li!!l§n 

PHARM BASICS ~;8~ N70203 001 ·,t.:. ·i,,.1. 'l. 'NOV 08, 1985 §l!!W§;w N70204 001 
:,i.::J,f,'J.'.('NOV 08, l 985 

SIDMAK LABORATORIES ~;8/.mtl N702l5 001 
:,f::J,f,j.'.{/SEP 10, l 985 

§lll!.1§,li!W§ N70216 001 
/J')tl.'.di.::t~"J.'l/SEP 10, 1985 

SULFAMmtO><A?OU: AHO ]Jmfm;te)PRJM QCIJ8LIE ffllH§ffl 
PLANTEX/IKAPHARM §lll!.1§,~ N70037 001 

JUN 02, 1987: SEP 19, 1985 
SULFAMmtOl<A'ZOLE AHO TMMETHOPRJM S'.tHGLJ ffllH§ffl 

PLANTEX/IKAPHARM ~;SOttGM N70030 001 
JUN 02, 1987: SEP 19, 1985 

SULFANILAMIDE IPAGE 3-199) 

CREAM; VAGINAL 
~ 

> ADD > !I 
>...!filL> 

MERRELL DOH/DOH CHEM~ N06530 001 
SEP 04, 1986 

VAGrmOL 
> ADD > !I LEttlON ll...%'11 

>ADD> SUPPOSITORY; VAGINAL 
>ADD> AVC 
>ADD> MERRELL DOH/DOH CHEM l.05GMSI 
>...!filL> 

~ULFINPYRAZONE IPAGE 3-200) 

CAPSULE; ORAL 
SULF:ttlPYRA'ZOHII!!! 

AB P~R PHARMACEUTICAL ~ 

TABLET; ORAL 
SULF:DIPYRAZOHE 

~ PAR PHARMACEUTICAL 1001-tGM 

N88718 001 
SEP 19, 1985 

N06530 004 
SEP 04, 1986 

N88934 001 
SEP 06, 1985 

N88933 001 
SEP 06, 1985 

SULFISOXAZQLE PJQLAHINE 1PAGE 3-2001 

OPhTHALMIC; SOLUTION 
IYLfUOWoLI UoWWII 

AI ~ BARNES-HIND PHARMS EQ !tX BASE 
AAm:RJRN 

AI HOFFMAN-LAROCHE EG 4~ BASE 

SUPRQFEN IPAGE 3•2011 

CAPSULE; ORAL 
SUPROL 

ORTHO PHARMACEUTICAL 200MGII 

TECHNETIUM, TC-9911, SULFUR COLLOID IPAGE 3-2031 

INJECTABLE; INJECTION 

,,,~~~lJ'l~ri:~~;~~,,~~~~~~~j~' 
SOLUTION; INJECTION, ORAL 

TECHNETIUM TC 99M SULFUR COLLOID 
GAMMA DIAG LABS 3MCI/ML 

>..!!l!L> TECHNETIUM, TC-!ffl• LJDQFENIN KIT IPAGE 3-2021 

>ADD> 
>ADD> 
>...!filL> 
>..!!l!L> 

INJECTABLE; INJECTION 
TECHNESCAN HIDA KIT 

MS&D RES LABS/MERCK NIAN 

N84148 001 

N07757 002 

Nl8217 001 
DEC 24, 1985 

/~j}#(t .• ,_dJ/ 

Nl7724 001 

Nl8489 001 
OCT 31, 1986 

TECHNETIUM, T~-99M, SULFUR COLLOID KIT IPAGE 3-2031 

~ 

INJECTABLE; INJECTION 

/~~/ li1j}~,~j~ff1-1ttl ldt,t 
AH-SULFUR COLLm:D 

AP CIS-US ~ 
- /ttdmftdd~~/ 

/~ii lt,~~~~~~R~~fl ldt,1 
/~ii ll~~~~tdd.'JtliS.'~i'~# ldMI 

SOLUTION; INJECTION, ORAL 
TECHHECOLL 

!f MALLINCKRODT ~ 
TESULOJ:D 

!f ER SQUIBB AND SONS ~ 

/~J-J~~f,. '.d.dJ/ 
Nl7858 001 

/~J"J.d~!l/ ,,Jt 
/~-J.,~tJ. '.d,-J./ 

Nl7059 001 

Nl6923 001 
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JJHAZEPAH t PAGE 3-203 l TIIEopHVLLJN§ CPAGE 3-206) 

CAPSULE; ORAL CAPSULE, CONTROLLED RELEASE; ORAL 
HSTOBIL THEO-DUR SPRINKLE 

s SANDOZ PHARl1SISANDOZ li!S Nl8163 001 8C KEV PHARHACEUTICALS SOMGN N88022 001 

s ,~-u Em Nl8163 002 SEP 10, 1985 
BC l25MGal N88016 001 

:ut1ai SEP 10, 1985 
s QUAN1\IH PHARMICS lltP N7056'1t 001 BC 200MGN N87995 001 

OCT 15, 1985 SEP 10, 1985 
s .l!H:P N705"7 001 75MGal N88015 001 

OCT l!:h 1985 SEP 10, 1985 
IRN!EIW:I THEOPHYLLINE•SR 

s BARR LABORATORIES lltP N7117" 001 8C RP SCHERER 300MGN N882!i.n 001 
JUL 10, 1986 JUN 12, 1986 

s .l!H:P N7117S 001 
JUL 10, 1986 CAPSULE; ORAL 

s COLMED LABORATORIES lltP N70489 001 1
~~t~t~I JUL 07, 1986 >.JU.L>/W IU.~~I /)~~~1~1~~~:{~ s .l!H:P N70490 001 >.Jll.L> 

JUL 07, 1986 >.JU.L>/W It~/ l~~;44~~ '~d~l 
s HYLAN PHARMS lltP N70919 001 >.Jll.L> ')jJ ' ·~~ ' ·~"4~41 / J:. .,. • . 

co JUL 07, 1986 SOHOPHYLLIN-T 
l"M s .l!H:P N70920 001 >.JU.L> /di/ /ft~~/ ltddr4fil ,,,~~i~1~~u~~ ~ JUL 07, 1986 >.Jll.L> 
C") >.JU.L> /di/ liddr4fil ,,,~~1~1~~~:M C >.JUJ:..> 
"'0 
-< TESTOSTERONE ENANTHATE IPAGE 3-204> ELIXOPHVLIN 

~ 
>...!Im...> BX BERLEX/SCHERING l00MG N85545 001 

INJECTABLE; INJECTION >...!Im...> JUL 31, 1981\ ; TDfflffnotll IEHANTHAII >...!Im...> BX 200MG N8392l 001 
ag QUAD PHARMS lQQl':!M:U N8932" 001 >...!Im...> JUL 31, 1984 

SEP 16, 1986 SOHOPHYLLIN-T 
ag 200MG/MtM N89325 001 >...!Im...> BX FISONS l00MG N87l55 001 

SEP 16, 1986 >...!Im...> FEB 25, 1985 
>...!Im...> BX 200MG N87l55 002 .. 
>...!Im...> FEB 25, 1985 

JJIBa~LIN§ l!Y~~HLQBll!E CPAGE 3-205) 
ELIXIR; ORAL 

CAPSULE; ORAL THEOPHVL 225 
I~Ll!!I ~L l~~t.f.. ''fi'rt/it1.IVl.t~1J~IJ.Uti.:~r',f;/jj~~I lt11-~~~.'ddU 

s PRIVATE FORMULATIONS ~ N62686 001 MCNEIL PHARH 112.SMG/lSHL N86485 001 
JUL 24, 1986 

s fill!ltP N62686 002 SYRUP; ORAL 
JUL 24, 1986 ACCUR8R9H 

M MERRELL DOH/DOH CHEM 150MG/1SMIJI N88746 001 
NOV. 22, 1985 

1!!191!.D'.LLl!!I 
M NATL PHARH MFG/BARRE 150MG/1SML N865"S 001 
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THEQPHYLLINE lPAGE 3-206) TOLAZAMIQE lPAGE 3-212> 

TABLET; ORAL TABLET; ORAL 

5 QUIBRON•T EI.AJMRI 
HEAD JOHNSOWB-H 300HGN N88656 001 B BARR LABORATORIES 1.Qfil1§n N70162 001 

AUG 22, 1985 JAN 14, 1986 C':ll SLO-PHVLLIN B ll.29 N70163 001 = "'I\:! ~I~ l~tt.f:J.M 'ti. ·~tt1.I ~~::~~ ~1,:r::1~ JAN 14, 1986 -< B ~ N70164 001 
==-- B HILLIAN H RORER l!!Q.t!!i N85202 001 JAN 14, 1986 
~ B ~ N85204 001 B BOLAR PHARMACEUTICAL 1.Qfil1§n N70242 001 

ii THEOPHVL-225 AUG 01, 1986 
l~tf.. 'A11.t1.N.f.tJJ1t~U/#f.~I /tlf,{t'#,. •,.dt/ B ll.!!tP N70243 001 

t" HCNEIL PHARM 225HG N84726 001 AUG 01, 1986 
B ~ N70244 001 

TABLET, CHEHABLE; ORAL AUG 01, 1986 
THEOPHVL B CHELSEA LABORATORIES 1.Qfil1§n N70285 001 

HCNEIL PHARH lOOHGN N86506 001 JAN 09, 1986 
SEP 12, 1985 B ll.29 N70286 001 

JAN 09, 1986 
TABLET, CONTROLLED RELEASE; ORAL B ~ N70287 001 

'fflEO-DUR JAN 09, 1986 
KEV PHARMACEUTICALS 4SOHGN N8913l 001 B COLHED LABORATORIES ll,29 N70168 001 

JUN 25, 1986 APR 02, 1986 
B ~ N70169 001 

APR 02, 1986 
D!IQBIRgJNE l!Y!;l!QS;l:!!.QBIRE I PAGE 3-209 > B CORD LABORATORIES ll.29 N70289 001 

MAR 13, 1986 
CONCENTRATE; ORAL B ~ N70290 001 

Tta:ORJ:Mmfl !mb l!![IH!IIOI, HAR 13, 1986 
AA ROXANE LABORATORIES 3QMG/11UI N88941 001 B 'DANBURY PHARMACAL l!l.m:!!iN N70513 001 

DEC 16, 1985 JAN 09, 1986 
AA lQQHG/J:!UI N88942 001 B ll.29 N70514 001 

DEC 16, 1985 JAN 09, 1986 
B SOOMGn N70515 001 

f 
JAN 09, 1986 

B DURAHED PHARHS 1.Qfil1§n N70165 001 
B CORD LABORATORIES lSQP N88136 001 JAN 10, 1986 

SEP 17, 1986 B ll.29 N70166 001 
B ll!2!P N88137 001 JAN 10, 1986 

SEP 17, 1986 B ~ N70167 001 
B MUTUAL PHARH 1mP N8943l 001 JAN 10, 1986 

AUG 01, 1986 B INTERPHARH ll.29 N71270 001 
B llt:P N89432 001 SEP 23, 1986 

AUG 01, 1986 B ~ N7127l 001 
B !i.!!P N89433 001 SEP 23, 1986 

AUG 01, 1986 B HYLAN PHARHS ll.29 N70259 001 
JAN 02, 1986 

B ~ N70913 001 
HAR 17, 1986 

B PAR PHARMACEUTICAL lOOMGn N70159 001 
JAN 06, 1986 

B 250MGn N70160 001 
JAN 06, 1986 

B SOOMGn N7016l 001 
JAN 06, 1986 
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TQLAZAHIQE CPAGE 3•212) 

TABLET; ORAL 
il SUPERPHARH llQMGat 

M filU!tP 

TRAZQQONI; H)'QROCHLQBIQE IPAGE 3·212) 

>..!Q!L> M 
>..!Q!L> M 
>ADO> 
>..!Q!L> M 
>..!Q!L> 
>..!Q!L> M 
>..!Q!L> 
>ADO> M 
>ADD> 
>ADO> M 
>..!Q!L> 
>..!Q!L> A§ 
>..!Q!L> 
>ADD> M 
>..!Q!L> 

TABLET; ORA!. 
HfflEL 

HEAD JOHNSDNl1M1 

TRAZODOHE HCL 
AH THERAPEUTICS 

iQMG 
19.QMG 

~ 

ll..ot!!il& 

CHELSEA LABDRATI>1UES ~ 

lOOf-P 
DANBURY PHARHACAL ~ 

J.0.!2!P 

TRIAHCINQlONE ,ACETIINIDE tPAGE 3·213) 

LOTION; TOPICAL 
~LONE ACm'>lfflUi 

!I THAMES PHARHACAL ~ 

> ADO > !I 
>..!Q!L> 
>..!Q!L> !I 
>..!Q!L> 

PASTE; DENTAL 
l<EHALOG %ff ORAMSiJi 

ER SQUIBB ANO SONS 
ORACORT 

TARD PHARHS 

~ 

JL.L.~ 

TRIENTJNE H)'DROCHLQRIDE IPAGE 3-216) 

c.,i>SULE; ORAL 
CUPRID 

HS&O RES LABS✓t!ERCIC. 25019 

N7C763 001 
JUN 16, 1986 

N7076't 001 
JUN 16, 1986 

Nl8207 001 
Nl8207 002 

N71139 001 
OCT 29, 1986 

N71140 001 
OCT 29, 1986 

N70568 001 
OCT 10, 1986 

N70569 001 
OCT 10, 1986 

N70857 001 
OCT 10, 1986 

N70858 001 
OCT 1(1, 1986 

N89129 001 
AUG 14, 1986 

Nl2097 001 

N70730 001 
OCT 01, 1986 

Nl9194 001 
NOV 08, 1985 

TRIMETltQIENZAMIDE HYPBQCHLQRIQE CPAGE 3•217> 

lNJECTABLE; INJECTION 
l'BR1fflt91MMJH HCt. 

Af SOLOPAK LABORAlORI~S lOOHG/Mlat 

Af lQQMGIMLII 

Af 100MG1Mt,at 

TRIHETIIQPRJH t PAGE 3•218 > 

TABLET; ORAL 
l'BR1ffl90PNM 

al BARR LABOllATORIES J.0.!2!P 

Ai ~ SEP 24, 1986 

TRQPICA11JDE tPAGE 3-~l~l 

SOLUTION/DROPS; OPHTHALMIC 
fflncAM.tQ!i 

!I MAURRY BIOLOGICAL llM 

URQFQLLITRQPIN lPAGE 3-220) 

INJECTABLE; INJECTION 
tlETRODIN 

SERONO LABS 75IU/AMPN 

\IALPRQATE SODIUM lPAGE 3-220> 

SYRUP; ORAL 
lll!PAKEHI 

AA ABBOTT LABORATORIES EQ 25QMG BASE/SML 
MYPROJC Ac:rp 

AA MY-K LABS EQ 25QMG BASE/SMLII 

VALPROIC ,ACID tPAGE 3-2201 

CAPSULE; ORAL 
DEPAKEHE 

M ABBOTT LABORATORIES ml:§ 
VALPRO!C Ac:l:D 

M PAR PHARMACEUTICAL ~ 

4«, 

N88960 001 
APR 04, 1986 

N89043 001 
APR 04, 1986 

N89094 001 
APR 04, 1986 

N70494 001 
JAN 22, 1986 

N70495 001 
MAR 14, 1986 

N88447 001 
AUG 28, 1985 

Nl9415 001 
SEP 18, 1986 

Nl8082 001 

N70868 001 
JUL 01, 1986 

Nl808l 001 

N7043l 001 
FEB 28, 1986 
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VANCOH)'CIN HVDROCHLQRIQE CPAGE 3-220) 

CAPSULE; ORAL 
VANCOCIN HCL 

ELI LILLY EQ 12511G BASER NS0606 001 
APR 15, 1986 

EQ 250NG BASER NS0606 002 
APR 15, 1986 

INJECTABLE; INJECTION 
VAHCOCIN H;L 

!f ELI LILLY Eg 501!§ ~ASE/VIAL N60180 001 
!f Eg 5201:§ ~ASE/VIALN N62476 001 

MAR 15, 1986 
EQ 1611 BASE/VIALN N62476 002 

MAR 21, 1986 
EQ 1611 BASEIVIALR N60180 002 

MAR 21, 1986 
VANCOLU 

!f LEDERLE PARENTERAL$ Eg ~gm§ ~A§E~ALN N62682 001 
JUL 22, 1986 

VERAPAMIL HYDROCHl,QRJl:!E I PAGE 3-220 > 

INJECTABLE; INJECTION 
vmAP~!,, HCL 

!f INTL MEDICATION SYS 2.5MGIMLR N70451 001 
DEC 16, 1985 

!f LUITPOLD PHARMS 2.511G/Muc N7022S 001 
NOV 12, 1985 

Ae ~3/MLM N70617 001 
NOV 12, 198S 

!f LYPHOMED 2.SMG/MLM N70348 001 
MAY 01, 1986 

!f QUAD PHARMS 2.SMG/MUI N70672 001 
MAR 07, 1986 

TABLET; ORAL 
VmAPAMJ:l HCL 

Al BARR LABORATORIES §.1!9 N70482 001 
SEP 24, 1986: SEP 23, 1986 

Al 120MGN N70483 001 
SEP 24, 1986: SEP 23, 1986 

Al CHELSEA LABORATORIES §.1!9 N7042l 001 
SEP 24, 1986: SEP 17, 1986 

Al J.?OMGN N70422 001 
SEP 24, 1986: SEP 17, 1986 

Al DANBURY PHARMACAL ~ N708S5 001 
SEP 24, 1986: SEP 23, 1986 

Al mm- N70856 001 
SEP 24, 1986: SEP 23, 1986 

YEBAPAMJL HVQROCHLORIQE CPAGE 3•220) 

TABLEn ORAL 
!£BPAMIL !mla 

Al PARKE•DAVISIN-L §.1!9 N70340 001 
SEP 24, 1986: AUG 20, 1986 

Al mm- N70341 001 
SEP 24, 1986: AUG 20, 1986 

Al PURE PAC/KALI PHARMA §.1!9 N71019 001 
SEP 24, 1986: SEP 23, 1986 

Al mm- N70468 001 
SEP 24, 1986: SEP 23, 1986 

>..Amt.> Al MATSON LABS §.1!9 N70995 001 
>JlQ...> OCT 01, 1986 
>..A.ll!L> Al §.1!9 N71366 001 
>-Y.L> OCT 01, 1986 
>..A.ll!L> Al mm- N70994 001 
>..A.mL> OCT 01, 1986 
>..A.ll!L> Al mm- N71367 001 
>..A.ll!L> OCT 01, 1986 

VINBLA§TINE SULFATE IPAGE 3-221) 

INJECTABLE; INJECTION 

~ ttf.t:JI n,~11.1~N 
Ae ELI LILLY J.0MGIVIAI, 

v:xtmLAST.ENI Z!l.f&II 
Ae LYPHOMED J,OMG/VIAl,R 

Ae QUAD PHARMS lf.!MG/VIALlll 

VINCRISTINE SULFATE IPAGE 3-221) 

INJECTABLE; INJECTION 
OHOCOVJH 

!f ELI LILLY ~ 

VXHCRJ:STXHE l!,.!Lf&I!I 
Ae LYPHOMED al!:~ 

Ae QUAD PHARMS 1t!lU!!,Llll 

Ae 1t!lU!!,Llll 

l~#tt~ .. ,_dU 
N12665 001 

N89011 001 
NOV 18, 1985 

N89365 001 
AUG 07, 1986 

N14103 003 
MAR 07, 1984 

N70411 001 
SEP 10, 1986 

N70777 001 
APR 29, 1986 

N70778 001 
MAY 01, 1986 
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RX DRUG PRODUCT LIST/ CUHULATI\11: SUPPLEMENT NI.RER 14 / AUG'U • OCT'86 

HARFARIN SQDIUH l PASE 3-Hl > 

TABLET; ORAL 

It# l®M'.t:~~t#.:~/ 
Al DUPONT PHARMS/oo,om' ~ 

1wu·yp ffll\lH 
Al COU1ED LABORATORIES ,Lli!:P 

ZINC Clfl,ORIIM; t PASE 3-223 > 

INJECTABLE; INJECTION 
ZINC CHLORIDE IN PLASTIC CONTAIM:R 

AMOTT LA80RATORUS EQ lHG ZINC/HUC 

/tt,dj#f;. •~if;/ 
N09218 018 

N88720 001 
AUG 06> 190 

N1'559 001 
.JUN 26, 1986 
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OTC DR\18 PRODUCT LIST/ C\IU.ATl\11: UPLEHBff NUHIER 14 ;' AUG'U - OCT'86 
(ALL PROOU<::rs - SEE lNTROOUCTION) 49 

WIIMCJN ZJNCi PQL)'HYXIN I SUI.WE CPAGE 3•224) 

AEROSOL; TOPICAL 
LANAMOTIC 

COH8E !SOO UNITSIGtU 
S,000 UNITSIGHN 

CHI.OlfflEXJDINE §LUCQNAJJ CPAGE 3•224-l 

SOLUTION; TOPICAL 
CIDA-STAT 

HUNTINGTON LABS 2i'.N 

CHG SCRUB 
HUNTINGTON LABS ~ 

El<IDINE 
l<TTRIUH LABS 2i'.N 

2.5,Q;( 

STERI-STAT 
MEDICAL SYS Rr" ~ 

N!i0598 001 
SEP 22, 1986 

Nl92S8 001 
JUL 22, 1966 

Nl92S8 002 
JUL 22, 1966 

Nl9422 001 
DEC 17, 1985 

Nl942l 001 
DEC 17, 1985 

N701M 001 
JUL 24, 1966 

CHLQBPHENJRWNE NbMRi PlffiNYbPRQPNiQI.AJ:IINE HYPRQCHLORIDE 
CPAGE 3-225) 

TABLET, CONTROLLED RELEASED; ORAL 
PHENYLPROPANOLAMINE HCL HI CHLORPHENIRAMlNE HALEATE 

DORSEY LABSISANOOZ UMG;i'stQI Nl9613 001 
JUN 16, 1966 

CHLQBPlffiNIRWNE HALEATE> P§EUDQEPHEQRINE UYQRQCHlQBIQI! 
!PAGE 3-225) 

CAPSULE, CONTROLLED RELEASE; ORAL 
ISDCLOR 
AM CRITICAL CARE/ANS SHG;l20MGlll Nl8747 001 

HAR 06, 1986 

CHLQRPHENIRAHINE rot.ISTIRE><i CQPEINE ffilJSTIREX CPAGE 3·225> 

SYRUP; ORAL 
PENNTUSS 

PEtffiALT PHARH EQ 411G HALEATE/SML; 
EQ lOMG SASEISML Nl8928 001 

AUG 14, 1985 

>..APP..> 
>..APP..> 

>~L> 
>..APJL> 

>..APJL> 
>..APP..> 
>..APP..> 

PJPW!NHYPBAJ:IINE HYQRQCIILQBJDE I PAGE 3-225 I 

SYRUP; ORAL 
BELDIN 

HALSEY DRUG 12,SMGISMLN 

DIFHEN 
BAY LABORATORIES 12.SMGISMLN 

HVDRAMlNE 
NATL PHARl'I HFGAARRE 12,SMGISMLlll 

QOXYLAHINE SUCCINAJJ IPAGE 3•2251 

CAPSULES ORAL 
UNISOH 

PFIZER LABS/PFIZER 25MGN 

JBUPROFEN IPAGE 3•2251 

TABLET; ORAL 
IBUPROFEN 

N89179 001 
JUN 05, 1986 

N70118 001 
OCT 01, 1985 

N70205 001 
JAN 28, 1986 

Nl9440 001 
FEB OS, 1986 

BARR LABORATORIES 200MGlll N70493 001 
SEP 24, 1986 DEC 24, 1985 

200MGlll N70908 001 

200MGal 

CHELSEA LABORATORIES 200MGal 

SEP 26, 1986 
N71462 001 

OCT 02, 1986 
N70605 001 

HAY 07, 1986 
N70733 001 

SEP 19, 1986 
N70435 001 

HAR 05, 1986 
N71163 001 

JUL 15, 1986 
N70481 001 

OCT 18, 1985 
N71122 001 

OCT 03, 1986 

SEP 24, 1986 
CORD LABORATORIES 200MGal 

SEP 24, 1986 
DANBURY PHARMACAL 200MGal 

SEP 24, 1986 
OHM LABORATORIES 200MGal 

SEP 24, 1986 
PAR PHARMACEUTICAL 200MGal 

SEP 24, 1986 
PURPECIKALIPHARMA 200MGal 

HEDIPREN 
MCNEIL COHSUHER PROD 200MGal N70475 001 

SEP 24, 1986: FEB 06, 1986 
200MGlll N71215 001 

SEP 24, 1986: JUN 26, 1986 
PROFEN 

PRIVATE FORMULATIONS 200MGal N71265 001 
OCT 15, 1986 
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OTC DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT tl.Hili:R 14 / AU8'85 - OCT'86 
CALL PROOUCTS - SEE INTRODUCTION) 

INSULIN. P;URIHEQ• HUHAN. SEHJSYNJJIETIC it INSULIN §USPENMQN•. 9XYJ:ITAZOLINE HVDRQCHLORJDE C PAGE 3-imu 
JPHAN§ • MifHP HUMAN t SEHISVNTHETIC l C PAGE 3-226 > 

INJECTABLE; INJECTION 
NOVOUN 70/30 

SQUI88/NOVO 30 UNITS✓MU70 UNITS/MLN Nl'"l 001 
JUL 11, 1986 

INSULIN. P;URIFIED Pm c PAGE 3-227) 

INJECTABLE; INJECTION 
/;f~ttfl'tWJS;f#. ·~;ti!tt ·.(1#'1.J/ 

VELOSULIN 
NORDISK 100 UNITS/ML Nl8193 001 

INSULIN §USPENSJQN• BIOSVNTHETIC HUHAN tPAGE 3-226) 

INJECTABLE; INJECTION 
IUIULIN BR 

ELI LILLY 100 UNITSll1UI Nl9529 001 
APR 2th 1986 

INSULIN §USPENSJQN• ISQPHANE, BIOSYNJJIETIC HUHAN tPAGE 3•226) 

INJECTABLE; INJECTION 
IUIULIN N 

ELI LILLY 100 UNITS/ML Nl878l 001 
OCT 28, 1982 

INSULIN §USPENSION, I§9PHANE • P;URIFIED HUMAN t SEMISYNTHETIC) 
CPAGE 3-226) 

INJECTABLE;. INJECTION 
INSULATARD NPH HUMAN 

NORDISK USA 100 UNITS/MLIC Nl9449 001 
MAY 30, 1986 

INSULIN ZINC SUSPENSION, BIOSVNTHETIC HUHAN IPAGE 3-226> 

INJECTABLE;. INJECTION 
HUHULIN L 

ELI LILLY 100 UNITS/MLN Nl9377 002 
SEP 30, 1985 

JNSULJl'h P;URIFIEQ, HUHAN, S§MISVNTHETIC CPAGE 3·227) 

INJECTABLE; INJECTION 
VELOSULIN HUMAN 

NORDISK USA 100 UNITS/MLN N19450 001 
MAY 30, 1986 

SOLUTION/DROPS; OPHTHALMIC 
OCUCLEAR 

SCHERING 0,025?.N 

PQYIQON!•IQDINE IPAGE 3·228) 

SPONGE, TOPICAL 
POVIOONE•IODINE 

PARKE•DAVISIDESERET 20X-

PS§UDO§PHEQBINE HVDRQCHLQBJQE IPAGE 3-228) 

CAPSULE; CONTROLLED RELEASE; ORAL 
/f;t)dl.ftd. ''!,.:1.,:1 

SUDAFED 12 HOUR 

pYRITHIONE ZINC IPAGE 3•228) 

LOTION, TOPICAL 
HEAD & SHOULDERS CONOITIONER 

PROCTER AND GAMBLE 0,3X-

0,3X-

0.3X-

0,3X-

SODIUM MQNOFLUQRQPMOSPHATE IPAGE 3-229> 

GEU DENTAL 
EXTRA-STRENGTH AIM 

LEVER BROTHERS l,2X-

50 

Nl847l 001 
MAY 30, 1986 

Nl9240 001 
NOV 29, 1985 

Nl9412 001 
MAR 10, 1986 

Nl9412 002 
HAR 10, 1986 

Nl9412 003 
MAR 10, 1986 

Nl9412 004 
MAR 10, 1986 

Nl9518 001 
AUG 06, 1986 
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DRUG PRODUCTS APPROYtD lH>ER SECTION SOS OF TIIE ACT I ~\lttUI.ATIVE SUPPLE11ENT NUl18ER ltt ✓ AUG'8S - OCT'86 
BY THE DIVISION OF BLOOD All> BLOOD PROOUCTS UST 

NO SEPTEMBER 1985 - OCTOBER 1986 APPROVALS 
I 

51 



C. APPENDICES 

1. Orphan Drug Products with Exclusive Approval 

2. list of Drug Products Which Must Demonstrate in vivo 
Bioavailability Only if Product Fails to Achlev~ 
Adequate Dissolution 

3. Biopharmaceutic ~idance Availability list 

4. ANDA Suitability Petitions 

5. Exclusivity Terms 

6. Prescription and OTC Drug Product Patent and 
Exclusivity Data 

BEST COPY AVAILABu 



c:0 

~ -C"':I 

~ 
~ 
~ 
~ 
~ 

54 
APPENDIX l 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

Section 526 of the Federal Food, Drug, and Cosmetic Act contains provisions whereby FDA may designate a 
sponsor's drug, antibiotic, or biological product as a "designated orphan drug". Section 527 of the 
Act establishes a process whereby a sponsor may receive seven years of exclusive approval status if 
that sponsor is the first to achieve new drug, antibiotic, or biological product approval for a 
designated orphan drug for the designated indication{s). The exclusive approval may be revoked by 
written consent of the sponsor or by FDA action after finding that the sponsor holding exclusive 
approval cannot assure the availability of sufficient 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 a person maintains ODE status 
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 Data Appendix. 
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 Data Appendix. 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. 
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Strength 

Hemin 
313mg/amp 

Digoxin Immune 
fab (OVINE) 

APPENDIX 1 

BIOLOGICAL PRODUCTS 

Trade Name 
Dosage Fona; Route Applicant 

Panhematin 
Injectable; Injection 

Digibind 
Injectable; Injection 

Abbott 
Laboratories 

Burroughs Wellcome 

43 
Jul 20, 1983 

129 
Apr 22, 1986 

Exclusivity 
Exp.bate 

ODE 
Jul 20, 1990 

ODE 
Apr 22, 1993 
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APPENDIX l 

DRUG PRODUCTS 

Active Ingred.{s} Trade Name ;11 • Prod. Exclus1viti 
Stren9th(s) Dosage Form; Route Applicant rova1 lite lxp. lite 

Chenodiol Chenix Rowell 18513 002 ODE 
250mg Tablet; Oral Laboratories Jul 28, 1983 Jul 28, 1990 

Cromolyn Sodium Opticrom Fisons 18155 001 ODE 
41 Solution/Drops; Oct 3, 1984 Oct 3, 1991 

Ophthalmic 

Carni tine, L- L-Carnitine Sigma-Tau 18948 001 ODE 
330mg Tablet; Oral Dec 27, 1985 Dec 27, 1992 

Carnitine, L- Vitacarn Kenda 11 McGaw 19257 001 
1gm/10ml Solution; Oral labs* Apr 10, 1986 

Naltrexone Trexan Dupont Pharms 18932 001 ODE 
Hydro chloride Tablet; Oral Nov 20, 1984 Nov 20, 1991 

CD 50mg l"l'1 

~ 
c:-, Monooctanoin Moctanin Ascot Hosp 19368 001 ODE C 

~ 100% liquid; Pharms Oct 29, 1985 Oct 29, 1992 

!:: Perfusion 
2: Biliary 

i Pentamidine Pentam 300 LyphoMed 19264 001 ODE r Isethionate Injectable; Oct 16, 1984 Oct 16, 1991 
300mg/m1 Injection 

(continued) 

*Refer to Appendix I narrative 
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~ DRUG PRODUCTS ..... , 
(continued) 

Trade Naae iel. Prod. Exclusivit.)! 
Dosage Form; Route Applicant roval bite Exp. bite 

Potassium Urocit-K Univ of Tx Hl th 19071 001 ODE 
Citrate Tablet; Oral Sci Ctr Aug 30, 1985 Aug 30, 1992 
5meq 

Somatrem Protropin Genentech 19107 001 ODE 
5mg/vial Injectable; Oct 17, 1985 Oct 17, 1992 

Injection 

Trientine Cuprid Merck. Sharp and 19194 001 ODE 
Hydrochloride ca psu l e ; Ora 1 Dohme Res Labs Nov 8, 1985 Nov 08, 1992 
250mg 
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APPENDIX 2 

LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
_2NLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE otsso[OTtoN 

Acetaminophen; Aspirin; Aminophylline Aspirin; Carisoprodol; 
Butalbital Tablet; Oral Codeine Phosphate 
Capsule or Tablet; Oral 100mg 325mg; 200mg; 10mg 
160-165mg; 160-165mg; 50fflg 200mg 

Acetamino~hen; Aspirin; Aspirin; Butalbital; Ascirin; Meprobamate 
Butalbita CaGsule or Tablet; Oral Ta let; Oral 
Capsule or Tablet; Oral 32 mg; 50mg 325mg; 200mg 
325mg; 325mg; 50mg 650mg; 50mg 

Acetaminophen; Aspirin; Aspirin; Butalbital; Caffeine Aspirin; Hethocarbamol 
Butalbital; Caffeine Capsule or Tablet; Oral Tablet; Oral 
Capsule or Tablet; Oral 325mg; 50mg; 40mg; 325mg ; 200mg 
160-165rng; 160-165mg; 50mg; 40mg 650mg; 50mg; 40mg; 

Acetaminophen; Aspirin; Aspirin; Caffeine; Chlorothiazide 
Butalbital; Caffeine Carisoprodol Tablet; Oral 
Capsule or Tablet; Oral Tablet; Oral 250mg 
325mg; 325mg; 50mg; 40mg 160mg; 32mg; 200mg 

58 

Acetaminophen; Buta1bital Aspirin; Caffeine; Estrogens, Conjugated; Meprobamate 
Carisoprodol; Codeine Phosphate Capsule or Tablet; Oral Tablet; Oral 

325mg; 50mg Tablet; Oral 0.4mg; 200mg 
650mg; 50mg 160mg; 32mg; 200mg; 16mg 0.4mg; 400mg 

Acetaminophen; Butalbital; Aspirin; Carisoprodol Hydroxyzine Hydrochloride 
Caffeine Tablet; Oral Tablet; Oral 
Capsule or Tablet; Oral 325mg; 200mg 10mg 
325mg; 50mg; 40mg 25mg 
650mg; 50mg; 40mg 50mg 

100mg 
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APPENDIX 3 

BIOPHARMACEUTIC GUIDANCE AVAILABILITY LIST 

The following is a list of guidances available for in !!l!, bioequivalence studies and 
in vitro dissolution testing available from the Divlsion of Bioequivalence, HFN-250, 
~oiii"T11J-06, 5600 Fishers Lane, Rockville, MD 20857. Comments and suggestions concerning 
these guidances are encouraged and should be sent to the Division of Bioequivalence. 

Acetohexami de 
Allopurinol 

Name of Drug 

Amiloride Hydrochloride 
Aminophylline Suppositories 
Amitriptyline Hydrochloride 
Anticholinergic Drugs (Controlled Release) 
Baclofen 
Carbamazepi ne 
Cefadroxil 
Cephradine (capsule and Suspension) 
Cephalexin (Tablet and Capsule) 
Chlordiazepoxide Hydrochloride 
Ch 1 or pro pami de 
Chlorthalidone 
Clofibrate 
Clonidine Hydrochloride 
Clorazepate Dipotassium 
Diazepam (revised) 
Dicyclomine Hydrochloride 
Di pyri damo 1 e 

(continued) 

!!!!. 

Nov 15, 1985 
Jul 15, 1985 
Mar 29, 1985 
Jul 05, 1983 
Jul 05, 1983 
Nov 07, 1980 
May 05, 1986 
Dec 05, 1984 
Oct 07, 1986 
Sep 1 O, 1986 
Aug 13, 1986 
Jul 05, 1983 
Jul 05, 1983 
Jul 05, 1983 
Apr 07, 1986 
Dec 05, 1984 
Mar 10, 1986 
Jul 08, 1985 
Aug 10, 1984 
Jul 05, 1983 

Revised Date 

Aug 04, 1986 

Oct 27, 1986 
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Na• of Drug 

Disopyramide Phosphate 
Dissolution Testing (General) 
Doxepin Hydrochloride 
Erythromycin 
flurazepam 
Hydrochlorothiazide 

APPENDIX 3 

(continued) 

Hydroxyzine Hydrochloride (Dissolution Only) 
Hydroxyzine Pamoate 
lndomethacin 
Isosorbide Dinitrate 
lsosorbide Dinitrate (Controlled Release 

Products) 
Lorazepam 

~eclofenamate Sodium 
Methylprednisolone 
Methyl testosterone 
Metoclopramide 
Minol(idil 
Nitrofurantoin {Macrocrystalline) 
Phentermine Hydrochloride (Dissolution) 
Phentermine Hfdrochloride (Slow Dissolving; 

Dissolution} 
Phenylbutazone & Oxyphenbutazone 
Prednisone (Dissolution Only) 
Probenecid 
Procainamide 
Propranolol 
Propy1thiouraci1 

*New Addition 
(continued) 

Date 

Jul 09, 1985 
Apr 19, 1985 
Apr 02, 1985 
Apr 05, 1977 
Oct 15, 1985 
Jul 25, 1983 
Jan 27, 1981 
Jul 26, 1983 
Apr 06, 1985 
Jun 04, 1985 
Sep 19, 1985 

Dec 03, 1984 
Nov 12, 1986 
Jun 12, 1986 
Nov 16, 1979 
Dec 27, 1984 
Apr 02, 1986 
Oct 29, 1985 
Nov 21, 1980 
Nov 21, 1980 

Jul 26, 1983 
Jul 10, 1985 
Jul 26, 1983 
Jul 25, 1983 
May 191 1984 
Aug 131 1986 

60 

Revised Date 



t:a 
l"'l"1 
C,f';l 
'"""'I 

g 
""e 
-.::: 
~ 

i; -~ 
!:" 

Na• of Drug 

APPENDIX 3 

(continued) 

Quinidine Gluconate (Controlled Release) 
Spironolactone 
Sul finpyrazone 
Temazepam 
Theophylline (Controlled Release) 
Theophylline (Immediate Release) 
Tolazamide 
Tolbutamide 
Trazodone 

*Trimipramine 
Verapamil 

*New Addition 

Date 

Jun 15, 1981 
Jul 25, 1983 
Jul 15, 1983 
Aug 1985 
Apr 1984 
Nov 02, 1983 
Aug 22, 1984 
Jan 1982 
Nov 15, 1985 
Nov 03, 1986 
Jul 1985 

61 

Revised Date 

Apr 30, 1986 
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APPENDIX 4 

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 (List I., Petitions Approved) and (2) is not suitable for 
submission as an ANDA (List II., 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. 

Drug Name 
Dosage Forllll; Route 

Acetaminophen; 
Codeine Phosphate 
Capsule; Oral 

Acetaminophen; 
Codeine Phosphate 
Capsule; Oral 

Acetaminophen; 
Codeine Phosphate 
Capsule; Oral 

Acetaminophen; 
Codeine Phosphate 
Soft Gelatin 
Capsule; Oral 

Strength 
(Container Size) 

500mg 
30mg 

500mg 
60mg 

650mg 
15mg 

300mg 
30mg 

I. Petitions Approved 

Docket Number Petitioner 

84 P-0228/CP McNei 1 Pharm 

84 P-0228/CP McNeil Pharm 

86 P-0200/CP Mikart, Inc 

85 P-0543/CP Softan 

(continued) 

Reason for 
Petition Status 

New Dosage Approved 
Form Jun 02, 1986 
New Strength 

New Dosage Approved 
Form Jun 02, 1986 
New Strength 

New Strength Approved 
New Dosage Oct 3, 1986 
Form 

New Dosage Approved 
Form Mar 18, 1986 
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~ I. Petitions Approved 

(continued) 

Drug NI• Strength Reason for 
Dosage Fona; Route (Container Size) Docket tbaber Petitioner Petition Status 

Acetaminophen; 500mg 85 P-0543/ Softan New Dosage Approved 
Codeine Phosphate 7.5mg CP0002 Form Mar 19, 1986 
Soft Gelatin New Strength 
Capsule; Oral 

Acetaminophen; 500mg 85 P-0543/ Softan New Dosage Approved 
Codeine Phosphate 15mg CP0002 Form Mar 19, 1986 
Soft Gelatin New Strength 
Capsule; Oral 

Acetaminophen ; 160mg/5ml 86 P-0133/CP Kleinfeld, l<aplan and New Strength Approved 
Codeine Phosphate 6mg/5ml Becker May 21, 1986 
Elixir; Oral 

Acetaminophen; 500mg 86 P-0161/CP Roxane Laboratories New Strength Approved 
Codeine Phosphate 15mg May 8, 1986 
Tablet; Oral 

Acetaminophen; 500mg 86 P-0161 /CP Roxane Laboratories New Strength Approved 
Codeine Phosphate 30mg May 8, 1986 
Tablet; Oral 

Acetaminophen; 500mg 86 P-0161 /CP Roxane Laboratories New Strength Approved 
Codeine Phosphate 60mg May 8, 1986 
Tablet; Oral 

(continued) 
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i I. Petitions Approved 
t' 

(continued) 

Drug Na• Strength Reason for 
Dosage Form; Route (Container Size) Docket Naber Petitioner Petition Status 

Acetaminophen; 650mg 86 P-0200/CP Mikart, Inc New Strength Approved 
Codeine Phosphate 15mg Oct 3, 1986 
Tablet; Oral 

Acetaminophen; 500mg/15ml 84 P-0391/CP UAD Laboratories New Dosage Approved 
Hydrocodone Bitartrate 5mg/15ml Fonn Jul 2, 1985 
Solution; Oral 

Acetaminophen; 325mg/5ml 85 P-0085/CP Roxane Laboratories New Dosage Approved 
Oxycodone Hydrochloride 5mg/5ml Fonn Aug 23, 1985 
Solution; Oral 

Acetaminophen; 500mg 85 P-0543/ Softan New Dosage Approved 
Oxycodone Hydrochloride 5mg CP0003 Fonn Mar 18, 1986 
Soft Gelatin 
Capsule; Oral 

Acetaminophen; 500mg 85 P-0581/CP Softan New Dosage Appri>ved 
Propoxyphene Hydrochloride 32mg Fonn Mar 18, 1986 
Soft Gelatin New Strength 
Capsule; Oral 

Acetaminophen 80mg 85 P-0403/CP Upsher-Smith Labs New Dosage Approved 
Suppository; Rectal Fonn 0ct.16, 1985 

{Pediatric) 

(continued) 
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(continued) 

Drug --
Strength Reason for 

Dosage Foni; Route (Container Size) Docket Nuaber Petitioner Petition Status 

Anrinocaproic Acid 50()ng/m1 85 P-0308/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 10m1/via1 Feb 1 ?. , 1986 

Aminophyll ine lOmg/ml 85 P-0459/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 10m1/via1 Feb 12, 1986 

Aminophyl 1 ine 50mg/m1 85 P-0459/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 2()n1/via1 Feb 12, 1986 

Aspirin; 356.4mg 86 P-0359/CP Centra 1 Pharms New Dosage Approved 
Caffeine; 30mg Form Sep 29, 1986 
Dihydrocodeine Bitartrate 16mg 
Tablet; Oral 

Azatadine Maleate; 1mg 85 P-0492/CP SK&F Laboratories New Approved 
Phenylpropanolamine 75mg Combination Jan 28, 1986 
Hydrochloride New Dosage 
Sustained Release Form 
Capsule; Oral 

Benztropine Mesylate 0.5mg/5ml 85 P-0423/CP RIM Consulting New Dosage Aporoved 
Syrup; Oral Form Oct 16, 1985 

Bretylium Tosylate lO()ng/ml 86 P-0157/CP Lyphomed New Strength Approved 
Injectable; Injection May 8, 1986 

(continued) 
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Drug Huie Strength Reason for 
Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Brompheniramine Maleate; 12mg 85 P-0095/CP UAD laboratories New Approved 
Pseudoephedrine 120mg Combination Dec 13, 1985 
Hydrochloride New Dosage 
Sustained Release Form 
Capsule; Oral 

Cholestyramine Eq 4gm 86 P-0123/CP Parke-Davis Labs/W-l New Dosage Approved 
Tablet, Chewable; Resin Form Jun 20, 1986 
Oral 

Chlorpheniramine Maleate; 10mg 85 P-0149/CP Dura Pharmaceuticals New Approved 
Phenylpropanolamine 75mg Strength Dec 13, 1985 
Hydrochloride 
Controlled-release 
Capsule; Oral 

Chlorhexidine Gluconate 1.5% 84 P-0417 /CP Parke Davis New Strength Approved 
Solution; Topical Sep 18, 1985 

Codeine Phosphate; 10mg/5ml 85 P-0269/CP Bock Pharmacal New Approved 
Dexbrompheniramine Maleate; 1mg/5ml Combination Dec 6, 1985 
Phenylpropanolamine 12.5mg/5ml 
Hydrochloride 
Syrup; Oral 

(continued) 
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(continued) 

Drug Name Strength Reason for Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Cytarabine 20mg/ml 86 P-0130/CP Quad Pharms New Dosage Approved Injectable; Injection 5m1/Vial Form Aug 21, 1986 
Cytarabine 20mg/ml 86 P-0130/CP Quad Pharms New Dosage Approved Injectable; Injection 25ml/via1 Form Aug 21, 1986 
Dacarbazine 500mg/Via1 86 P-0300/CP Quad Pharms New Strength Approved Injectable; Injection Aug 15, -:;a6 
Dexbrompheniramine Maleate; 6mg 85 P-0238/ Boe k Phar1 .. a ca 1 New Approved Phenylpropanolamine 75mg CP0002 Combination Dec 13, 1985 Hydroch 1 ori de 
Time Release Capsule; 
Oral 

Dexbrompheniramine Maleate; 6mg 85 P-0140/CP Central Pha rms New Approved Pseudoephedrine 120mg Combination Dec 13, 1985 Hydrochloride New Dosage Sustained Release Form Capsule; Oral 

(continued) 
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0rulna• Strength Reason for 
Dosage Fona; Route (Container Size) Docke_t _1uAber Peti_ti oner Petition Status 

Dexbrompheniramine Maleate; 6mg 85 P-0140/ Centra 1 Pharms New Approved 
Pseudoephedrine 120mg CP0002 Dosage Form Jan 22, 1986 
Sulfate 
Sustained Release 
capsule; Oral 

Diazepam 5mg/5ml 85 P-0090/CP Roxane Laboratories New Dosage Approved 
. Solution; Oral Form Sep 19, 1985 

Diazepam 2mg/5ml 85 P-0499/CP Carolina Med Prods New Dosage Apprcved 
Syrup; Oral Form Feb 28, 1986 

Diazepam 5mg/ml 85 P-C566/CP Roxane laboratories New Dosage Approved 
Intensol Form Mar 18, 1986 
So1ution (Concentrate); 
Oral 

Diphenhydramine 50mg/m1 84 P-0174/CP Roxane laboratories , . "' Strength Approved 
Hydrochloride Sep l1, 1985 
Concentrate; Oral 

Disopyramide Phosphate 200mg 84 N-0116/CP Biocra ft labs New Dosage Approved 
Tablet, Controlled 300mg Form Jun 03, 1986 
Release; Oral New Strength 

(continued) 
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·0rug Name Strength Reason for Dosage Fona; Route (Container Size) Docket tbnber Petitioner Petition Status 

Disul firam 500mg/30ml 85 P-0215/CP Paddock Laboratories New Dosage Approved Suspension; Oral Form Oct 8, 1985 
Estradiol 0.5mg 84 P-0308/CP Key Pharmaceuticals New Strength Approved Tablet; Oral 

Mar 24, 1986 
Floxuridine 500mg/5ml 86 P-0242/CP Quad Pharms New Dosage Approved Injectable; Injection Form Aug 15, 1986 
Fluorouracil 25mg/m1 85 P-0208/CP Intl Pharm Prods New Strength Approved Injectable; Injection 

Oct 8, 1985 
Fl uorouracil 50mg/m1 85 P-0221/CP LyphoMed New Strength Approved Injectable; Injection (lOOml/vial) Feb 18, 1986 
Fluorouracil 50mg/20ml 86 P-0080/CP Ben Venue Labs New Strength Approved Injectable; Injection 

Apr 2, 1986 
Flurazepam 30mg/m1 85 P-0081/CP Roxane Laboratories New Dosage Approved Concentrate; Oral Form Jul l 0, 1985 
Fl urazepam Hydrochloride 15mg/5ml 85 P-0091 /CP Roxane Laboratories New Dosage Approved Solution; Oral Form Oct 25, 1985 

(continued) 
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Drug Na• Strength Reason for 
Dosage Fonn; Route (Container Size) Docket bber Petitioner Petition Status 

furosemide 40mg/5ml 85 P-0106/ Roxane Laboratories New Strength Approved 
Solution; Oral CP0002 Sep 19, 1985 

furosemide 80mg/ml 85 P-0106/CP Roxane Laboratories New Strength Approved 
Concentrate; Oral Sep 19, 1985 

Glucagon EQ 2mg Base/Amp 86 P-0411 /CP King and Spaulding New Strength Approved 
Injectable; Injection Oct 30, 1986 

Haloperidol 2mg/5ml 85 P-0076/ Roxane Laboratories New Strength Approved 
Solution; Oral CP0002 Mar 26, 1986 

Haloperidol 5mg/5ml 85 P-0080/CP Roxane Laboratories New Strength Approved 
Solution; Oral Sep 19 1 1985 

Hydralazine Hydrochloride 25mg/5ml 85 P-0074/CP Roxane Laboratories New Dosage Approved 
Solution; Oral form Jul 3, 1985 

Ibuprofen 200mg 84 P-0383/CP Sterling Drug New Dosage Approved 
Capsule; Ora 1 form Jun 25, 1985 

Ibuprofen 300mg 85 P-0563/CP Softan New Dosage Approved 
Soft Gelatin 400mg form Mar 19, 1986 
Capsule; Oral 600mg 

(continued) 
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Drug Name Strength Reason for 
Dosage Fona; Route (Container Size) Docket Number Petitioner Pe_·t:j_j;_i on Status 

Indomethacin 25mg/5ml 85 P-0077/ Roxane Laboratories New Dosage Approved 
Suspensioni Oral CP0002 Form Jul 19, 1985 

Isoniazid 50mg/m1 85 P-0468/CP Carolina Med Prods New Strength Approved 
Concentrate; Oral Dec 13, 1985 

Ketocona zo le 20mg/m1 85 P-0147/CP Janssen Pharma New Dosage Approved 
Suspension; Oral Form Sep 27, 1985 

Leucovorin Calcium 15mg 85 P-043i/CP Lederle Labs/AM Cyan New Strength Approved 
Tablet; Oral Jan 28, 1986 

Lorazepam 1mg/5ml 86 P-0292/CP Roxane Laboratories New Dosage Approved 
Oral; Solution Form Oct 15, 1986 

Lorazepam 2mg/m1 86 P-0291/CP Roxane Laboratories New Dosage Approved 
Solution {Concentrate); Form Oct 15, 1986 
Oral 

Meperidine Hydrochloride 1 OOmg/ml 84 P-0175/CP Roxane Laboratories New Strength Approved 
Concentrate; Oral Jun 7, 1985 

Metaproterenol Sulfate 10mg/2.5ml 85 P-0509/CP Armour Pha rm New Strength Approved 
Solution; Inhalation Feb 28, 1986 

(continued) 
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Drug NaN 
Dosage Form; Route 

Metaproterenol Sulfate 
Solution; Inhalation 

Metaproterenol Sulfate 
Solution; Inhalation 

Strength 
(Container Size) 

l 0mg/3ml 

15mg/3ml 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 20ml/vial 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 50ml/via1 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 50ml/vial 

Metoclopramide Hydrochloride 5mg/m1 
Injectable; Injection 100m1/via1 

Methy1dopate Hydrochloride 50mg/m1 
Injectable; Injection 10ml/via1 

Methyl testosterone 25mg 
Capsule; Oral 

Miconazole Nitrate 4% 
Cream; Vaginal 

APPENDIX 4 

I. !!,titions Appro~ed 

(continued) 

Docket "'-•ber Petitioner 

85 P-0429/ Dey Laboratories 
CP0002 

85 P-0429/CP Dey Laboratories 

86 P-0036/CP AM Critcal Care/AHS 

85 P-0545/CP Lyphomed 

85 P-0540/CP Quad Pharms 

85 P-0540/CP Quad Pharms 

85 P-0404/CP AM Critical Care/AHS 

85 P-0067/CP Star Pharmaceuticals 

&4 P-0398/CP Ortho Pharmaceutical 

(continued) 
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Reason for 
Petition Status 

New Strength Approved 
Feb 28, 1986 

New Strength Approved 
Feb 28, 1986 

New Strength Approved 
Mar 18, 1986 

New Strength Approved 
Feb 28, 1986 

New Strength Approved 
Feb 28, 1986 

New Strength Approved 
Feb 28, 1986 

New Strength Approved 
Oct 25,, 1985 

New Dosage Approved 
Form Aug 23, 1985 

New Strength Approved 
Mar 31, 1986 

.. 
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Drug Na• Strength Reason for 
Dosage Fon1; Route (Container Size) Docket tuner Petitioner Petition Status 

Naloxone Hydrochloride lmg/ml 86 P-0079/CP AM Critical Care/AHS New Strength Approved 
Injectable; Injection 5m1/vial May 7, 1986 

Naloxone Hydrochloride lmg/ml 86 P-0079/CP AM Critical Care/AHS New Strength Approved 
Injectable; Injection 10ml/via1 May 7, 1986 

Nitroglycerin 5mg/m1 86 P-0025/CP Lyphomed New Strength Approved 
Injectable; Injection Apr 1, 1986 

Ni trog1ycerin 1 Omg/ml 85 P-0134/CP Marion Laboratories New Strength Approved 
Injectable; Injection Sep 19, 1985 

Nitroglycerin in 10mg/100ml 86 P-0099/CP Abbott Laboratories New Strength Approved 
5% Dextrose (500ml Container) Apr l, 1986 
Injectable; Injection 

Nitroglycerin 20mg/100ml 86 P-0099/ Abbott Laboratories New Strength Approved 
in 5% Dextrose (250ml Container) CP0002 Apr 1, 1986 
Injectable; Injection 

Nitroglycerin 40mg/100ml 86 P-0099/ Abbott Laboratories New Strength Approved 
in 5% Dextrose (25Qnl and 500ml CP0003 Apr l, 1986 
Injectable; Injection Containers) 

Probucol 500mg 85 P-0337/CP Merrell Dow/Dow Chem New Strength Approved 
Tablet; Oral Oct 25, 1985 

(continued) 

I 
j 



§ 
ij 
-< 

~ 

' Drug Name Strength 
Dosage Fona; Route (Container Size) 

Procainamide Hydrochloride 375mg 
Tablet; Oral 

Propranolol Hydrochloride lOng 
Capsule; Oral 20ng 

40ng 
60ng 
80ng 
90ng 

Propranolol Hydrochloride 40ng/5ml 
Solution; Oral 

""' 

Propranolol Hydrochloride 80ng/ml 
Concentrate; Oral 

Propranolol Hydrochloride 20ng/5ml 
Solution; Oral 

Propranolol Hydrochloride 160ng 
Tablet9 Constant-Release; 
Oral 

APPENDIX 4 

I. Petitions Approved 

(continued) 

Docket Nu111ber Petitioner 

85 P-0125/CP Key Pharmaceuticals 

86 P-0045/CP Nutri pharm Labs 

85 P-0073/CP Roxane Laborataories 

85 P-0073/ Roxane Laboratories 
CP0002 

85 P-0073/ Roxane Laboratories 
CP0003 

85 P-0129/CP Verex Laboratories 

(continued) 

Reason for 
Petition 

New Strength 

New Dosage 
Form 

New Dosage 
Form 

New Dosage 
Form 

New Dosage 
Form 

New Dosage 
Form 

74 

Status 

Approved 
Sep 19, 1985 

Approved 
Mar 19, 1986 

Approved 
Jul 8, 1985 

Approved 
Jul 19, 1985 

Approved 
Sep 24, 1985 

Approved 
Sep 25, 1985 

I -----
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(continued) 

Drug Na• Strength Reason for 
Dosage Fora; Route (Container She) Docket Nwilber Pet1tione1' Petition Status 

Propranol ol Hydrochlor·ide 80ng 85 P-0197/CP Forest laboratories New Dosage Approved 
Tablet, Controlled Release; 1201119 Form Sep 27, 1985 
Oral 160mg 

Pyridosti gmine 30ng 85 P-0412/CP Kali-Duphar labs New Strength Approved 
Bromide Jan 22, 1986 
Tablet; Oral 

Ritodrine Hydrochloride 30mg/100ml 86 P-0100/CP Abbott laboratories New Strength Approved 
in Dextrose 5% 
Injectable; Injection 

5O0nl Container May 7, 1986 

Scopolamine Transdermal 1mg 85 P-0168/CP Ciba Consumer Pharms New Strength Approved 
System/24 Hour (Dosing Sep 27, 1985 
Film, Controlled Release; Interval) 
Percutaneous 

Spironolactone 25mg/5ml 85 P-0510/CP Caroiina Med Prods New Dosage Approved 
Syrup; Oral Form Jan 22, 1986 

Spironolactone 25mg/5ml 86 P-0055/CP Carolina Med Prods New Dosage Approved 
Oral; Injection Form Mar 28, 1986 

Theophylline 15()ng 85 P-0175/CP Mead Johnson/B-M New Strength Approved 
Ca~sule; Oral 30Q!ng Oct 8, 1985 

(cor1tinued) 
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Drug Naae Strength Reason for 
Dosage Fonn; Route (Container Size) Docket Number Petitioner Petition Status 

Theophyl line 600mg 85 P-0580/CP Purdue Frederick New Strength Approved 
Tablet Controlled-release; Oct 15, 1986 

Oral 

Thiothixene Hydrochloride 5mg/5ml 86 P-0178/CP Ell is Pharmaceutical New Strength Approved 

Solution; Oral 
Jun 04, 1986 

Triamcinolone 0.05% 86 P-0360/CP Carolina Med Prods New Strength Approved 

Acetonide 
Oct 15, 1986 

Cream; Topcial 

Triamcinolone 0.05% 86 P-0360/CP Carolina Med Prods New Strength Approved 

Acetonide 
Oct 15, 1986 

Ointment; Topcial 

Vinblastine Sulfate lmg/ml 86 P-0056/CP Quad Pharms New Dosage Approved 

Injectable; Injection Form Mar 28, 1986 

Vincristine Sulfate 2mg/vial 85 P-0016/CP Bristol Labs/B-M New Dosage Approved 

Injectable; Injection Form Nov 8, 1985 

Xenon XE 133 150mCi/vial 86 P-0041/CP Medi Nuculear Corp, Inc New Strength Approved 

Gas; Inhalation 250mCi /via 1 Oct 15, 1986 
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Drug Name Strength Reason for 
Dosage Fonn; Route (Container Size) Docket bber Petitioner P~titjon _ Status 

Acetaminophen; 650mg 85 P-0015/CP Applied Labs New Strength Denied 
Hydrocodone 10mg Nov 7, 1985 
Bitartrate 
Tablet; Oral 

Acetaminophen ; 750mg 85 P-0169/CP Knoll Pharmaceutical New Strength Denied 
Hydrocodone 7.5mg Nov 7, 1985 
Bi ta rt rate 
Tablet; Oral 

Aminocaproic Acid 500mg/ml 85 P-0064/CP Abbott Laboratories New Strength Denied 
Injectable; Injection May 29, 1985 

Aminophyll ine lOmg/ml 85 P-0066/CP Abbott Laboratories New Strength Denied 
Injectable; Injection May 3, 1985 

Aminophylline 50mg/ml 85 P-0066/CP Abbott Laboratories New Strength Denied 
Injectable; Injection May 3, 1985 

5-Aminosalicylic Acid 500mg 84 P-0425/CP Reid-Rowe 11 New Ingredient Denied 
Suppository; Rectal Jun 05, 1986 

(continued) 
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Drug Nae 
Dosage Form; Route 

Aspirin; 
Chlorzoxazone 
Tablet; Oral 

Aspirin; 
Buta 1 bita 1 ; 
Caffeine; 
Codeine Phosphate 
Capsule; Oral 

Aspirin; 
Butalbital; 
Caffeine; 
Codeine Phosphate 
Capsule; Oral 

,., 

Strength 
(Container Size) 

325mg 
250mg 

325mg 
50mg 
40mg 
7.5mg 

325mg 
50mg 
40mg 
15mg 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number Petitioner 

85 P-0071 /CP McNeil Pharm 

85 P-0101 /CP Sandoz Pharms/Sandoz 

85 P-0101/CP Sandoz Pharms/Sandoz 

(continued) 

Reason for 
Petition 

New 
Combination 

New 
Combination 

New 
Combination 

78 

Status 

Denied 
Sep 3, 1985 

Denied 
Sep 11, 1985 

Denied 
Sep 11, 1985 
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Drug Name 
Dostlge Fona; Route 

Aspirin; 
Butal bital; 
Caffeine; 
Codeine Phosphate 
Capsule; Ora 1 

Aspirin; 
Butal bital; 
Caffeine; 
Codeine Phosphate 
Capsule; Oral 

Benzoyl Metronidazole 
Suspension; Tnjection 

Betamethasone Dipropionate 
Miconazole Nitrate 
Cream; Topical 

Strength 
(Container She) 

325mg 
5Cmtg 
4Cmtg 
30mg 

325mg 
5Cmtg 
4Cmtg 
6Cmtg 

20Cmtg/5ml 

0.05% 
2% 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number 

85 P-0101/CP 

85 P-0101/ 
CP0002 

85 P-0258/CP 

85 P-0271/CP 

Petitioner 

Sandoz Pharms/Sandoz 

Sandoz Pharms/Sandoz 

Apkon Laboratories 

Ortho Pharmaceutical 

(continued) 

79 

Reason for 
Petition Status 

New Denied 
Combination Sep 11, 1985 

New Denied 
Combination Sep 11, 1985 

New Ester Denied 
New Ingredient Mar 19, 1986 

New Denied 
Combination Apr 18, 1986 
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Drug tame Strength Reason for 

Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Bretylium Tosylate 2mg/ml 85 P-0063/CP Abbott Laboratories New Strength Denied 

Injectable; Injection 
May 29, 1985 

Bretylium Tosylate 4mg/ml 85 P-0063/ Abbott Laboratories New Strength Denied 

Injectable; Injection CP0002 
May 29, 1985 

Bretylium Tosylate Bng/ml 85 P-0063/ Abbott Laboratories New Strength Denied 

Injectable; Injection CP0003 
May 29, 1985 

Bretylium Tosylate 1 Omg/ml 85 P-0063/ Abbott Laboratories New Strength Denied 

Injectable; Injection CP0004 
May 29, 1985 

Caffeine; 100mg 85 P-0433/CP Sandoz Pharms/Sandoz New Denied 

Ergotamine Tartrate; 1mg 
Combination Nov 8, 1985 

Pentobarbital 30mg 
Tablet; Oral 

Caffeine; 200mg 85 P-0433/ Sandoz Pharms/Sandoz New Denied 

Ergotamine Tartrate; 2mg CP0002 Combination Nov 8, 1985 

Pentobarbital 60mg 
Sodium 
Suppository; Rectal 

{continued) 
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Driig Name Strength Reason for Dosage Fona; Route (Container Size) Docket Number Petitioner Petition Status 

Cho 1 eca lei fero 1 1.25mg 84 P-0161/CP Pharma caps New Active Denied Capsule; Oral Ingredient Feb 13, 1986 

Codeine Phosphate; 30mg 84 P-0388/CP McNeil Phann New Denied Ibuprofen 200mg Combination Sep 16, 1985 Capsule; Oral 

Codeine Phosphate; 60mg 84 P-0388/CP McNeil Phann New Denied Ibuprofen 200mg Combfoation Sep 16, 1985 Capsule; Oral 

Codeine Phosphate; 30mg 84 P-0388/CP McNeil Phann New Denied Ibuprofen 200mg Combination Sep 16, 1985 Tablet; Oral 

Codeine Phosphate; 60mg 84 P-0388/CP McNeil Phann New Denied Ibuprofen 200mg Combination Sep 16, 1985 Tablet; Oral 

Choline Magnesium 500mg 85 P-0142/CP Purdue Frederick New Denied Trisal icylate Combination Jul 21 , 1986 Codeine Phosphate 30mg 
Tablet; Oral 

(continued) 
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' Drug~ Strength Reason for 
Dosage Fona; Route (Container Size) Docket Number Petitioner Petition Status 

Choline Magnesium 500mg 85 P-0142/CP Purdue Frederick New Denied 
Trisalicylate; Combination Jul 21, 1986 
Codeine Phosphate 60mg 
Tablet; Oral 

Dextromethorphan 60mg 85 P-0135/CP Ciba Consumer Pharms New Salt Denied 
Hydro bromide New Ingredient Jul 17, 1986 
Tablet, Controlled Release; 
Oral 

Diatrizoate Meglumine; 60% 84 P-0325/CP Cook Imaging New Denied 
lidocaine Hydrochloride l .5mg/m1 Combination Sep 3, 1985 
Injectable; Injection 

Diazepam Intensol 1 Omg/ml 85 P-0075/CP Roxane laboratories New Dosage Denied 
Concentrate; Oral Form Sep 24, 1985 

Tri-Phasic Contraceptive 84 P-0443/CP Ortho Pharmaceutical New Strength Denied 
Tablet; Oral{21 and 28 days) (Dose Schedule) Sep 3, 1985 

Ethinyl Estradiol 0.05mg 
Norethindrone 0.5mg 

Ethinyl Estradiol 0.05mg 
Norethindrone o. 75mg 

Ethinyl Estradio1 0.05mg 
Norethindrone 1.0mg 

(continued) 
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Drug Name Strength Reason for 
Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Fluphenazine Hydrochloride 5mg/ml 85 P-0019/CP ER Squibb and Sons New Strength Denied 
Injectable; Injection Oct 25, 1985 

Heparin Sodium 2000 Units/ml 85 P-0065/CP Abbott Laboratories New Strength Denied 
Injectable; Injection May 29, 1985 

Heparin Sodium 4000 Units/ml 85 P-006!.-/CP Abbott Laboratories New Strength Denied 
Injectable; Injection May 29, 1985 

Hydrochlorothiazide; 50mg 85 P-0571/CP Ayerst Labs/AMHO New Denied 
Propranolol Hydrochloride; 80ng Combination May 16, 1986 
Triamterene 75mg 
Capsule, Controlled Release; 
Oral 

Hydrochlorothiazide; 50mg 85 P-0571/CP Ayerst Labs/AMHO New Denied 
Propranolol Hydrochloride; 120mg Combination May 16, 1986 
Triamterene 75mg 
Capsule, Controlled Release; 
Oral 

Hydrochlorothiazide; 50mg 85 P-0571/CP Ayerst Labs/AMHO New Denied 
Propranolol Hydrochloride; 160mg Combination May 16, 1986 
Triamterene 75mg 
Capsule, Controlled Release; 

(continued) 
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Orug Naae Strength Reason for 
Dosage Foni; Route (Container Size) Docket !fJll~!!. Petitioner Petition Status 

Hydrocortisone Acetate a 85 P-0088/i;p Parke-Davis Labs/W-L New Dosage Denied 
Suppository; Rectal Form Sep 16, 1986 

New Route of 
Administration 
New Strength 
New Ingredient 

Ibuprofen; 200ng 85 P-0141/CP Dupont Pharms/Dupont New Denied 
Oxycodone Hydrochloride 5mg Combination Sep 27, 1985 
Capsule; Oral 
Oral 

Ibuprofen; 200mg 85 P-0141/CP Dupont Pharms/Dupont New Denied 
Oxycodone Hydrochloride 5mg Combination Sep 27, 1985 
Tablet; Oral 

Indomethacin 25mg 85 P-0025/CP Verex Laboratories New Dosage Denied 
Tablet; Oral Form Mar 31, 1986 

Indomethacin 50mg 85 P-0025/CP Verex Laboratories New Dosage Denied 
Tablet; Oral Form Mar 31, 1986 

Indomethacin 50mg/ml 85 P-0077/CP Roxane Laboratories New Dosage Denied 
Intensol Form Apr 7, 1986 
Solution (Concentrate); New Strength 

{continued) 
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Drug Name 
Dosage Fona; Route 

Indomethacin 
Tablet, Constant 
Release; Oral 

Indomethacin 
Controlled-release 
Tablet; Oral 

Hethoca rbamo 1 
Acetaminophen 
Tablet; Oral 

Strength 
(Container Size) 

75mg 

75mg 

400mg 
325mg 

Metoclopramide Hydrochloride lmg/ml 
Injectable; Injection 50lll /vial 

Hetoclopramide Hydrochloride 1mg/m1 
Injectable; Injection 75m1/vial 

Metoclopramide Hydrochloride lmg/ml 
Injectable; Injection 1O0ll1 /vial 

Hetoclopramide Hydrochloride lOmg/ml 
Injectable; Injection 

Metoclopramide Hydrochloride 10mg/m1 
Injectable; Injection 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number Petitioner 

85 P-OO26/CP Verex Laboratories 

85 P-O18O/CP Forest Laboratories 

85 P-O1O2/CP McNeil Phann 

86 P-OO15/CP Intl Medication Sys 

86 P-O015/CP Intl Medication Sys 

86 P-OO15/CP Intl Medication Sys 

85 P-OO62/CP Abbott Laboratories 

85 P-O457/CP Abbott Laboratories 

{continued) 
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Reason for 
Petition Status 

New Dosage Denied 
Form Sep 16, 1985 

New Dosage Denied 
Fonn Apr 7, 1986 

New Denied 
Combination Jun 24, 1986 

New Strength Denied 
Apr 25, 1986 

New Strength Denied 
Apr 25, 1986 

New Strength Denied 
Apr 25, 1986 

New Strength Denied 
May 29, 1985 

New Strength Denied 
Apr 18, 1986 
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Drug Namefi .. -. Route l)ost9! v, .... 

Strength 
(Container Size) 

Metoclopramide Hydrochloride 20mg/m1 
Injectable; Injection 

Metoclopramide Hydrochloride 20mg/ml 
Injectable; Injection 

Metronidazole 
Sponge; Vaginal 

Nitroglycerin 
Transdermal System 

50-125mg/ 
Sponge 

None 
Given 

Phenylephrine Hydrochloride; 0.5% 
Sulfathiazole 51 
Nasal Suspension; 
Topical 

Pseudoephedrine Polisterex 60mg 
Controlled Release 
Capsule; Oral 

Temazepam 10mg 
Soft Gelatin 20mg 
Capsule; Oral 

APPEMDIX 4 

II. Petitions Denied 

{continued) 

Docket Number Petitioner 

85 P-0062/ Abbott laboratories 
CP0002 

85 P-0457/ Abbott laboratories 
CP0002 

85 P-0117/CP VLI 

84 P-0302/CP Key Pharmaceuticals 

85 P-0205/CP Tanya W Ross 

85 P-0334/CP Pennwa·1 t Pha rm 

85 P-0016/CP Wyeth/AMHO 

(continued) 

Reason for 
Petition 

New Strength 

New Strength 

New Dosage 
Form 

New Dosage 
Form 
(New Matrix) 

New Dosage 
Form 
New 
Com bi nation 

86 

Status 

Denied 
May 29, 1985 

Denied 
Apr 18, 1986 

Denied 
Oct 8, 1985 

Denied 
Jul 29, 1985 

Denied 
Nov 14, 1985 

New Salt Denied 
New Ingredient Mar 19, 1986 

New Strength Denied 
Sep 29, 1986 
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Drug·-
Dosage fona; Renate 

Triamcinolone Acetonide 
Suspension; Injection 

Triamcinolone Acetonide 
Suspension; Injection 

Strength 
(Container She) 

2.5mg/m1 

3mg/m1 

87 

APPENDIX 4 

n. Petitions Denied 

(continued) 

Docket Number Petitioner 
Reason for 
Petition Status 

85 P-0001/CP GenDerm New Strength Denied 
Mar 4, 1985 

84 P-0240/CP Bay Pharmaceuticals New Strength Denied 
Mar 4, 1985 
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APPENDIX 5 

EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, THE FOLLOWING ABBREVIATIONS HAVE BEEN 
DEVELnPED. PLEASE REFER BACK TO THIS PAGE FOR AN EXrLANATION OF THE EXCLUSIVITY ABBREVIATIONS 
FOUND !N THE ADDENDUM. 

!!13REVIATION1 

NC NEW COMBINATION 
NCE NEW CHEMICAL ENTITY 
NDF NEW DOSAGE FORM 
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT 
NP NEW PRODUCT 
NR NEW ROUTE 
PP PARE~TERAL IN PLASTIC CONTAINER 
RTO PRESCRIPTION TO OTC STATUS CHANGE 
NS NEW STRENGTH 
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW) 
I NEW INDICATION (SEE REFERENCE, BELOW) 
ODE ORPHAN DRUG EXCLUSIVITY 

REFERENCES 

NEW DOSING SCHEDULE 

D-1 ONCE A DAY APPLICATION 
D-2 ONCE DAILY DOSING 
D-3 SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE 
D-4 SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE 
D-5 TEN DAYS/ELEVEN DAYS DOSING SCHEDULE 

(continued) 
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NEW DOSING SCHEDULE 

APPENDIX S 

(continued) 

D-6 SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE 
D-7 BID DOSING 
D-8 INTRAVENOUS, EPIDURAL AND INTRATHECAl DOSING 
D-9 NARCOTIC OVERDOSE IN ADULTS 
D-10 NARCOTIC OVERDOSE IN CHILDREN 
D-11 POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN 
D-12 BEDTIME DOSING OF SOONG FOR TREATMENT 

NEW INDICATION 

I-1 SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION 
I-2 DYSMENORRHEA 
I-3 TREATMENT OF TINEA VERSICOLOR 
1-4 SYMPTOMATIC GASTROESOPHAGEAl REFLUX 
I-5 NEPHROTOMOGRAPHY 
1-6 CONTRAST ENHAACEMENT IN CRANIAL COMPUTED TOMOGRAPHY 
1-7 VENOGRAPHY Of LOWER EXTREMITIES 
I-8 WHOLE·BODY COMPUTED TOMOGRAPHY 
1-9 GATED CARDIAC POOL IMAGING 
1-10 POST-MYOCARDIAL INFARCTION 
I-11 COLORECTAL SURGERY 
I-·12 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY 
1-13 CISPLATIN INDUCED EMESIS 
1-14 DIABETIC GASTROPARESIS 
I-15 SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE 
1-16 ACROMEGALY 

(continued! 
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NEW INDICATION 

1-17 PITUITARY TIIIORS 
l-18 POS1MENOPAUSAL OSTEOPOROSIS 

APPEMOIX 5 

(continued) 

1-19 ANTIDOTE FOR ACETAMINOPHEN OYERDOSAGE 
I-20 CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE 
JfiJ n,1i/tJJJJJ/"lJJ~ 
I-22 EXERCISE INDUCED BRONCHOSPASMS 
I-23 MYOCARDIAL INFARCilON OR STROKE 
1-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVF.L 
1-25 BLASTOMYCOSES DERMATITIDES 
1-26 PEDIATRIC SUBARACHNOID VASCULAR 
1-27 PETRIELLIDIIII BOYDII INFECTION 
I-28 HEREDITARY ANGIOEDEMA 
I-29 INTRACORONARY USE 
1-30 PEOIATRIC USE 
1-31 DIRECT ISOTOPIC CYSTOORAPHY 
1-32 POSTPARTIII HEMORRHAGE 
I-33 USE IN METHODONE INDUCED RESPIRATORY DEPRESSION 
1-34 PROlACTIN SECRETING ADENOMAS 
1-35 ANGINA PECTORIS DUE TO CORONARY ATHEROSCLEROSIS 
I-36 ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY 
1-37 SPINAL ANESTHESIA 
1-38 PATIENT PREOPERATIVE SKIN PREPARATION 
1-39 ADJUVANT WITH CHEMOTHERAPY FOR TREA1MENT OF BREAST CANCER FOLLOWING MASTECTOMY 
I-40 ANTIDOTE FOR ACETAMINOPHEN OVERDOSE 

(continued) 

90 



8 
~ -:: 
> 
~ 
E ~- NEW INDICATION 

1-41 
1-42 
I-43 
1-44 
1-45 
1-46 

ADD 1-47 
ADD 1-48 

APPENDIX 5 

(continued) 
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MANAGEMENT OF HYPOCALCEMIA AND RESULTANT METABOLIC BONE DISEASE IN RENAL DIALYSIS PATIENTS 
MAINTENANCE THERAPY AT REDUCED DOSE FOLLOWING HEALING OF ACUTE DUODENAL ULCER 
TREATMENT OF GASTROESOPHAGEAL REFLUX DISEASE 
TREATMENT OF SEVERE RECALCITRANT DERMATOPHYTE INFECTIONS 
ACCELERATE BARIIJI TRANSIT THEREBY DECREASING TIME AND EXTENT OF RADIATION TO INTESTINAL TRACT 
TREATMENT OF SMALL CELL LUNG CANCER IN COMBINATION WITH OTHER APPROVED CHEMOTHERAPEUTIC DRUGS 
USE IN BALANCED ANESTHESIA 
MANAGEMENT OF FAMILIAL OR HEREDITARY ESSENTIAL TREMOR 
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Af!N1GIX 6 
'9tHCltlPTICIH H OTC DftUI Ffflm\lCT 

PATINT H ll!XCLUSlVlTY DATA 

DI\U8 PRODUCTS AffRCMO UHHR SECTION IOI Of ffl£ ACT 
av M DMSION Of 81.000 H BLOOD PROOUCTS UST 

APPL/PROD PATINT PATINT EXCLUSIVITY EXCLUSIVITY .• 
rueElt 11:XPlltl!S COOE EXPIMS 

NO SEPTEMBER 1985 - OCTOBER 1986 ACTIONS 

APPL/PROO PATENT PATENT EXCLUSIVITY 
NUHSER EXPIRES COOE 

'9tl!StHPTION H OTC DftUI Plffll>UCT 
PATENT H lXCLUSIYlTV DATA 

EXCLUSIVITY APPL/PROO 
EXPIRES 

PATENT 
NUMBER 

PATENT EXCLUSIVITY 
EXPIRES CODE 

~i~i~~i!~~ ~~~i~i~ ~1~~li~~u~~ 
ltii~~~d~~ 1~l,fll~ *l~~~-~~~d~~~ 

~1~~1~111~ ~~Milli~ ~)m~!!i~Iiii~ 
>.AL> 16i\l8 001 D-7 

~lit~/~~/ ~~jJ~~j/ /k1't,li1;1i~~i1 
>.AL> 1-48 
>.AL> 16418 002 D-7 

1214! 006 4537883 AUG 27, 2002 >..:Al}L> 1-48 
12142 007 4537883 AUG 27, 2002 >...Alm..> 16418 003 D-7 
12142 008 4537883 AUG t?, 2002 >...Alm..> I-48 
12142 009 4537883 AUG 27, 2002 >.AL> 16418 004 0-7 
12142 010 4537883 AUG 27, 2002 >..AWL> I-48 
12365 005 4534973 AUG 13, 2002 >...Alm..> 16418 009 D-7 
12366 002 4534974 AUG 13, 2002 >...Alm..> I-48 
13601 001 I-40 JAN 31, 1988 >.AL> 16418 010 D-7 
13601 002 1-40 JAN 31, 1988 >.AL> 1-48 

lt~J-J!.l~,tl /j!J.~jtf./ lft~lti.:/t~~I 16636.002 0-9 
14715 004 3428735 FE8 18, 1986 0-10 

~i~~J!~ii~~ ~~i~~n;~ ~l~H:i~i~i;~ 0-11 
" 1-33 

(contlnu•d> 
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EXCLUSIVITY 
EXPIRES 

OCT 31, 1789 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT :n, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
SEP 24, 1986 



A~HH>t 6 93 
FIH!ICRIPTIOH H OTC NUI FlfflDUCT 

PATINT H UCCLUSIYITY DATA 

fa 
s APPVPROD PATENT PATENT EXCLUSIVITY !:XCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY "'0 NUHBER EXPIRES CODE EXPIRES NlhlER EXPIRES CODE EXPIRES -< 
~ 
!?: 16983 OQl I-36 SEP 09, 1988 

18147. 002 i~HM~,~ ~~~~Ui~ltti~ r- 16990 001 3634582 JAN 11, 1989 
~ 3860618 JAN 14, 1992 l~4fJd~~l lijt.~zt.tl'JJ4U r 17560 001 RE28636 JUN 02, 1987 li~tt.l ~~i,~f~-~~11~ 18141 003 'l~~t~,z Zd.t.~Zt.d:~nj~t.z 11560 002 RE28636 JUN 02, 1981 zi~it1 · ~~~~~~~~ -~iffliU:~,(j~~~ 17581 001 3998966 DEC 21, 1993 /~/ l~tJlt'4::lJ .. ~l 

17601 001 ~11~;~~,~ i~~~~iu~~m~ /Jdt'f.!+lddtl l!l•~~'{;(.t/ · 1~1ti::A'§l.'f>/ 
18154 001 3461461 t!AV 07, 1985 

11613 001 lJf.l~f..1--Jl l~'lldl:n~lJ,l /tdt'f.!+/l,d~I /~M,tM,t/ l~ltt.:lJ.,UI 
,H~~,l~}, ~~,i,1}~ ~m~,u~H~}~ 18154 003 3461461 HAV 07, 1985 

18155 001 ODE OCT 03, 1991 
17697 001 I-45 AUG 25, 1989 18181 001 ~fli~~l!~ iiJ~~H~~it~~ 17717 001 /U~,'f.tJ/ /(tfldt.:/tj,t/ 18182 001 
17760 001 NOF SEP 04, 1988 18183 001 l'JfJl#Jl 16¢~/~t.::n~~U 
17768 001 3855140 DEC 17, 1991 I-38 SEP 24, 1986 18217 001 4035376 JUL 12, 1994 NCE DEC 24, 1990 

3960745 DEC 17, 1991 18230 001 /#~,'!,:## /(ttfdt.:1tJ,tl 
:.7785 001 NOF HAR 07, 1989 18240 ,001 I-35 SEP 04, 1988 
17862 001 4536386 AUG 20, 2002 I-12 SEP 24, 1986 18240 002 I-35 SEP 04, 1988 

I-13 SEP 24, 1986 ltdU1/d.dt/ /!+#1"dl /dt¢/dt.:1t,,:11 
I-14 SEP 24, 1986 18257 001 4237068 NOV 09, 1998 

17862 002 4536386 AUG 20, 2002 I-12 SEP 21\, 1986 lJ.dl'f.:1/fJ.dU /~~1"dl ldt¢/fJt.:1t,~.1/ 
I-13 SEP 21\, 1986 18257 002 4237068 NOV 09, 1998 
I-lo\ SEP 21\, 1986 lMOl 001 3433791 HAR 18, 1986 

17862 003 4536386 AUG 20, 2002 I-12 SEP 24, 1986 18"23 001 3855140 DEC 17, 1991 
I-13 SEP 2'+, 1986 3960745 DEC 17, 1991 
I-14 SEP 24, 1986 >...AU.,.> 18470 001 4347242 JUN 30, 1998 NCE OCT 31, 1991 

17920 005 3950333 APR 13, 1993 D-12 APR 30, 1989 18471 001 NDF HAY 30, 1989 
4024271 HAY 17, 1994 18482 001 3784684 JAN 08, 1991 

17970 001 4536516 AUG 20, 2002 I-39, DEC 10, 1988 18482 002 3644627 FEB 22, 1989 
>..Amt.> 18024 001 I-47 OCT 23, 1989 378468ft JAN 08, 1991 
>..Aml_> 1802'+ 002 I-47 OCT 23, 1989 >...!!l!L> 18489 001 RE31463 APR 12, 1994 NCE OCT 31, 1991 

180<t4 001 I-41 JAN 22, 1989 18506 001 H1}f'~'~ ~,~~~IU~}ff,~ lSO<t4 002 I-41 JAN H, 1989 
18052 001 IU-J~~tJI /(1¢1 ldt.:1t,,t1 
18053 003 I-37 SEP 25, 1988 

>..Aml_> 18063 005 3935267 JAN 27, 1993 
>ADD> 3982021 SEP 21, 1993 

<continued) 



APPVP'fflD PATENT PATENT EXCLUSIVITY 
NUHBl!R EXPIRES CODI! 

185-1)9 001 NP 
18513 002 OOE 
18533 001 I•" 
18587 003 3658993 APR 25, 1989 NCE 
186" 001 3819706 JUN 25, 1991 NCE 

3885046 MAY 20, 1992 
4057323 MAR 26, 2002 
it347257 AUG 31, 1999 

§ it393078 JUL 12, 2000 
"25363 JAN 10, 2001 
"35"9 MAR 06, 2001 

! "38138 MAR 20, 2001 
186" 002 3819706 JUN 25, 1991 NCE 

3885046 MAY 20, 14192 
~ 4057323 MAR 26, 2002 

t 43it72S7 AUG 31, 1999 
it393078 JUL U, 2000 
"25363 JAN 10, 2001 

r "35449 MAR 06, 2001 
"38138 MAR 20, 2001 

186" 003 3819706 JUN 25, 1991 NCE 
3885046 MAY 20, 1992 
'+057323 MAR 26, Z002 
43'+7257 AUG 31, 1999 
4393078 JUL 12, 2000 
"25363 JAN 10, 2001 
"35449 MAR 06, 2001 
ltit'.-\t\138 MAR 20, 2001 

18654 001 it28J957 JUL 28, 1998 NCE 
18677 001 4087545 MAY 02, 1995 NCE 

4087547 MAY 02, 1995 
/-J.U6i1,,-J.1 /~i~~I /dt¢/-J.d,/-J.j1'JI lt11:tl 
18682 001 4062966 DEC 13, 1994 NCE 
18683 001 4393871 JUL 19, 2000 

APNtl)i>t 6 
FRUCftlPTIOM H 01C IIUI fllKIINCT 

PATIN\' H IXCWUVITY DATA 

EXCLUSIVITY APPVPROD PATENT PATENT EXCI.USIVITY 
EXPIRES tUeER EXPIRES CODE 

AUS 07, lMa /Ul,d!ll,.df,./ l!,.1,u,J.4/ I JRV,i.:u~~-d/ 
JUL 2lh 1990 18689 001 3708579 JAN 02, 1992 
JUN 30, 1989 18701 001 3it389'1 APR Uh 1986 NE 
SEP 07, 1992 18703 001 1•42 
DEC 30, 1990 18703 001 I-43 

18703 002 4128658 DEC OS, 1995 NCE 
4Stlit31 JUN 04, 2002 l-15 

1•42 
I-43 

18705 001 NDF 
18708 001 38it5039 OCT 29, 1991 NCE 

DEC 3th 1990 18713 001 
3920818 NOV 18, 1992 

IU'J~$1'JI l~t"f..:lt~~f.l 
18731 001 3177634 FEB 20, 1990 NCE 

4182763 JAN 08, 1997 
18731 002 3177634 FEil 20, 1990 NCE 

· 4182763 JAN 08, 1997 
18735 001 4001323 JAN 04, 1994 NCE 
18735 002 ~001323 JAN 04, 1994 NCE 
18735 003 4001323 JAN 04, 1994 NCE 

DEC 3th 1990 18735 004 4001323 JAN 04, 1994 NCE 
> :Di::> 1u,u1,.df,./ l/..d$$~$U l~fU$.:/!,.~.4/./ lt11:t/ 
> > 18738 001 '+055652 OCT 25, 1996 NCE 

18754 002 3641127 FEB 08, 1989 NCE 
18754 003 3641127 FEB 08, 1989 NCE 
18768 001 1·46 

/!,.d.1.1A/.d.dt/ 1/.-J.'JUdf,./ If tdl.d~.:/!,..4.~/ lt11:tl 
18770 001 4138581 FEB 06, 1998 NCE 

DEC 20, 1990 18813 001 Htl:lJI~ ~~if~H~HiH DEC 26, 1990 18827 001 
18830 001 3900481 AUG 19, 1992 NCE 

1~t,ur..:u,u1 18830 001 4005209 JAN 25, 1994 NCE 
FEB 18, 1993 18830 002 3900481 AUG 19, 1992 NCE 

18830 002 4005209 JAN 25, 1994 NCE 
18859 001 it211771 JUI. 08, 1997 NCE 

RU9835 MAR 19, 1991 

<continued) 
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EXCI.USIVITY 
EXPIRES 

JAN lit, 1989 
MAY 30, 1989 
MAY 30, 1989 
JUN 09, 1993 
JUN 2th 1988 
MAY 30, 1989 
HAY 30, 1989 
OCT 31, 1988 
DEC 27, 1990 

SEP 29, 1991 

SEP 29, 1991 

OEC 31, 1990 
DEC 31, 1990 
DEC 31, 1990 
DEC 31, 1990 

#1)¢/'J.d.:/!,..4.4.6I 
AUG 30, 1990 
JAN 09, 1991 
JAN 09, 1991 
SEP 04, 1989 

ldt¢!td.:I-J.~.4I 
DEC 28, 1989 

OCT 31, 1990 
OCT 31, 1990 
OCT 31, 1990 
OCT 31, 1990 
DEC 31, 1990 



APP!NDlX 6 95 
PRUCIIPTtoN AND OTC IRUI llltODUCT 

PATOff AND EXCLUSIVITY DATA 

ij APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY 
< NUMBER EXPIRES COOE EXPIRES NUHaER EXPIRES CO~I: EXPIRES 
> < 
i!.1! 18873 002 3954872 ~y 04, 1993 NCE DEC 3,h 1990 18956 004 4021481 HAY 03, 1994 NCE DEC 26, 1990 
i-· 4031244 JUN 21, 1994 4250113 FEB 10, 1998 li; 18873 003 3954872 HAY 04, 1993 NCE DEC 30, 1990 18971! 001 NCE DEC 24, 1990 
~ 4031244 JUN 21, 1994 18985 001 4544554 JUL 23, 2002 

18873 004 3954872 HAY 04, 1993 NCE DEC 30, 1990 >..!Im..> 4616006 OCT 07, 2003 
4031244 JUN 21, 1994 18985 002 4544554 JUL 23, 2002 

18874 001 3697559 OCT 10, 1989 NOF SEP 24, 1989 >..!Im..> 4616006 OCT 07, 2003 
18874 002 3697559 OCT 10, 1989 NDF SEP 24, 1989 18998 001 4374829 FEB 22, 2000 NCE DEC 24, 1990 
18887 001 3686412 AUG 22, 1989 NOF DEC OS, 1988 18998 002 4374d29 FEB 22, 2000 N.":E DEC 24, 1990 

3777033 AUG 22, l<l89 18998 003 4374829 FEB 22, 2000 NCE DEC 24, 1990 
>..!!2!L> 3860618 JAN 14, 1992 19011001 NP SEP 24, 1986 
>..!!2!L> ¥+05598 sb 20, 2000 19028 001 NP AUG 13, 1989 

18891 001 4559222 DEC 17, 2002 >..!Im..> 19032 001 3632645 JAN 04, 1989 NCE OCT 27, 1991 
18891 002 4559222 DEC 17, 2002 lJ.~dH/ddf.l /f+'J-J$ff>~I l»ttlf.'!>.:/f.1,~I /~U ldt¢I fJ.:/f.~~dl 
18891 003 4559222 DEC 17, 2002 19044 001 4335095 JUN 15, 1999 NCE DEC 23, 1990 

/f.f..4'1:J/#,f.l /-Jl,f,,1~f,tf /dt¢lJf..:/f.1.4f./ 19059 001 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING 
18917 001 3857952 DEC 31, 1993 19059 002 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING 

/f.¢..4'J..1/fJfJ/ tm.1~~# /dtU-Jf..:/f.1.4'J./ 19059 003 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING 
18917 003 3857952 DEC 31, 1993 19069 001 /-Jl,-Jjf,,1-J/ /11¢1/.df..:/f.~Jf./ 
18928 001 4221778 SEP 09, 1997 19071 001 ODE AUG 30, 1992 
18932 001 ODE NOV 2th 1991 NP AUG 30, 1988 
18948 001 NCE DEC 27, 1990 19079 001 NE FEB 11, 1989 

ODE DEC 27, 1992 19081 002 4379454 APR 12, 2000 NDF SEP 10, 1989 
/f.l,%~/dff./ /-Jl,jl,#j/ /1:H./f.f,,:/f.J.4# /.'~E /IV.:l/.df..:/f.1.4dl 4144317 SEP 09, 1992 

18949 001 3878217 APR 15, 1994 NCE HAY 08, 1990 3948262 JUL 29, 1992 

~i~~~i~i ~1M~~l~~1:i1i 19081 003 4379454 APR 12, 2000 NDF SEP 10, 1989 
4144317 SEP 09, 1992 

~t1~tl~ ~l~~l~*~l~~ 3948262 JUL 29, 1992 
19084 001 4335125 JUN 15, 1999 NDF DEC 31, 1988 

IM.~.4~'j/ l~l~~::nlH.I 19090 001 4585790 APR 29, 2003 
18956 001 4021481 HAY 03, 1994 NCE DEC 26, 1990 19107 001 NCE OCT 17, 1990 

4250113 FEB 10, 19980 19107 001 ODE OCT 17, 1992 
18956 002 4021481 HAY 03, 1994 NCE DEC 26, 1990 >..!Im..> 19193 001 NCF. OCT 31, 1991 

42:50113 FEB 10, 1998 19194 001 NCE NOV 11, 1990 
18956 \l03 4021481 HAY 03, 1994 NCE DEC 26, 1990 ODE NOV 11, 1992 

4250113 FEB 10, 1998 19215 001 4078071 HAR 07, 1995 NCE NOV 25, 1990 
19219 002 3641152 FEB 08, 1989 NCE DEC 19, 1990 

(cont·1 nued) 



APPI./PROD PATENT PATENT EXCI.USI\IITV 
NUHBER EXPIRES CODE 

>..!J2!L> 19221 001 4374829 FEB 22, 2000 NC 
>..!J2!L> 4472380 SEP 18, 2001 

19257 001 NDF 
ODE* 

19259 001 3980778 SEP 14, 1993 
19260 001 3980778 SEP 14, 1993 
19264 001 ODE 
19270 001 lt252984 FEB 24, 1998 NCE 

4311708 JAN 19, 1999 
4342783 AUG 03, 1999 

19322 001 3721687 MAR 20, 1990 NCE 
19323 001 3721687 MAR 20, 1990 NCE 
19359 001 4078071 MAR 07, 1995 NCE 
19368 001 4205086 HAV 27, 1997 NCE 

ODE 
19369 001 4215215 JUL 29, 1997 NCE 

~ 
4200647 APR 29, 1997 

19369 002 4215215 JUL 29, 1997 NCE 
4200647 APR 29, 1997 

~ >_!IDl_> 19384 002 4146719 MAR 27, 1996 NCE 

i 
19412 001 NS 
19412 002 NS 
19412 003 NS 

r 19412 004 NS 
19415 001 NE 

*REFER TO APPENDIX I NARRATIVE 

APPEHDI>C 6 
PREDIPTIOM AHD OTC MUI l'ROOUCT 

PATENT AM> lXCI.USl\llTY DATA 

EXCI.USI\IITY APPI.IPROD 
EXPIRES 

OCT 31, 1989 19425 001 

APR 10, 1989 19434 001 
DEC 27, 1992 

19435 001 
19439 001 

OCT 16, 1991 19441 001 
AUG 30, 19,0 >..Alm..> 1946t 001 

>...ADL> 19462 002 
19478 001 

OEC 27, 1990 
DEC 27, 1990 19478 002 
NOV 25, 1990 
OCT 29, 1990 19518 001 
OCT 29, 1992 >..!!!IL> 19600 001 
SEP 30, 1991 

SEP 30, 1991 

OCT 31, 1991 
MAR 10, 1989 
MAR 10, 1989 
MAR 10, 1989 
MAR 10, 1989 
SEP 18, 1989 

PATENT 
NUHBER 

ltlll2444 
'+066755 
3950333 
4024271 
4024163 

4283408 
4283408 
3644627 
3784684 
3644627 
3784684 

96 

PATENT EXCLUSIVITY EXCLUSIVITY 
EXPIRES CODE EXPIRES 

HAR 15, 1994 NCE AUG 01, 1994 
JAN 03, 1995 
APR 13, 1993 
HAV 17, 1994 
HAV 17, .1994 NCE MAR 31, 1991 

NS JUN 13, 1989 
NC JUL 11, 1989 

AUG 11, 1998 NCE OCT 15, 1991 
AUG 111 1998 NCE OCT 15, 1991 
FEB 22, 1989 
JAN 08, 1991 
FEB 22, 1989 
JAN 08, 1991 

NS AUG 06, 1,s9 
NDF OCT 30, 1989 
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SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
7TH EDITION (1181) 

MAILTO: 

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

PURCH~R: 

DATE: 

SHIPTO: 
(lf different than. Purchaser) 

CONTACT: TELEPHONE (Include Area Code): 

METHOD OF PAYMENT: 

0 Charge my GPO Account No. 

D Purchase Order No. 

Ocheck/moneyorder enclosed for $ _,.,..._---,----.--= 
(Make check or money order payable to Superirttendent of Docwnent8) 

AUTHORIZING 
SIGNATURE: 

DESCRIPTION 

The 7th Edition is published in March 1987. 
Subscription includes the Approved Drug 
Products publication and monthly Cumu
lative Supplements. 

DOMESTIC (Stock No. 917-001-00000-6) 

REIGN <ra No. 917-001-00000-6) 

ENTERTOTAL 

QUANTITY 

DATE: 

UNITPRICE TOTALPRICE 

@ $86.00 

@ $107.50 $ 
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