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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

6th EDITION 

CUMULATIVE SUPPLEMENT 

NOVEMBER 1986 

A. INTRODUCTION 

1. HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the 
Approved Dru~ Products with Therapeutic Equivalence Evaluations, 
6th Edition the List). The List is 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 Suppleme~t. 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.) 

D~ug 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 
parenthesP.s, located 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 new to the 
current Cumulative Supplement are indicated by the symbol >..Amt..> to the 
left of the line on which new information exists. The >..AmL> symbol is 
dropped in subsequent Cumulative Supplements for that item. 

BEST COPY AVAIi.AB ... 
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A newly approved product is identified by the lozenge(•) to the right of 
its strength. This identifier remains throughout all Cumulative 
Supplements for this edition. 

Deletions from the drug product lists and the Appendices are indicated by 
overstruck print in the Cumulative Supplement. Deletions new to the 
current Cumulative Supplement are indicated by the symbol >JU.I...> (DELETE) 
to the left of the line containing the overstruck print. The 
symbol is dropped in subsequent Cumulative Supplements for that item. 

Products discontinued from marketing will be flagged in this Cumulative 
Supplement with the na" symbol to designate their non-marketed 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 "Drug Price Competition 
and Patent ierm Restoration Act of 1984. 11 

2. APPLICANT (NAME) CHANGES 

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

Former Applicant (Name) 

VITARINE/PHOENIX 

DRUMMER/PHOENIX 

INVENEX LABS/LIFE 

ONEAL JONES&FELDMAN 

AM MCGAW/AM HOSP 

APPLICANT (NAME) CHANGES 

New Applicant (Name) 

VITARINE 
PHARMACEUTICALS, INC 

VITARINE 
PHARMACEUTICALS, INC 

L YPHOMED, I NC 

FOREST 
PHARMACEUTICALS, INC 
SUBSIDIARY OF FOREST 
LABORATORIES, INC 

KENDALL MCGAW 
LABORATORIES, INC 

(continued) 

vi 

New Abbrevi atsd Name 

VITARINE PHARMS 

VITARINE PHARMS 

LYPHOMED 

FOREST PHARMS/FOREST 

KENDALL MCGAW LABS 

BEST COPY AVAlltw~ 



Former Applicant (Name) 

IVES LABS/ AMHO 

REID PROVIDENT LABS 
AND 

ROWELL LABORATORIES 

BAY LABORATORIES 

AMERICAN CRITICAL CARE 
DIV AMERICAN HOSP SUPPLY CORP 

3. PREDNISONE BIOEQUIVALENCE 

AP~LICANT {NAME) CHANGES 

(continued) 

New Applicant (Name) 

WYETH LABORATORIES, INC 
DIVISION OF AMERICAN 
HOME PRODUCTS CORP 

REID-ROWELL 

MY-K LABORATORIESs INC 

AM CRITICAL CARE/AHS 

New Abbreviated Name 

WYETH LABS/AMHO 

REID-ROWELL 

MY-K LABS 

DUPONT CRIT CARE 

The Agency has determined that in vitro data are sufficient to demonstrate 
bioequivalence of prednisone procfucrs:- This decision is based on past 
bioavailability studies on a variety of prednisone products sponsored under 
FDA contract which established an in vitro and in vivo corr~lation with a 
variety of in vitro apparatus and med~The studies demonstrated that the 
dissolutionrate using 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 fixed 
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 prednisone 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 program, when marketed prednisone table products were 
resurveyed in 1980, all met the USP standard. 

A selected sample of the p~oducts in an Agency bioavailability study conducted 
in 1982 on marketed prednisone tablets revealed no statistically significan~ 
differences in the key bioavailabil ity parameters (AUC, Cmax, Tmax) for 
pre~nisone_tablets. 

Therefore, FDA will change the therapeutic equivalence code from BX to AB on 
any approved prednisone tablets if the application is supplemented with an 
acceptable comparative in vitro d_iss·olution study. (See Appendix 3 of this 
Supplement for availabl~guidance. from the Division of Bioequiva~ence.) 

vii 
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4. OTC DRUG PRODUCTS 

The following drug products identified in the "OTC Drug Product List" of 
this publication as requiring approved applications may be marketed on the 
firm's own responsibility without an application under the Agency's 
existing OTC drug marketing policies so long as applicable proposed or 
tentative final monographs are followed (see 21 CFR 330.13). 

Dexbrompheniramine Maleate 
Pseudoephedrine Sulfate 
Tablet; Or-al 

Pseudoephedrine HCl 
Triprolidine HCl 
Tablet or Capsule; Oral 

Pseudoephedrine HCl 
Triprolidine HCl 
Syrup; Oral 

Triprolidine HCl 
Syrup; Oral 

Triprolidine HCl 
Tablet; Oral 

2mg 
60mg 

60mg 
2.5mg 

30mg/5ml 
1.25mg/5ml 

1.25mg/5ml 

2.5mg 

viii 
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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 arproved 
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 additional 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 
methylprednisolone acetate 

[topical anti-infectives for 
dermatologic use] 

nitroglycerin (capsule, controlled release;oral) 
nitroglycerin (ointment;topical) 
nitroglycerin (tablet, controlled release;oral) 
nitroglycerin (tablet, controlled release;buccal) 
phenazopyridine hydrochloride and 

sulfamethoxazole 
tranylcypromine sulfate 

ix 

Federal Register Reference 

MAR 26, 1984 (49 FR 11888) 

SEP 7, 1984 {49 FR 35428) 
SEP 31 1986 (51 FR 31371) 
SEP 7, 1984 {49 FR 35428) 
JUL 51 1985 (50 FR 27688) 
JUL 29, 1983 (48 FR 34516) 

MAR 22, 1984 (49 FR 10708) 



6. INJECTABLE PRODUCT PACKAG£ 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 exclusivity by the Agency, the product will appear as 
singl~ 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 pa.·enterals within an NDA as a per ml concentration and 
large volume parenterals as per 100ml. 

X 
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7. REPORT OF COUNTS FOR THE P~:~tRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

This report provides summary counts derived from the product info~nation in the Prescription Drug Product 
List and the current Cumulative Supplement. Thus, products included in the counts are domestically 
marketed drug products approved for both safety and effectiveness under sections 505 and 507 of the 
Federal Food, Druy, and Cosmetic Act. Excluded are those approved drug products marketed by distributors; 
those marketed solely abroad; and products now regarded 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. r~fers to 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 dr 1ge form and strength for a given route of administration 
with approval for marketing by a firm under J particular generic or trade name. 

New Molecular Entity 

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

USE OF REPORT 

From the data presented under Section B., 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 changes from multisource to single source and 
vice versa. However, the net gain that results from all additions, deletions and category changes is 
reflected in the quarterly counts for multisource and single source products. 

xi 
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST 

A. COUNTS CUMULATIVE BY QUARTERS 

CATEGORIES COUNTED JULY 1 85 <BASELINE) JUL '86 

DRUG PRODUCTS LISTED 8048 8860 
SINGLE SOURCE 2096 c 26. o:e> 2137 (24.llC> 
MULTISOURCEC I) 5952 04. OJ> 6723 (75.9:&) 

THERAPEUTICALLY EQUIVALENT 4864 (60.51) 56 I 9 <63. 41 > 
NOT THERAPEUTICALLY EQUIVALENT 1054 (13.11) I 062 C I 2. I I) 
EXCEPTIONs<2> 34 < 0.4J) 42 C 0.4J) 

NEW MOLECULAR ENTITIES APPROVED - 27 
NUMBER OF APPLICANTS 306 327 

B. ACTIVITY FOR SUPPLEMENT NUMBER IS 

NOV '86 - CUMULATIVE 

DRUG PRODUCTS ADDED: 81 81 
NEWLY APPROVED 80 80 
DESI EFFECTIVE 0 0 
REMARKETED I I 

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

NET GAIN IN DRUG PRODUCTS 81 81 
SINGLE SOURCE PRODUCTS APPROVED 1 7 
MULTISOURCE DRUG PRODUCTS APPROVED 74 74 
NEW MOLECULAR ENTITIES APPROVED: 0 0 

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

OF THE ENTITY 0 0 

OCT 1 86 

9066 
2128 (23.5J) 
6938 (76.5:&) 

5850 (64.5J) 
1039 (11.5:&) 

49 ( 0.5J) 

8 
330 

(!) 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 



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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PRESCRIPTION DRUG PRODUCT LIST 
6TH EDITION 

CUMULATIVE SUPPLEMENT NUMBER 15 I AUG'85 • NOV'86 

ACETAMINOPHEN { PAGE 3-1 l 

INJECTABLE; INJECTION 
INJECTAPAP 

MCNEIL PHARM lOOMG/MUl 

ACETAMINOPHEN; BUTAL§ITAL IPAGE 3-ll 

CAPSULE; ORAL 
BANCAP 

FOREST PHARM/FOREST 32SMG;50MGN 

TABLET; ORAL 
SEDAPAP-10 

MAYRAND 650MG;50MGM 

ACETAMINOPHEN; BUTAL§ITAL> CAFFEINE IPAGE 3-1> 

CAPSULE; ORAL 
ACETAMmOfflfflt l!M"ALUTALt AND MFFl!::gtH, 

~ HIKART ll2!§;fil}1§;~ 

AHO§UAN 
~ MALLARD ll2!§,fil}1§;~ 

HEDXGES!C PLUS 
~ US CHEM MKTG GROUP ~SM!HfilJ.t§;~ 

Nl7785 001 
MAR 07, 1986 

N88889 001 
JAN 16, 1986 

N88944 001 
OCT 17, 1985 

N89007 001 
MAR 17, 1986 

N87628 001 
OCT 01. 1986 

N8911S 001 
JAN 14, 1986 

ACETAMINOPHEN; CAFFEINE> QIHYDROCODEINE §ITARTRATE tPAGE 3-1) 
' CAPSULE; ORAL 
~ 

AA REID-ROHE LL 

SYNAl.005-DC..A 
AA WYETH LABSIAMHO 

356.t+HS;30MG;.li.J1!iac 

356.4HS;~;.li.M!i3C 

N8S584 001 
HAR 04, 1986 

N89166 001 
HAY 14, 1986 

ACETAMINQPHEN> CQPEIN§ PHOSPHATE {PAGE 3-ll 

TABLET; ORAL 
ACJI~ftlffl Atffl P9H:JNE 

AA VITARINE ~;ll.t§ 
AA ~;~ 
AA ~;il.t!§ 

ACJIAMrHOftllH AND popmr PHOIPHAII 
AA MIKART ilfil!i;~ 

MUAl:P911HIH AND P9PRNI PHOSptlAU !I 
AA SUPERPHARM ~;l2!,_~ 

ACIJ'Al'P9ftllH AHD CODl!:plE PHOSPHATE !I 
AA ttIKART ~;~ 

AA PUREPACIKALIPHARMA ~;~ 

AA SUPERPHARM ~;~ 

AA ~ ;~ 

ACIJ'AMP9ftllH ANP P9DRNI FHOSptlATIE .,. 
AA HIKART ll!lli!i;~ 

AA 

AA 

SUPERPHARM ~;~ 

~;~ 

Ammr;IH NI P9D7j 1141 ~~~~t\~J$~~, 
A,ET_IH NI COD7j ~ IJ.l./~J.~.d~¢Jt~~I 
7nmfflffl NI coo7 r .,. 

ll4!7if.l 7ldtl¢J~~~/ 
ftlEHAftlEtf-650 N (CODgNE 

AA AH ROBINS ilmli•~ 

ACETAMINOPHEN; HVDROCQDONE BITARTRATE {PAGE 3-3) 

CAPSULE ; ORAL 
ACETAMtHOIIHIH AND H'l'DROCODOHE Br1'ARTRATE 

AA DM GRAHAM LABS SOOMG;5MGP 

l 

N87433 001 
N85917 001 
N87423 001 

N8923l 001 
MAR 03, 1986 

N89l83 001 
OCT 18, 1985 

N89238 001 
FEB 25, 1W36 

N89080 001 
JUL 17, 1986 

N89184 001 
OCT 18, 1985 

N89253 001 
HAY 19, 1986 

N89244 001 
FEB 25, 1986 

N89185 001 
OCT 18, 1985 

N89254 001 
MAY 19, 1986 

l~~~~t.1. '~.dt/ 

l~~j~$$. '.d~t/ 

l~~.1~1$. '.d~t/ 
N85856 001 

N89006 001 
AUG 09, 1985 
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RX DRUG PRODUCT LIST/ CUMULATIVf SUPPLEMENT NUM8ER 15 ✓ A00'85 - NOV'86 

ACETAMINOPHEN, HYQROCQDQNE 8ITABTRATE lPAGE 3-3> 

CAPSULE; ORAL 
eaNCAP~ 

!A FOREST PHARWFOREST ~;~ 

//ti.I /~tl.t.. '.AA-tt#fttJSIW/1~.d~~J~~I 
l;fl'DROCODOHE BffAHRAT§ AND ACffAMmOft_lffi 

!A KIKA.RT ~;~ 

TABLET; ORAL 
DURADYHE pHC 

!A FOREST PHARWFOREST ~;6 

HYOROCOD'lHE BffAfflATE AND ACffAMmOPHEN 
!A MIKAR1· 5Q!lli!H~ 

HORCg: 
!A HOLLOWAY PHARMS ~;~ 

TYCODONE 
!A MCNEIL PHARM ~;~ 

ACETAMINOPHEN; PROPQXYPHENE NAPSYLATE (PAGE 3-3) 

TABLET; ORAL 

At! 

liff~:!l4~t:t.:illl 
PROPACET 100 

LEMMON il.2m ;19.2.!:§ 

PROPO>ri'ffltHE HAps'tl.ATE AHi> ACffAMmOPHEN 
At! 

At! 

At! 

At! 

At! 

At! 

BARR LABORATORIES 650MG;~ 

CORD LABORATORIES 

LEMMON 

il.2t!§;~ 

il.2m .~ 

il.Qm.~ 

il.2t!§;~ 

ZENITH LABORATORIES 650MG;~ 

ACETAZOLAMIDE (PAGE 3-4) 

TABLET; ORAL 
ACETAZOI.AMUIE 

!§ DANBURY PHARMACAL llm:P 

N87961 001 
MAR 17, 1983 

,,~1~s~i1~ 
N89008 001 

FEB 21, 1986 

N87809 001 
MAR 17, 1983 

N8927l 001 
JUL 16, 1986 

N8887l 001 
MAY 15, 1986 

N89385 001 
AUG 27, 1986 

N70107 001 
JUN 12, 1985 

N7061S 001 
MAR 21, 1986 

N70771 001 
MAR 21, 1986 

N7077S 001 
MAR 21, 1986 

N70443 001 
JAN 23, 1986 

N70732 001 
JAN 03, 1986 

N70146 001 
AUG 02, 1985 

N88882 001 
OCT 22, 1985 

ACEII!e ~P• GLACUl. CPAGE 3-4> 

SOLUTION/DROPS; OTIC 
MBOfAU 

!I PHARMAFAIR 

ACETQHEXAMIQE lPAGE 3-4> 

T .\BLET; ORAL 
t\QiJCHlj:>WqQI 

@ 

>..AWL> 
>..AWL> At! 
>..AWL> 
>..AWL> At! 
>...AIDL> 

COLMED LABORATORIES ~ 

~ 

Q'fflEI.OB 
>...AIDL> !§ Ell LILLY INDSTRS/PR ~ 
>..AWL>!§ ~ 

ACETVLCYSTEINE lPAGE 3-5> 

SOLUTION; INHALATION 
tMC9MYff 

AN MEAD JOHNSON/8-M 
AN 

HUCOSOL•H 
AN DEV LABORATORIES 

tf.lCOSQL•H 
AN DEY LABORATORIES 

ACYCLOVIR lPAGE 3-S> 

CAPSULE; ORAL 
ZOVIRAX 

BURROUGHS HELLCOME 

~ 
~ 

ll..~ 

~ 

200MG 

AL8UTEROL SULFATE lPAGE 3-6) 

TABLET; ORAL 
PROVEHT:r;L 

At! SCHERING Eq 2MG BASE 

At! EQ 4MG BASE 

ypm,L:EH 
!§ GLAXO EQ ?MG BA.SEIi 

a Eq 4MG BA.SEIi 

2 

N88J0& 001 
AUG U, 1985 

N70753 001 
NOV 03, 1986 

N70754 001 
NOV 03, 1986 

N13378 002 
N13378 001 

Nl3601 002 
N13601 001 

N70575 001 
OCT 14, 1986 

N70576 001 
OCT 14, 1986 

N18828 001 
/)~1V~6.:.·J~6~/ 

JAN 25, 1985 

N178!i3 001 
MAY 07, 1982 

N17853 002 
MAY 07, 1982 

N19112 001 
JUL 10, 1986 

N19112 002 
JUL 10, 1986 



m< DRUG PRODI.ICT UST / CUMULATIVE SUPPLEMENT N\11181:!R 15 / AUG'81 • NOV'86 3 

!J.topURINQL (PAS£ 3-6) 

TABLET; ORAL 
ALLO~L 

M BARR LABORATORIES ~ N70466 001 
/t\j'J,''!,,.::tH.d.'.( 'DEC 24, 1985 

M ~ N70467 001 
/~'J.''J,,.:.'j.H,d,'.('DEC 24-, 1981 

M CORD LABORATORIES ~ N70268 001 
/~'J.''!i~.::tH.d.'J,'DEC 31, 1985 

M ~ N70269 001 
/~'J. ''J,.d.:. 'I.,~. 'J. 'DEC 31, 1985 

M HYLAN PHARHS ~ . Nl8659 001 
OCT ti\, 1986 

M ~ Nl8659 002 
OCT 2'h 1986 

M PAR PHARMACEUTICAL ~ N701SO 001 
/~'J.''Ji~.:.'1.H,d.'J.'DEC 10, 1985 

M ~ N70147 001 
/~'J,''J,,_;,'j.H,d,',('DEC 1th 1985 

M PURE PAC/KA LI PHARMA ~ N70579 001 
APR 14, 1986 

M ~ N70580 001 
APR l<t, 1986 

M SUPERPHARl"I ~ N70950 001 
NOV 30, 1988: SEP 04, 1986 

M ~ N70951 001 
NOV 30, 1988 : SEP 04, 1986 

ANANTADINE HVQROCLQRIQE lPAGE 3-73 

CAPSULE; ORAL 
AMAHTAUHJ HCL 

M FORMUTEC 

Al REID-ROWELL 

S')M'lffRII. 

l!2mP 

l!2mP 

M DUPONT PHARMS/OOPONT ~ 
M ~ 

AMILORIDI; HVOROCHLORIQE CPAGE 3-7) 

TABLET; ORAL 
AMXI.ORJH HCI. 

M PAR PHARMACEUTICAL ~ 

HJIWl9R 
M HS&D/HERCK it:§ 

N70589 001 
AUG 05, 1986 

N71000 001 
SEP 04, 1986 

Nl6020 001 
Nl7117 001 

N70346 001 
JAN 22, 1986 

Nl8200 001 

>..!RR..> 
>..!RR..> 
>..ARL> 

AMILQRJPE UYQBQCHI.QBIQEl ttYPRQCHI.QBQJffIAZIDE IPAGE 3-7> 

TABLET; ORAL 
t:D'RBO:MPI 

M PAR PHARMACEUTICAL lt!ilU!:P N70347 001 
DEC 25, 1990: AUG 06, 1986 

f:mMl.1':IC 1• 
M HS&D/HERCK it:§lSt:§ Nl8201 001 

AMINO ACIDS IPAGE 3-7> 

INJECTABLE; INJECTION 
AMINOSVN•HBC 7:C IN PLASTIC CONTAINER 

AMOTT LABORATORIES 7XN N19400 001 
JUL 23, 1986 

AMINOSVN•PF 7:C 
AMOTT LABORATORIES 7XN Nl9398 001 

SEP 06, 1981 
AHINOSVN·PF lOl'. 

AB80TT LABORATORIES lOXN N19492 001 
OCT 17, 1986 

AMINOSVN II 3.51. 
AMOTT LABORATORIES 3,SXN Nl9438 001 

APR 03, 1986 
AMINOSVN II 3.51. IN PLASTIC CONTAINER 

AMOTT LABORATORIES 3.SXN Nl9491 001 
OCT 10, 1986 

AMINOSVN II 51. 
ABBOTT LABORATORIES SXN Nl9438 002 

APR 03, 1986 
AH1NOSVN II 7X 

ABBOTT LABORATORIES 7XN Nl9438 003 
APR 03, 1986 

AMINOSYN II 8.Sl'. 
ABBOTT LABORATORIES 8.5%N Nl9438 004 

APR 03, 1986 
AMINOSVN II lOl'. 

ABBOTT LABORATORIES lOXN Nl9438 005 
APR 03, 1986 

NOVAHINE lSl'. 
KABIVITRUM lSXN Nl7957 004 

NOV 28, 1986 

AMINO ACIDS; CALCIUM ACETATE; GLYCERIN> MAGNESIUM ACETATE; 
PHOSPHORIC ACID; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM 
CHLORIDE IPAGE 3-8> 

INJECTABLE; INJECTION 

1,t~t~liiJ~tl 
PROCALAMINE 

KENDALL HCGAH LABS 3l'.;26HG/l00ML;3GM/100ML;S4MG/100ML; 
41HG/100ML;150HG/100ML;200HG/100ML; 
120HG/100ML Nl8582 001 

HAY 08, 1982 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'SS • NOV'86 4 

AMINO ACIDS; DEXIftOSE IPAGE 3-8) 

INJECTABLE;INJECTION 
AMINOSYN II 3.SX IN DEXTROSE 5X IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 3.SX;SGM/lOOMLN N19S06 001 
NOV 07, 1986 

AMINOSYN II 3.SX IN DEXTROSE 2.SX IN PLASTIC CONTAINER 
ABBOTT LABORATORIES 3.SX;2SGMl100MLN N19505 001 

NQV 07, 1986 
AMINOSYN II 4. 2.SX IN DEXTROSE 2.SX IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 4.25X;2SGM/l00MLN N19S04 002 
NOV 07, 1986 

AMINO ACIDS; MAGNESIUM ACETATl;i POTASSIUM ACETATI\i SOOIUH 
CHLORIDE; SQDIUH PHOSPHATE, OIBASIC IPAGE 3-9> 

INJECTABLE; INJECTION 
AHINOSYN II 3.SX M 

ABBOTT LABORATORIES 3.SX;32MG/lOOML;l28MG/lOOML; 
222MG/lOOML;49MG/lOOMLn Nl9437 007 

APR 03, 1986 
AMINOSVN II 3.SX HIN PLASTIC CONTAINER 

ABBOTT LABORATORIES 3.SX;32MG/lOOML;l28MG/lOOML; 
222MG/lOOML;49MG/100Mln Nl9493 001 

OCT 16, 1986 

AMINO ACIQSi MAGNESIUM CHLORIDE> PQTASSIUM GHLORIQEi 
PQTASSIUJ:1 PHQSPHm. QIBA§ICi §ODIUM CHLORIDE «PAGE 3-9) 

INJECTABLE; INJECTION 
AMINOSYN II 71. tv ELECTROLYTES 

ABBOTT LABORATORIES 71.,102MG/lOOML;4SMG/lOOML; 
522MG/lOOML;410MG/lOOMLn Nl9437 006 

APR 03, 1986 
AMINOSYN II 8.SX tv ELECTROLYTES 

ABBOTT LABORATORIES 8.SX;l02MG/100ML;4SMG/lOOML; 
522MG/lOOML,410HG/lOOHLn Nl9437 005 

APR 03, li86 
AMINOSYN II 10% tv ELECTROLYTES 

ABBOTT LABORATORIES lO?.;l02MG/lOOML;4SMG/lOOML; 
522MG/lOOML,4lOHG✓lOOMLn Nl9437 004 

APR 03, 1986 

AMINO ACIQSi MAGNESIUM CHLORIDE> PQTASSIUJ:1 PHOSPHATE, DIBASIC! 
SODIUM ACETATE; SOOIUH CHLORIDE IPAGE 3-9) 

INJECTABLE; INJECTION 
l!.#.l.'JJ$1Jt. 't1. '$.:~t.. '.V. 'tttt'JJ$.dt-JJt. ·~1 

TRAVASOL 3.SX W ELECTROLYTES 
TRAVENOL LABS 3.SX;SlMG/lOOML;l31MG/lOOML; 

218MG/lOOMLi35MG/lOOML Nl7493 003 

AMINQGAPRQIC ACID IPAGE 3•9) 

INJECTABLE; INJECTION 
fflRlOPAPBOJC ACJP 

A! LYPHOMED 250MG/HLN 

A! QUAD PHARHS 250MG/MLN 

AMINQPHVLLit:!§ IPAGE 3-10) 

TABLEn ORAL 
""9fflXLLIHE 

~I. CORD LABORATORIES ll.!2IS 
/~I lt~d. 'f.l.d~l.:t~tt~I lJ.t,t,r,r,/ 

&!IOQARQNE HVDBQCHLQRIQE IPAGE 3-11) 

TABLEn ORAL 
CORDARONE 

lVES LA8S/AMHO 200MGn 

N70S22 001 
JUN 17, 1986 

N70694 001 
MAR 04, 1986 

N8S262 002 
l~~t~t.'d#I 

N18972 001 
DEC 24, 1985 

WIBIPJYLit:!§ HYPBQCHLQRIDEi CHLORQIAZEPOXIQE IPAGE 3-14) 

TABLET; ORAL 
LIMBITROL 
l~df f~:!f.l.. ·~~E ~~~A~~1~f 

EQ 12,SMG BAS~;SMG 
EQ 2SMG BASE;lOMG 

~~l~~~r::~~ 
N16949 001 
N16949 002 

WIBJPJYLit:!§ HYRQCHLORIQEi PERPHENAZINE IPAGE 3-14> 

TABLET; ORAL 

>JmL> Al 
>_A!lL> 
>JmL> Al 
>_A!lL> 
>JmL> Al 
>...AJllL> 
>JmL> Al 
>JmL> 

PIRffl!EHA'mfE AHO AHrrflpttl,IHE HCL 
BARR LABORATORIES lOM§;~ 

llt:§;~ 

lOM§;~ 

llt:!zj~ 

N71077 001 
NOV 12, 1986 

N70297 001 
NOV 12, 1986 

N71078 001 
NOV 12, 1986 

N71079 001 
NOV 12, 1986 



RX DRUG PRODUCT LIS)' / CUHUI.ATIVE SUPPLEMENT NUHBER 15 / AUG'SS - N0V'86 5 

AMITRJPIYLINE HYRQCHLQRJQE, PERPHENAZINE IPAGE 3-14> AMIJRIPTVLINE HVRQCHLQRIQE> PERPHENAZINE IPAGE 3-14) 

CD TABLET; ORAL TABLET; ORAL m !!i!!!HEHAZIHI AHR AMITU!!J:llol!:!F. t.m!. TRDD!. 1-:.U -4 a BOLAR PHARMACEUTICAi.. lit!!H1f:!iN N70373 001 a HS&D/HERCK l.ms;n Nl4715 004 C"",) AUG 25, 1986 THAD!. 1•11 Q a ~-~ N70374 001 Al MS&D/HERCK lil:l§;n Nl4715 002 '"CJ 
-=: AUG 25, 1986 THAD!. 9:•H > a l.ms;~ N70375 001 a HS&D/HERCK l.ms;~ Nl4715 003 ;:; AUG 25, 1986 THAD!. 9:•11 -~ a ~.~ t.170376 001 a HS&D/HERCK lil:l§;~ Nl4715 005 E AUG 25, 1986 JflAD!. 9:-1.9 r >..A!2.!L> a ~;~ N70377 001 a HS&D/HERCK ~.~ Nl4715 006 >..A!2.!L> NOV 04, 1986 

>ADD> a CHELSEA LABORATORIES .1Qt!§;1f:!iN N71384 001 
> ADD > NOV 03, 1986 AMQXICILLIN IPAGE 3-15> >..A!2.!L> a ~;1f:!iN N71385 001 
>ADD> NOV 03, 1986 CAPSULE; ORAL 
>ADD> a .lQt!§;~ N71386 001 AMC»CECXl.lol!:! >..A!2.!L> NOV 03, 1986 a LABORATORIOS ATRAL llQt§n N62528 001 >..A!2.!L> a ~.~ N71387 001 AUG 07, 1985 >..A!2.!L> NOV 03, 1986 Al ~ N62528 002 a PAR PHARMACEUTICAL .lQt!§; 1f:!iN N70565 001 AUG 07, 1985 

SEP 11, 1986 
AB /=E-DAVISIH-L a ~;1f:!iN N70621 001 25011G N62107 001 

SEP 11, 1986 AB /~/ 50011G N62107 002 a .lQt!§;~ N70620 001 
SEP 11, 1986 POHDER FOR RECONSTITUTION; ORAL a ~-~ N70595 001 ~ 
SEP 11, 1986 a PARKE-DAVISIH-L l25MG/SML N62127 001 a ~-~ N70574 001 a 250MG/5ML N62127 002 
SEP 11, 1986 

a ZENITH LABORATORIES .1Qt!§,1f:!iN N70935 001 
SEP 11, 1986 AMPICILLIN SODIUM IPAGE 3-17> a ~-1f:!iN N70936 001 
SEP 11, 1986 INJECTABLE; INJECTION a .lQt!§;~ N70937 001 ~P.te:1!.i.:t!:I 12DDJM 
SEP 11, 1986 AP ELI LILLY EQ ?GM BAsEaIAL• N62565 003 a .22§;~ N70938 001 JUN 24, 1986 
SEP 11, 1986 AP ELKINS-SINN/AHROBINS EQ 12511G BASE/VIALN N62692 001 a ~.~ N70939 001 JUN 24, 1986 
SEP 12, 1986 AP EQ 25011G BASE/VIAL• N62692 002 TRIAVIL 2-10 JUN 24, 1986 ,~,, ,~~t~/~t~¢~/ lf..~r¾UII'(,,/ ltltr..1t'!, .• ,_d(t/ AP EQ SOOMG BASE/VIALN N62692 003 TRIAVIL 2-25 JUN 24, 1986 /~~/ /~JP~t~~/ fl'!,!'(,,#~/ ltltt.'Jtt,. 'Ml.I AP EQ lGM BASE/VIAL• N62692 004 TRIAVIL 4-10 JUN 24, 1986 }~~} }~:1~~,~~~~ ~I:~Jl1 1~I~Jir::1~ AP EQ 2GM BASE/VIAL• N62692 005 

JUN 24, 1986 TRIAVIL 4-25 AP EQ lOGM BASE/VIAi.ii N62692 006 1~,1 /~~JP~t~~I II~'!.¢,;~/ ltlt/t:lt'!, .• ,_d'f,/ JUN 24, 1986 TRIAVIL 4-50 TOTACXLLJ:H-H ,~,, ,~~Jp~t~/ /!,.di'(,,,;~/ ltltf+.1t'!,. ·,.~t AP BEECHAM LABS/BEECHAM EQ lOGM BASE/VIAL N60677 001 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER lS / AUG'SS - NOV'86 

ASCQR8IC ACIDi BIOTIN; CVANQCQBALAMIN; DEXPANTHENQL > 
ERGQCAlCIFERQLi FQLIC ACID; NIACINAMipE; PYRIQOXINE> 
RIBOFLAVIN PHOSPHATE SODIUM> THIAMINE; 
VITAMIN A> VITAMIN§ E (PAGE 3-191 

INJECTABLE; INJECTION 
H.V.l,-12 LVOPHILIZED 

USV PHARMACEUTICAL lOOHG/VIAL;0.06HG/VIAL;O.O!SHG/VIAL 
lSHG,'VIAL,200 IU/VIAL;0,4HG/VIAL; 
40HG,".IAL;4HGIVIAL;3,6HG/VIAL; 
3HG/VIAL;3,300 IU/VIAL,10 IU/VIALN 

Nl8933 002 
AUG 08, 1985 

ASCOR'8IC ACID; BIOTIN; CVANOCQBALAMIN> DEXPANTHENQL> 
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PVRIQOXINE 
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE 
HYDROCHLORIDE; VITAMIN A; VITAMIU (PAGE 3-191 

INJECTABLE; INJECTION 
M.v,c. ffJ 

!e LVPHOMED 

H,v.:a:.-12 

lOMG/ML;o.oo6MGIHL>0.5lJGMIHL; 
l.SMG/MLH~O IU/ML>0.04HG/ML;~; 
o.4MG/Mt;o.36HG/ML;o.3M§IML> 
330 IU/ML>l IU/MLN Nl8440 002 

AUG 08, 1985 

!e USV PHARMACEUTICAL lOMG/ML>0.006MG/MUO,SUGM1L 
1. 511G/ML; 20 IUIML >Q, 04MG/ML >4HGIJ:ll; 
0.4MG/ML;0.36HG/ML>0,3MG/ML> 
330 IU/ML>l IUIJ:ILN N08809 004 

AUG 08, 1985 
HVC PWS 

!e ASCOT HOSP PHARHS 10MG/ML;0.006HG/ML;O.SUGMIML; 
l,.SMG/ML>~O IU/ML>0.04MG/ML>!M§IML; 
0.4MG/ML;0.36MGIML>0.3MG/ML; 
330 IU/Mlil IUIJ:ILN Nl8439 002 

AUG 08, 1985 

ASCORBIC ACID> BIOTIN; CYANOCOBALAMIN; DEXPANTHENDli 
ERGOCALCIFEROL; FQLIC ACID; NIACINAMIDE; PVRIDOXINE 
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE 
HYDROCHLORIDE; VITAMIN A PALMITATE; VITAMIN E (PAGE 3-191 

INJECTABLE; INJECTION 
BEROCCA PN 

HOFFMANN-LA ROCHE 50HG/ML;0.03HGIML;0.0025HG/ML; 
7.SHG/ML;lOO IU/ML;0.2MG/ML;20MG/ML; 
2MG/ML ;l. SMG/ML ;l ,SHG/ML ;l ,650 IU/ML; 
5 IU/MLN N06071 003 

OCT 10, 1985 

AspIRINi 81.JTALBITALi CAFFEINE (PAGE 3-19) 

CAPSULE; ORAL 
l)UTAw::TAL Mt ASPDJH AND MFfgNE 

!ll CHELSEA LABORATORIES mt!§;iO.t!§;~ 

f'IOl'm!AL 
8 SANDOZ PHARMS/SANDOZ mt!§;iO.t!§;i,_o..t:!§ae 

LAH9UNAJ. 
8 LANNETT 

TABLET; ORAL 

mt!§;iO.t!§;~ 

l)UTALBJTAJ. Mt AIPDU AND MFERNI 
D HEST-HARD llst.!.!HiH>~ 

FJOUHAL 
8 SANDOZ PHARMS/SANDOZ mt!§;iO.t!§;~ 

LAHOUNAL 
8 LANNETT mt!§;i0.t!§,40MGN 

ASPIRIN;. CARISQPRODQL (PAGE 3-20> 

TABLET; ORAL 
MIHOPBOP9L COMPOUND 

8 BOLAR PHARMACEUTICAL mt!§;~ 

10MA COMPOUND 
8 WALLACE PHARHS/C-H mt!§;~ 

ASPIRIN; HEPRQBAMATE (PAGE 3-20> 

TABLET; ORAL 
HEPROBAHATE AND ASPDJH 

8 PAR PHARMACEUTICAL mt!§;~ 

ASPIRIN\ HETHQCARBAMQL (PAGE 3-201 

TABLET; ORAL 
MEffiOCARBAMOL AHD ASnlf.EH 

8 MCNEIL CONSUMER PROD 32SHG,400MGN 

6 

N8623l 002 
FEB 12, 1985 

Nl7534 005 
APR 16, 1986 

N86996 002 
OCT 11, 1985 

N86162 002 
FEB 16, 1984 

Nl7534 003 
APR 16, 1986 

N86986 002 
OCT 18, 1985 

N88809 001 
OCT 03, 1985 

Nl2365 005 
JUL 11, 1983 

N89126 001 
AUG 19, 1986 

N89193 001 
FEB 12, 1986 



m< Dl'W8 PRODUCT UST/ CUMULATI\1£ SUPPLEMENT NUMBER 15 / AUG'85 - NOV'86 

ASPIRIN; oXYC9PU ifYQROCHLQRIQE i QXYCOl.lONE JHEPHffiALW 
IPAGE 3-20) 

TABLET; ORAL 
Rft..m.L> ,~~~,~:tlftml:ftU/ 
!::f .AQIL> ROgpgH 

! 
> 
iE -~ r 

M ROX.,NE .', .&ORATORIES .llit!H~;.!L..D!:.§ N87743 001 
JUN 04, 1982 

BACITRAC~if ZINC i t!YQBQCQRIISQNE it NEOMYCIN SULfAIE > !?,Ol,Yt:!Y?<JN I 
SULFATE_ 1 PAGE 3-23) 

OIN!?.ENT; TOPICAL 
:,J!TDpomf 

M BURROUGHS HELLCOHE 400 UNITSl§t:'!;~;liQ 3.SMG BAS;Et§t:'!, 
S,ooo UNlTSl§t:'! N50168 002 

HAY 04, 1985 
Hpm,m,t I poL:nrnc;pt I MfATn I ~ DHC I 

M 
~ 

PHARHAFAIR 400 UNIJS,,'§M;~;Eq 3.SHG BA§El§t:'!; 
S,000 UNlTS/GHN N62381 001 

HNZYL PENICILLQYL-!?,Ol,YLYSJNE «PAGE 3-251 

INJECTABLE; INJECTION 
PRE-PEN 
/l{~ttlt~~ . .:~~I I~~-·~t~I 

SCHWARZ PHARHS 60 ut,OLAR 

BETAHETHASONE BENZQATE IPAGE 3-25) 

CREAM; TOPICAL 

ld,r~,~A~t~M.:tl 
UTICORT 

PARKE-DAVIS.IH-L 

GEL; TOPICAL 
li5t~!.:~~U 

UTICORT 

OINTMENT: TOPICAL 
/'¢,t~#,~tl 

UTICORT 

l~.:#~f.l 
0.025% 

BETAMETHASONE DIPROPIONATE IPAGE 3-251 

CREAM; TOPICAL 
DIPROlENI: 

BX SCHERING EQ O. O~! BASE'4 

SEP 06, 1985 

l~~j:Jl+. •,.dU 
. N50114 001 

,~~JM.. ·,~u 
Nl6998 002 

Nl9408 001 
JAN 31, 1986 

QEJ:nJHASQNE QIPRQPlONATE IPAGE 3-251 

LOTION; TOPICAL 
Al.fflATRIQC 

AB SAVAGE LABS/ALTANA Eq 0.05% BASEM 

Al 

Al 

HIMUHA99ttl UfflOPJONATE 
E FOUGERA/AL l'ANA E9 0, OSi! BASEM 

PHARHADERWALTANA EQ o.osx BASEn 

BETAMETHASONE YALERATE «PAGE 3•261 

CREAM; TOPICAL 
ll'J'fflUHAMNI VAi.DAU 

AB CLAY-PARK LABS EQ 9,1% BASEN 

OINTMENT; TOPICAL 
QUA-VAL 

AB IF:MMON EQ 0.1% BASEn 

BEJAXQLQL HYQRQCHLQRIOE IPAGE 3-27l 

SOLUTION/DROPS; OPHTHALMIC 
BETOPTIC 
· ALCON LABORATORIES EQ 0.5% BASEM 

BETHANECHQL CHLQRtllli CPAGE 3-27) 

TABLET; ORAL 
lffl!AHECHOI, gtLOgH 

M SIDHAK LABORATORIES SHGM 

M ~ 

BREJYLIUH TQSYLATE CPAGE 3-281 

INJECTABLE; INJECTION 
BRE'TYl.1U'1 TOSYLATIE 

AJ! ABBOTT LABORATORIES 50MG/Mln 
APR 29, 1986 

AJ! ELKINS-SINN/AHROBWS 50MG/MLII 

AJ! 50MG/MLM 

7 

N70273 001 
AUG 12, 1985 

N70275 001 
AUG 12, 1985 

N70274 001 
AUG 12, 1985 

N70053 001 
JUN 10, 1986 

N70069 001 
DEC 19, 1985 

Nl9270 001 
AUG 30, 1985 

N89095 001 
DEC 19, 1985 

N89096 001 
DEC 19, 1985 

Nl9033 001 
APR 16, 1986 

N70545 001 
MAY 14, 1986 

N70546 001 
MAY 14, 1986 
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RX DRUG PROOUCT LIST/ CUMULATIVE SUPPLEMENT NUHBER 15 ✓ AUG'85 - NOV'86 8 

BRETVLIW TOSVLATE (PAGE 3-28) 

INJECTABLE; INJECTION 
DRfflLJ,W TOS)'LAJIE 

Al? INTL MEDICATION SYS SOMGIMl• N701l9 001 
APR 29> 1986: HAR 06, 1986 

Al? LYPHOHED SOMG,IML• N70134 001 
APR 29, 1986: FEB 12, 1986 

umYW TOS)'LATI :pt PI.AfflO CONTAXNB 
Al? A880TT LABORATORIES SOMG/MLM Nl9030 001 

APR 29> 1986: APR 16, 1986 
UUXLOL 

Al? AH CRITICAL CARE/AHS SOMG/ML Nl7954 001 

BRETYLIW TOSVLATE; DEXTROSE ( PAGE 3-28) 

INJECTABLE; INJECTION 

Al? 

Al! 

Al! 

Al! 

Al! 

Al! 

Al! 

Al? 

QRfflLJ,W TOSYLATIE :pt Dp('mOSIE .P: 
ABBOTT LABORATORIES 200MG/lQOML;SGM/lOOMLN N19005 002 

APR 29, 1986: APR 16, 1986 
4QQMS/lQQHL>SGMllOQML• Nl9005 003 

APR 29, 1986: APR 16, 1986 
SQOMGllQQMG>SGMllQQML• Nl9005 001 

APR 29, 1986: APR 16, 1986 
8Rrn'!.1.\/M TOSYLATI :pt DIDCTROSI .P: :pl 1111.AS'JJC CONJ'A'DII! 

ABBOTT LABORATORIES 20011G/lOOML;SGM/lOOMLM Nl9008 002 
APR 29, 1986: APR 16, 1986 

4QOMS/lOQML;SGM/lQQMLn N19008 003 
APR 29, 1986: APR 16, 1986 

80011G/lOQMG;SGM/lQQMLn N19008 001 
APR 29, 1986: APR 16, 1986 

KENDALL MCGAH LABS lOOMG/lOOML;SGM/lOOMLM Nl912l 001 
APR 29, 1986 

20QMS/lQQML>SGM/lOQMLN Nl9121 002 
APR 29, 1986 

4QOMS/lQOML>S§MllQQMb• Nl9121 003 
APR 29, 1986 

BRQMOOIPHENHYDRAMINE HVQRQCHI..QRIQE; CQPEINE PHOSPHATE 
(PAGE 3-28) 

SYRUP; ORAL 

IW J'Mi4J~:~~~~t~llti~l~:t~~l~I IJ~~1~1~i~~~~ 
A! FOREST LABORATORIES 12.511G15ML>~ N09319 006 

JAN 10, 1984 

BRQMPHENIRAMtNE HALEAIEi PHENVLPRQPANOLAMINE HYDROCHLORIDE 
IPAGE 3-29) 

,,,~l~HJ~~Ut~. ·~ttt~tJ. ·~"L 
/~: '~i'iS;f~~/ ltt~J.1~~/ 

.. 
8\IPIYACAINE HYDROCHLORIDE (PAGE 3•29l 

INJECTABLE; INJECTION 
HttfflCAJNI 

Al! ASTRA PHARM PRODS ~ 

Al! 

Al? 

~ 

~ 

B\IPIVACAINE HYDROCHLORIDE; DEXTROSE IPAGE 3-29) 

INJECTABLE; INJECTION 
MARCAINE SPINAL 
a HINTHROP-BREON/STERL O.?SY.;8,25?. 

B\IPRQPIQN HYDROCHLORIDE (PAGE 3-301 

TABLET; ORAL 
HELLBUTRIN 
a BURROUGHS HELLCOME 50MGl:I 

a 7SMGl:I 

a lOOMGal 

BUSPIRONE HYDROCHLORIDE IPAGE 3-301 

TABLET; ORAL 
BUSPAR 

BRISTOL LABS/8-M SMGl:I 

lOMGal 

, i~~~11S~:~~ 

N70552 001 
MAY 21, 1986 

N70553 001 
MAY 21, 1986 

N70554 001 
MAY 21, 1986 

Nl8692 001 
MAY 04, 1984 

Nl8644 001 
DEC 30, 1985 

Nl8644 002 
DEC 30, 1985 

Nl8644 003 
DEC 30, 1985 

Nl8731 001 
SEP 29, 1986 

Nl873l 002 
SEP 29, 1986 
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RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUHl:lER 15 / AU8'85 • NOV'86 9 

BUJ9CONAZOLE NlJBATE €PAGE 3-31> 

CREAM; VAGINAL 
FEMSTAT 

SYNTEX LABSISYNTEX 2XM 

SUPPOSITORY; VAGINAL 
FEMSTAT 

SYNTEX LABSISYNTEX lOOHGM 

/~,~ttflft!f!;;~~~(PAGE 3-31) 
CALCIFEQIOL, ANHYDROUS lPAGE 3-3ll 

CALCITONIN, HUMAN €PAGE3-3ll 

INJECTABLE; INJECTION 
CIBACALCIN 

CIBA/CIBA-GEIGY 0.5MG/VIALN 

CALCITONIN • SALMON C PAGE 3-31 l 

INJECT.ASLE;. INJECTION 
h!ACALCIN 

SANDOZ PHARMS/SANDOZ 100 IUIMLN 

~!!QI. (PAGE 3-31) 

INJECTABLE; INJECTION 
CALCIJEX 

ABBOTT LABORATORIES O.OOlMG/ML 

0.002MG/ML 

Nl9US 001 
NOV 2S, 1985 

Nl93S9 001 
NOV 25, 1985 

Nl8470 001 
OCT 31, 1986 

Nl7808 001 
,IUL 03, 1986 

Nl8874 001 
SEP 25, 1986 

Nl8874 002 
SEP 25, 1986 

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE> SQl)IUM 
ACETATE; SODIUM CHLORIDE (PAGE 3-32) 

SOLUTION; INTRAPERITONEAL 
DIALYTE HI DEXTROSE 2.SZ IN PLASTIC CONTAINER 

KENDALL MCGAW LABS 2"ii'-!C.'lOOML;2.SGMllOOML; 
lSMG/lOOML,610MG/lOOML; 
560MGl100MIJC Nl8460 006 

JAN 29, 1986 

CALCIUM CHLQRIQEi PEXIBQSE> MAUS;tUM CHLORIDE> SODIUM 
CHLQBIQEi SODIUM LACTATE CPAGE 3-32) 

SOLUTION; INTRAPERITONEAL 
DIALVTE HI DEXTROSE 1.5?. IN PLASTIC CONTAINER 

KENOAtL MCGAH LABS 26MGllOOML;l.5GM/lOOML; 
SMG/lOOML;530MGllOOML; 
450MGllOOMLat Nl8460 007 

JAN 29, 1986 
DIALVTE HI DEXTROSE 2.5?. IN PLASTIC CONTAINER 

KENOALL MCGAH LABS 26MG/lOOML;2.5GM/lOOML; 
SMGllOOML;S30MG/lOOML; 
450MGllOOMLN Nl8460 008 

JAN 29, 1986 
DIALVTE HI DEXTROSE 4.25% IN PLASTIC CONTAINER 

KENDALL MCGAH LABS 26MG/lOOML;4.25GM/lOOML; 
5MG/lOOML;S30MG/lOOML; 
4SOMG/lOOMLat Nl8460 009 

JAN 29, 1986 
DIANEAL PD•l HI DEXTROSE 3.5% IN PLASTIC CONTAINER 

TRAVENOL LABS 25.7MG/lOOML;3.5GM/lOOML; 
15.2MG/lOOML;S67MG/lOOML; 
392MGl100MLN Nl7512 010 

NOV 18, 1985 
DIANEAL PD-2 HI DEXTROSE 3.5% IN PLASTIC CONTAINER 

TRAVENOL LABS 2S,7MG/lOOML;3.5GM/lOOML; 
5.08MG/lOOML;538/lOOML; 
448MG/lOOMLN Nl7512 011 

NOV 18, 1985 

CALCIUM CHLORIDE; DEXTROSE; SODIUM CHLORIDE; SODIUM LACTATE 
(PAGE 3-32 l 

SOLUTION; INTRAPERITONEAL 
INPERSOL-ZM HI DEXTROSE 1.5% IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 25.7MG/100ML;l.5GM/100ML; 
538MG/lOOML;448MG/lOOMLa Nl9395 001 

MAR 26, 1986 
INPERSOL-ZM HI DEXTROSE 2.5% IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 25.7MG/100ML;2.5GM/100ML; 
S38MG/lOOML;448MG/lOOMLa Nl9395 002 

MAR 26, 1986 
INPERSOL-ZM HI DEXTROSE 4.25% IN PLASTIC CONTAINER 

ABBOTT LABORATORIES ?.S.7MG/100ML;4.25GM/100ML; 
538MG/!OOML;448MG/lOOMLa Nl9395 003 

MAR 26, 1986 
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CALCIUM CHLORIDE> MAGNESIUM CHLORIDE> POTASSIUM CHLORIDE 
®QIUM ACETATE; SODIUM CHLQIUDE c PAGE 3-34) 

INJECTABLE; INJECTION 
TPN ELECTROLYTES IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 16,5MGIML;25.4MG/ML;74,6HGIML; 
121HGIML;l6,lHG/Ml.lll Nl9399 001 

JUN 16, 1986 
16,5MG/ML;25,4HGIML;74,6HGIML; 
121MG/HL;l6,1MG/HL Nl8895 001 

JUL 20, 198ft. 

CALCIUM CHLORIDE> POTASSIUM CHLORIDE¼ SODIUM CHLORIDE, SODIUM 
LACTATE (PAGE 3-35) 

INJECTABLE; INJECTION 
LACTATED im;mn•s 111 PLAfflC CONrAXNJ! 

Ae ABBOTT LABORATORIES 20MG/lOOML;30MG/lOOML;600MG/lQOML; 
310MG/1QOMLM Nl948S 001 

OCT 24, 1985 

SOLUTION; IRRIGATION 
LACTATED UHGER•s Pi PLAS'IU CCNJ'AJHR 

At ABBOTT LABORATORIES 2011G/lOOMU30MG/lOOM).;600MG/lOOML 

CAPTOPRIL (PAGE 3-36l 

TABLET. ORAL 
CAPOTEN 

ER SQUIBB AND SONS 

CAB§ACHOL tPAGE 3-36) 

INJECTABLE; INJECTION 
CARBACHOL 

A! PHARHAFAIR 

HIOSTAT 
A! ALCON LABORATORIES 

CARBAHAZEPINE IPAGE 3-36) 

TABLET; ORAL 
CARl3AMAZIEF.fflE 

310MG/lOOMLN Nl9416 001 

37.SMGN 

9..:.9.@c 

~ 

JAN 17, 1986 

Nl8343 006 
SEP 17, 1986 

N70292 001 
HAY 21, 1986 

Nl6968 001 

AD COLHEO LABORATORIES 200MGN N70300 001 
HAY 15, 1986 

N7023l 001 
AUG 14, 1986 

AD INHOOD LASS/FOREST ~ 

CAR8Wi§PINE CPAGE 3-36) 

TABLET; ORAL 
.mmlt 

AD LEMl10N ~ 

:rwma. 
AD GEIGY/CIBA-GEIGY 1l2.2M§ 

CABNJIINE, L- CPAGE 3•37> 

SOLUTION; ORAL 
VITACARN 

KENOALL HCGAH LASS lGH/lOMl.lll 

TABLET; ORAL 
/t:!~IJ~f!J~tl 

CARNITOR 
SIGMA-TAU 330MGN 

~fAMANl>QLE NAfAIE CPAGE 3-371 

INJECTABLE; INJECTION 
HANDOL 

ELI LILLY EQ lGH BASE/VIAi.iil 

EQ 2GH BASE/VIALM 

CEfA:ZOLIN ®QIUM CPAGE 3-381 

INJECTABLE; INJECTION 
>.AWL> 
>..&UL> e 
>..&UL> 
>.AWL> A! 
>.AWL> 
>~>Af 
>.AWL> 

A! 

A! 

RlliFSol.Pi SOUVH 
LYPHOMED 

um.la 
ELI LILLY 

Eq SQQMG BASE/VIA ... 

EQ lGM BASE/VIAL• 

Eq lQGM BASE/VIA.,. 

Eq SOQMG BASE/VIA.,. 

EQ lGM BASE/VIA ... 

10 

N70541 001 
SEP 17, 1986 

Nl6608 001 

Nl9257 001 
APR 10, 1986 

Nl8948 001 
DEC 27, 1985 

N62560 001 
SEP 10, 1985 

N62560 002 
SEP 10, 1985 

N62688 002 
NOV 17, 1986 

N62688 003 
NOV 17, 1986 

N62688 004 
NOV 17, 1986 

N62557 001 
SEP 10, 1985 

N6Z557 002 
SEP 10, 1985 
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Ct;FQPEftAZU SOQIUH; PEXIftOSE C PAGE 3-38 > C§FURQXIME SOQIUH CPAGE 3-40) 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
CEF08ID IN PLASTIC CONTAINER ISll;WO)C 

ROERIG/PFIZER EQ 40HG BASE/HL;36HGIML• N50613 001 Ae EU LILLY Ei Z5Pl:S IA§E~AL• N62591 001 
JUL 23, 1986 JAN 10, 1986 

Ae ES zsom !!A§EaJALN N62592 001 
JAN 10, 1986 

CEFQTEUN DISQDIUH (PAGE 3-38> Ae es 11 :.i!m 1asEau1,.11 N6259l 002 
JAN 10, 1986 

INJECTABLE; INJECTION Ae Eg l,5§l:1 DA§EaIAL• N62592 002 
:»,, CEFC',..AN JAN 10, 1986 
I'll,~ SlUART PHARMS/ICI EQ lGH BASE/VIALN N50588 001 ISIFUROX Ill !I.A!l'l':m COHTSUD 
~,, DEC 27, 1985 Ae ELI LILLY ES :z.591:S IA§EaIALN N62590 001 F,~ ~ .,..,, EQ 2GH BASE/VIALN N50588 002 JAN 10, 1986 
b DEC 27, 1985 Ae ES l,5§t1 §A§EaJAIJI N62590 002 r JAN 10, 1986 

:mw:u 
CEFTAZIDIH§ (PAGE 3-39) Al? GLAXO EQ :z.501:S §ASE/VIAL N50558 002 

OCT 19, 1983 
INJECTABLE; INJECTION Ae EQ 1.s !i1 §A§EaIAL N50558 003 
~ OCT 19, 1986 

Al? GLAXO SQl>HGIVIAL N50578 001 
JUL 19, 1985 

Al? l~XAL N50578 002 CEPHALQTHIN SODIUM CPAGE 3-40> 
JUL 19, 1985 

Ae 2~IAL N50578 003 INJECTAB!.E; INJECTION 
JUL 19, 1985 RE~L2'fflffl !/!2DM 

Al? 6GM/YJAL N50578 004 Al? ABBOTT LABORATORIES EQ l§M 1ma1AL• N62547 001 
JUL 19, 1985 SEP 11, 1985 

IA1.JClf Ae EQ l§l:1 §ASE/VIAIJI N62548 001 
Al? SK&F LABORATORIES 50Ql:S/VIALN N62662 001 SEP 11, 1985 

HAR 06, 1986 Ae Eg 2m::l BASE/VIALN N62547 002 
Al? l~AIJI N62662 002 SEP 11, 1985 

HAR 06, 1986 Al? EQ 2§H §ASE/VIALN N62548 002 
Al? 2~IALN N62662 003 SEP 11, 1985 

HAR 06, 1986 ISIEl,;RI 1H !LAST%C COHTA'rHD 
Al? 6m::!aJAL• N62662 004 Al? ELI LILLY EQ lGM BASE/VIALN N62549 001 

HAR 06, 1986 SEP 10, 1985 
TAUD:ptE Al? EQ 2§M §ASE/VIALN N62549 002 

Al? ELI LILLY 5001:SIVIALN N62640 001 SEP 10, 1985 
NOV 20, 1985 

Ae lGM/VIAL• N62640 002 
NOV 20, 1985 CEPHAPIRIN SODIUM CPAGE 3-41) 

Al? lGM/VIALN N62655 001 
NOV 20, 1985 INJECTABLE; INJECTION 

Al? 2GM/VIALN N62655 002 CEFADYL 
NOV 20, 1985 > ADD > Ae BRISTOL LABS✓B-M EQ SOOMG BASE/VIAL N50446 005 

Al? 2611/VIALN N62640 003 > ADD > !f EQ lGM BASE/VIAL N50446 001 
NOV 20, 1985 > ADD > !f EQ lGM BASE/VIAL N61769 001 

TAZ1:DIMIE :EH PLAS'f.lC COHTA.'IHER >..!D!L> !E EQ 2GM BASE/VIAL N50446 002 
Al? ELI LILLY lGM/VIALN N62739 001 > ADD > !f EQ 2GM BASE/VIAL N61769 002 

JUL 10, 1986 > ADD > !f EQ 4GM BASE/VIAL N50446 003 
Al? ?m::!aIALN N62739 002 > ADD > !f EQ 20611 BASE/VIAL N50446 004 

JUL 10, 1986 
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CEPHAPIRIN SOOIUH CPAGE 3-4ll 

INJECTABLE; INJECTION 
CEFHAPJRXH SOQM >..!!m_> 

>..!!m_> Al? 
>..!!m_> 
>..!Im..> Al? 
>..!Im..> 
>..!2,!L> Al? 
>..!2,!L> 
>..!2,!L> Al? 
>ADD> 
> ADD > Al? 
>..!2,!L> 

LYPHOMED E9 SOQMG 8A§EIVIAln 

E9 lGM BASE/VIAL• 

E9 2GM BASEIVIAUI 

E8 4GM BASE.IV..W,N 

EQ 20GM BAS\'~• 

CHLORAMPHENICOL (PAGE 3-42) 

SOLUTION/DR9PS; OPHTHALMIC 
CHL.ORAMFHEt«COL 

!! CARTER-GLOGAU LABS .!L.5,..i!lil 

CHLORNEXIQINE GLUCQNATE lPAGE 3-44) 

SOLUTION; DENTAL 
PERIDEX 

PROCTER ANO GAtlBLE O,l2j!N 

N62723 001 
NOV 17, 1986 

N62723 002 
NOV 17, 1986 

N62723 003 
NOV 17, 1986 

N62723 0()4. 
NOV 17, 1986 

N62723 005 
NOV 17, 1986 

N62628 001 
SEP 25, 1985 

Nl,028 001 
AUG 13, 1986 m 

~ CHLORPHENIRAMlNE HAlEATE> PHENYLPRQPANQLWNE HYQBQCHI.ORIQE 
IPAGE 3-46) 

~ 
~ r-

CAPSULE, CONTROLLED RELEASE; ORAL 
DRIZE 

~ 
~ 

BC BF ASCHER U;MG;7.5r-a'a 

ORNADE 
BC SK&F LABORATORIES 

CHLORPRQPAMIQE f PAGE 3-48) 

>..!2JL> Al 
>..!2,!L> 
>..!2JL> Al 
>ADO> 

TABLET; ORAL 
CHLCRPROPN«DE 

BARR LABORATORIES 

UMG;7SMG 

~ 

~ 

N88359 001 
FEB 13, 1986 

Nl2152 004 

N89446 001 
NOV 17, 1986 

N89447 001 
NOV 17, 1986 

J:HLORPRQPAMIDE (PAGE 3-48) 

TABLET; ORAL 
m:!!.SlBEB9EmlH 

Al HALSEY DRUG lllP N89321 001 
JAN 16, 1986 

Al ~ N88662 001 
JAN 09, 1986 

CHLORTHALIOONE tPAGE 3-491 

TASLET; ORAL 
m:!t..Cffll1iAI.US!U; 

Al MUTUAL PHARl1 .m!§N N8928S 001 
JUL 21, 1986 

Al ~ N89286 001 
JUL 21, 1986 

Al PURE PAC/KALI PHARMA .m!§N N89139 001 
JUL 16, 1986 

Al SIDMAK LABORATORIES .m!§N N88902 001 
SEP 19, 1985 

Al • ~ N88903 001 
SEP 19, 1985 

CHROMIC CHLORIDE CPAGE 3-50) 

INJECTABLE; INJECTION 
CHROMIC CHLORIDE IN PLASTIC ,;ONTAINER 

ABBOTT LABORATORIES EQ 0,004MG CHROMIUM/MLN Nl896l 001 
JUN 26, 1986 

CH'{HOPAPAIN (PAGE 3-501 

INJECTABLE; INJECTION 
CHYl100IACTIN 
l~t'Jtl. ·~1..~tt~I lr..:111. ·~tUNtlJ'.I 

TRA\IENOL LABS 

Ul.:"~. ·~tUNtlJ'.I 
4,000 UNITS/VIAL 

10,000 UNITS/VIAL 

,l~t.~~~~;i1f1 '",~~a~it~~~, 
/tfr:J'J. ''J..d.:. •~~~U 

Nl8663 002 
AUG 21, 1984 

Nl8663 001 
NOV 10, 1982 
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CILASTATIN SODIUM; JHIPENEM l PAGE 3-50 > 

INJECTABLE; INJECTION 
PRIHAXIN 

HS&D RES LA8S/HERCK EQ 250HG BASE/VIAL; 

CIHETIQINE tPAGE 3-50) 

TABLET; ORAL 
TAGAHET 

SK&F LAB 

2SOMG/VIAIJI 

EQ 500HG BASE/VIAL; 
500MG/VIALlll 

800HGN 

NS0S87 001 
NOY 26, 1985 

NS0S87 002 
NOY 26, 1985 

Nl7920 005 
APR 30, 1986 

CIHEJIQINE HVQROCHLQRIQEi SODIUM CHLORIDE lPAGE 3•50> 

INJECTABLE; INJECTION 
TAGAHET IN SODIUM CHLORIDE 0.9?. IN PLASTIC CONTAINER 

SK&F LAB EQ 6HG 8ASE/HL;9HGIHIJI Nl9434 001 

CLINDAHVCIN PAOOTATE HVQRQCHLORIQE (PAGE 3-51> 

POHOER FOR RECONSTITUTION; ORAL 
CLIOCJN 

M UPJOHN E9 75MG IBASE{S!:!LM 

M UPJOHN MANUFACTURING EQ 75MG BASE/Slit, 

CLOBETASQL PROPIONATE CPAGE 3-511 

CREAM; TOPICAL 
TEMO\IATE 

GLAXO O.OSXIII 

OINTMENT; TOPICAL 
TEOOVATE 

GLAXO 0.051-M 

£LQEI!RATE CPAGE 3-51) 

CAPSULE; ORAL 
ATIIOKO..S 

a AVERST LABS/AMHO ~ 
CI.OFD~ATIE 

a FORMUTEC ~ 

OCT 31, 1985 

N626" 001 
APR 07, 1986 

N6l827 001 

Nl9322 001 
DEC 27, 1985 

Nl9323 001 
DEC 27, 1985 

Nl6099 002 

N7053l 001 
JUN 16, 1986 

ClqNAZf PAM C PAGE lhH > 

TABLET; ORAL 
/¢{..®fJ.tV 

KLONOPIN 
HOFFHANN•LA ROCHE 0.SMG Nl7533 001 

lMG Nl7533 002 
2MG Nl7533 003 

Cl~l!UNE !!XPRQCUl,ORIDE C PAGE 3•52 l 

TABLET; ORAL 
MTAPBU 

a BOEHRINGER INGELHEIM .1LJ!:t!i Nl7407 001 
a ~ Nl740? 002 
a ~ Nl7407 003 

!;LOtm>DII 1:191. 
a AM THERAPEUTICS 1l.J9 N70881 001 

JUl 08, 1986: HAY 27, 1986 
a ~ N70882 001 

JUL 08, 1986 : MAY 27, 1986 
a ~ N70883 001 

JUL 08, 1986: MAY 27, J?86 
a BIOCRAFT LABS 1l.J9 N70747 001 

JUL 08, 1986: MAR 20, 1986 
a ~ N70702 001 

JUL 08, 1986: MAR 20, 1986 
a ~ N70659 001 

JUL 08, 1986: MAR 20, 1986 
a DANBURY PHARMACAL 1l.J9 N7096S 001 

JUL 08, 1986: JUL 01, 1986 
a ~ N70964 001 

JUL 08, 1986: JUL 01, 1986 
a ~ . N70963 001 

JUL 08, 1986: JUL 01, 1986 
a DURAHED PHARHS 1l.J9 N71103 001 

AUG 14, 1986 
a ~ N71102 001 

AUG 14, 1986 
a ~ N71101 001 

AUG 14, 1986 
a INTERPHARM 1l.J9 N71252 001 

OCT 01, 1986 
a ~ N71253 001 

OCT 01, 1986 
a 0.3MGa .N71254 001 

OCT 01, 1986 
a PAR PHARMACEUTICAL O.lMGa N70461 001 

JUL 08, 1986: NOV 22, 1985 
a 0.2MGa N70460 001 

JUL 08, 1986: NOV 22, 1985 
a 0.3HGII N70459 001 

JUL 08, 1986 NOV 22, 1985 
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C@EINE PHOSPHWi PHENVLEPHRINE HYQROCHLQRIQEit PRQMETHAZINE 
HVDROCHLQRIQE IPAGE 3-53) 

SYRUP; ORAL 
P!CMJ1".HAUH§ ye NI @PmlE 

M HR CENCI LABS lOMG/ft;SMG/SHL; 
6.25M§/511LM N88816 001 

NOV 22, 1'85 

.. 
CODEINE PHOSPHATE; PRQMEJHWNE HYDROCHLORIDE (PAGE 3-53) 

SYRUP; ORAL 
PRCMJ1".HAUHE NI CODmtE 

M HR CENCI LABS lOMG/SMLi6.2511G.(SHl.N N888l't 001 
NOV 22> 1'85 

CODEINE PHOSPHATE> PSEUDQEPHEDRINE HVDRQCHLQRIQE> JRIPRQLIDJNE 
HVDROCHLQRID§ I PAGE 3-53 > 

SYRUP; ORAL 
tmn'AFQ C 

M LIFE LA80RATORIES 

CQEfm (PAGE 3-S't) 

lOMG,l,SML;3Ql:§ISML; 
l.25MG{,5t;jLN 

INTRAUTERINE DEVICE; INTRAUTERINE 
CU-7 
a SEARLE PHARMS 89HG 
TATUM-T 
a SEARLE PHARMS l20MG 

CROHOLVN SODJUt1 lPAGE 3-55) 

AEROSOL; INHALATION 
INTAL 

~ISON$ O.SMG/INHM 

CUPRIC CHLORIDE lPAGE 3-551 

INJECTABLE; INJECTION 
CUPRIC CHLORIDE IN PLASTIC CONTAINER 

ABBOTT LABORATORIES EQ O,'tMG COPPER/MLN 

N89018 001 
JUL 23, 1986 

Nl7't08 001 

Nl8205 001 

Nl8887 001 
DEC OS, 1'85 

Nl8%0 001 
JUN 26, 1986 

C)'CLQPttOSPHWQE tPA\3E 3•571 

INJECTABLE; INJECTION 
RXCL9PHOllfflMJH 

!! ELKINS-SINN/AHROBINS lOOMG/YIALN 

!! 2.0QMG/YJAlN 

!! SOOMGIYIALN 

!! lQtWIALN 
SEP 24, 1986 

Cffl»Wf 
!! BRISTOL LASS/8-11 2QtWIAL 

CVCL.OIIHD!lfflN'IUIII LYOMLl'HQ 100MG1VIALN !! 

!! 

A!? 

LYPHOOED AUG 27, 2002 

!! 

!! 

!! 

!! 

!! 

LYOML:REP CXIOXAN 
BRISTOL LASS/8-M 

200MG/YIAlN 
---A •"UG' 27, 2002 
!iOOMGI\IIALN 
----A ••Ill.JG 27, 2002 

lOOMG/YIALN 

200MGIYJALN 

SOOMGIYIALN 

lQtWIALN 

2QtWIALN 

CXPRQHEPTADINE HYDROCHLORIDE CPAGE 3-58) 

SYRUP; ORAL 
C)"PBfflEfl'APJHE HCL 

M HALSEY DRUG 

TABLET; ORAL 
C)"PROH!Efl'ADJHE HCL 

M HALSEY DRUG 

2MG/SMLN 

~ 

CVSTEINE HYDROCHLORIDE IPAGE 3-58) 

INJECTABLE; INJECTION 
CYSTEINE HCL 

KA8IVITRUM 7.2.5XN 

lit 

N8837l 001 
JUL 03, 1986 

N88372 001 
JUL 03, 1986 

N88373 001 
JUL 03, 1986 

N88374 001 
JUL 03, 1986 

Nl2142 005 
AUG 30, 1982 

N8919't 001 
JUL 07, 1986 

N89195 001 
JUL 07, 1986 

N89196 001 
JUL 07, 1986 

Nl2l42 006 
DEC 05, 1985 

Nl2142 007 
DEC 10, 1985 

Nl2142 008 
JAN 04, 1984 

Nl2142 010 
SEP 24, 1985 

Nl2142 009 
DEC 10; 1984 

N89199 001 
JUL 03, 1986 

N89057 001 
JUL 03, 1986 

Nl9523 001 
OCT 22, 1986 
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>ADD> 

DACARBAZINE (PAGE 3-58) 

INJECTABLE; INJECTION 
Pf:\CAmw;plli 

Ae LYPHOHED lQOMGIVIALN 

Ae 201>MGM:AUI 

Ae QUAD PHARMS lQOMG/\IUUI 

Ae 2QOMG/VIALN 

PJJC-DOHE 
Ae MILES PHARMS/MILES lQ!m§/VIAL 
Ae 2QQMG/VIAL 

QEXAMETHASON£ (PAGE 3-60) 

ELIXIR; ORAL 
DIDfAMffllA!IOHI 

M NASKA PHARHACAL Q,~1,21uc 

DEXAMETHASQN£ SODIUM PHOSPHATE IPAGE 3-62) 

INJECTABLE; INJECTION 
l>EXAHffllASOHE SOD1\IH IIHOSfflATIE 

N70962 001 
AUG 2th 1986 

N70990 001 
AUG 28, 1986 

N70821 001 
OCT 09, 1986 

N70822 001 
OCT 09, 1986 

Nl7575 001 
Nl7575 002 

N88997 001 
OCT 10, 1986 

Ae CARTER-GLOGAU LABS EQ 4MG PHOSPHATE/MLN N89169 001 
APR 09, 1986 

DEXAMETHASON£ SODIUM PHOSPHATE; NEOMYCIN SULFATE lPAGE 3-63) 

SOLUTION/DROPS; OPHTHALMIC 
HECM'l'CXH SUI.FATIE-Qip(AMffllASOHE SOD:N1 fflOSFHAU 

!I CARTER-GLOGAU LABS EQ O.ll PHOSPHATE; 
EQ 3.~ BASE/MLN N62714 001 

JUL 21, 1986 

DEXAMETHASONE; NEOMYCIN SULFATE; POLYMVXIN B SULFATE IPAGE 3-62) 

SUSPENSION/DROPS; OPHTHALMIC 

> ADD > !I 
> ADD > 
>ADD> 

HEOMYc:i:H AHO IIOI.YMY>Cr:H 8 SULFATES AHD DDCAMl;fflASOHE 
CARTER-GLOGAU LABS O.ll;EQ 3.5~1G BASE/MU 

10,000 UNITS/MLU N6272l 001 
NOV 17, 1986 

QEXCHLQRPHENJRAHINE HALEATE IPAGE 3•63) 

TABLET; ORAL 
u.«:HLMPHMl!AMJNI MAU'ATE 

Ai Sil>tlAK LABORATORIES ~ N88682 001 
JAN 17, 1986 

119\MA!fflll 
Ai SCHERING 1HG N8683S 001 

DEXTROSE IPAGE 3-64) 

INJECTABLE; INJECTION 

Ae 

Ae 

QrpcTROSI & :gN Pl.Ame COHIAJHD 
ABBOTT LABORATORIES SGM/lOOMLN 

TRAVENOL LABS SOMG/MLN 

DrpcTROSE IGX :gN Pl.Ame COHTA'DIIR 

Nl9479 001 
SEP 17, 1985 

Nl6673 003 
OCT 30, 1985 

Ae ABBOTT LABORATORIES SOOMG/MLN Nl944S 001 
JUN 03, 1986 

DEXTROSE> DOPAMINE HYQRQCHLQRIDE (PAGE 3-65) 

Ae 

Ae 

Ae 

INJECTABLE; INJECTION 
DOPAMINE HCL :gN DrpcTROSIE & 

KENDALL MCGAH LABS 5GM/lOOML;40MG/lOOMLN 

SGM/lOOML;SOMG/lOOMLN 

Nl9099 001 
OCT 15, 1986 

Nl9099 002 
OCT 15, 1986 

SGM/lQQML;l6QMG/lQOMLN Nl9099 003 
OCT 15, 1986 

SGM/lOOML;320MG/lOOMLN 190990 004 
OCT 15, 1986 

DOPAM'EHIE HCL XH Pl.AST.EC COHTA'DIIER 
Ae ABBOTT LABORATORIES SGM/lOOML;3gOMG/lOOML Nl8826 003 

DEXTROSE; LIDOCAINE HYDROCHLORIDE IPAGE 3-&6) 

INJECTABLE; INJECTION 

SEP 30, 1983 

LIDOCAINE HCL 0.2% IN DEXTROSE Sl IN PLASTIC CONTAINER 
ABBOTT LABORATORIES 5GM/lOOML;200MG/lOOMLa Nl8954 001 

JUL 09, 1985 
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QEXIROSEi MAGNESIUM CHLORIDE> POTASSIUM CHLORIQEi PPTASSIUM 
PHOSPHATE, QIBASIC> SODIUM CHLORIDE; SODIUM LACTATE; 
SODIUM PHOSPHATE, HQNOBASIC lPAGE 3-66) 

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

ABBOTT LABORATORIES 5GM.llOOML;53MG/lOOML;lOOHG/lOOML; 
lOOHG/lOOML;l80MG/lOOML; 
280HG/lOOML;l6HG/lOOMLM Nl9515 001 

HAY 08, 1986 

DEXTROSE; MAGNESIUM CHLORIDE> POTASSIUM CHLORIDE;. POTASSIUM 
PHOSPHATE, MONOBASIC> SODIUM LACTATE; SODIUM PHOSPHATE, 
~ASIC (PAGE 3-66) 

INJECTABLE; INJECTION 
IONOSOL HS AND DEXTROSE Si'. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM.llOOML;30HG/lOOML;l41HG/lOOML; 
15HG/lOOML;260HG/lOOML; 
2SHG/100MLM Nl9513 001 

HAY 08, 1986 

QEXTROSEi POTASSIUM CHLORIDE; POTASSIUM LACTATE> 
SODIUM CHLORIDE> SODIUM PHOSPHATE, MONQBASIC tPAGE 3-66) 

INJECTABLE; INJECTION 
IONOSOL T AND DEXTROSE Si'. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM.llOOML;lllHG/lOOML;256HG/lOOML; 
146HG/lOOML;207MG/lOOMLM Nl9514 001 

HAY 08, 1986 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM !:;HLQRIDE lPAGE 3-68) 

INJECTABLE; INJECTION 
DEXTROSE Si'. AND SODil.tl CHLORIDE 0,3% HI POTASSIUM CHLORIDE 
0.075i'. IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM.1100ML;74,5HG/100ML; 
300HG/lOOMLlil Nl8876 001 

JAN 17, 1986 
DEXTROSE Si'. AND SODIUM CHLORIDE 0.3% HI POTASSIUM CHLORIDE 
0.15% IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 5GM.llOOML;l49HG/lOOML; 
300HG/lOOMLN Nl8876 002 

JAN 17, 1986 
DEXTROSE Si'. AND SODIUM CHLORIDE 0.3% HI POTASSIUM CHLORIDE 
0.224X IN PLASTIC CONTAINER 

ASBOTT LABORATORIES SGM.llOOML;224HG/lOOML; 
300HG/100NLM Nl8876 003 

JAN 17, 1986 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE IPAGE 3•68) 

Al! 

Al! 

Al! 

INJECTABLE; INJECTION 
PIXIB9!1 Pt !IIOD;.t\lM CHI.ODDI 9, JR AHP poJAS&JM CHI.OUOE 
o, ozw m Pt.Ame com:AJNm 

KENDALL HCGAH LABS SGM/lOOMLf75MG/lOQML; 
UQMG/lQQMLta Nl8268 011 

JAN 18, 1986 
Pm:BOII Rt !IIOD:.t\lM CHl,9DH o. a;m AHO poTASS1'.\IM CHLORXO§ 
9,HX ltt PbYDP COlf'l'AJNB 

KENDALL HCGAl~ LABS SGM/lOOML;~; 
330MG/100MLM Nl8268 012 

JAN 18, 1986 
DEXTROSE Si'., SODIUM CHLORIDE 0.33% AND POTASSIUM CHLORIDE 

0,22% IN PLASTIC CONTAINER 
KENDALL HCGAH LABS SGM.1100ML;220HG/100ML; 

330HG/lOOMLta Nl8268 013 
JAN 18, 1986 

HICTROSE Rt '9PM CHLOQDE P, IB AHO poTASS1'.\IM CHLORXDE 
0,1cm ;m pLAmc COHT,µHffl 

KENDALL HCGAH LABS 5GM/lOOML;300HG/lOOML; 
330M§/lOQMUl Nl8268 014 

JAN 18, 1986 

DEXTROSE> SODIUM CHLORIDE IPAGE 3-701 

INJECTABLE; INJECTION 
DPCJBOSI R AHi) 5001\IH CHI.OHDI 0.225"/. :ffl PL.Ame COHTA'IHER 

Al! ABBOTT LABORATORIES SGM.llOOML;lliMG/lOOML Nl7606 001 
Al! 5GM/lOOML;225MG/lOOMLta Nl9482 001 

OCT 04, 1985 
DJ)(TROSE R AHi) SOD;t\lH CHLOUDlli 01 3~ :EH PLASTJ:e COHTA'IHER 

Al! ABBOTT LABORATORIES 5GM/lOOMU300MG/lOOMUl Nl9486 001 
OCT 04, 1985 

DEKTRO!Ht s AHD !IIOD;t\lH CHLOUDE O.lt,5?. XH PL.Ame COHTA:!:HER 
Al! ABBOTT LABORATORIES SGM/100ML;450MG/10011Ln Nl9484 001 

OCT 04, 1985 
DEKTROSII: F, AHi) SODJU,t CHLOHDE o,,-✓• :EH PLAfflC COHTA:!:HER 

Al! ABBOTT LABORATORIES 5GM/lOOML;900MG/lOOMLN Nl9483 001 

DEXTROSE; THEOPHYLLINE IPAGE 3-701 

INJECTABLE; INJECTION 

OCT 04, 1985 

'IJ:IEOPHYLL:EHE AHD DEKTROSE 5?. :EH PL.Ame COHTADfER 
TRAVENOL LABS 5GM.llOOML;320MG/lOOMLta Nl8649 006 

NOV 13, 1985 
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m DIAZEPAM CPAGE 3-7U QIAZEPAH lPAGE 3-72> 

INJECTABLE; INJECTION TABLET; ORAL 
g RWi~ UAZiPffl 
"U !e CARTE -GLOGAU LABS ~- N70296 001 All LEDERLE LABS/AM CYAN~ N70226 001 
< FEB 12, 1986 SEP 26, 1985 
:::sa,. !e ELKINS-SINtVAHROBINS ~• N70311 001 M i9 N70227 001 
i; DEC 16, 1985 SEP 26, 1985 

E !e ~- N703l2 001 D 1miN N70228 001 
DEC 16, 1985 SEP 26, 1985 

i: !e ~- N703l3 001 M HYLAN PHARMS ~ N70323 001 

• DEC 16, 1985 SEP 04, 1985 
!e LEMMON ~- N709ll 001 D i9 N70324 001 

AUG 28, 1986 SEP 04, 1985 
!e ~- N70912 001 M 1miN N70325 001 

AUG 28, 1986 SEP 04, 1985 
!e LYPHOMED ~- N70662 001 M PAR PHARMACEUTICAL ~ N70462 001 

JUN 25, 1986 FEB 25, 1986 
VAL:IDI M i9 N70463 001 

!e HOFFMANN-LA ROCHE ~ Nl6087 001 FEB 25, 1986 
M 1miN N70464 001 

TABLET; ORAL FEB 25, 1986 
DXAZEPAH M PARKE-DAVIS/H-L ~ N70209 001 

M BARR LABORATORIES ~ N70152 001 SEP 04, 1985 
NOV 01, 1985 M i9 N70210 001 

M i9 N70153 001 SEP 04, 1985 
NOV 01, 1985 M lm:!!i.N N70222 001 

M lm:!!i.N N70154 001 SEP 04, 1985 
NOV 01, 1985 M PUREPAC/KALIPHARMA ~ N7078l 001 

M CHELSEA LABORATORIES~ N70456 001 MAR 19, 1986 
NOV 01, 1985 M i9 N70706 001 

M i9 N70457 001 MAR 19, 1986 
NOV 01, 1985 M lm:!!i.N N70707 001 

a lm:!!i.N N70458 001 MAR 19, 1986 
NOV 01, 1985 a ROXANE LABORATORIES ~ N70356 001 

M CORD LABORATORIES 1tmM N70302 001 JUN 17, 1986 
DEC 20, 1985 il i9 N70357 001 

a i9 N70303 001 JUN 17, 1986 
DEC 20, 1985 il 19..1-P N70358 001 

a lm:!!i.N N70304 001 JUN 17, 1986 
DEC 20, 1985 a SUPERPHARM ~ N70642 001 

a DURAHED PMARMS 1tmM N70894 001 DEC 11, 1985 
AUG 27, 1986 a i9 N70643 001 

a i9 N70895 001 DEC 11, 1985 
AUS 27, 1986 a lOMGN N70644 001 

a lm:!!i.N N70896 001 DEC 11, 1985 
AUG 27, 1986 a ZENITH LABORATORIES ~ N70360 001 

a HALSEY DRUG ~ N70987 001 SEP 04, 1985 
AUG 15, 1986 a i9 N70361 001 

a i9 N70996 001 SEP 04, 1985 
AUG 15, 1986 a lm:!!i.N N70362 001 

a lm:!!i.N N70956 001 SEP 04, 1985 
AUG 15, 1986 
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DIAZEPAH (PAGE 3-7U PifLQRASQNI! QIACETATf CPAGE 3•74) 

TABLET; ORAL CREAtU TOPICAL 
~· DIFLORASONE DIACETATE 

§ QUANTUM PHARMICS 1t:!§N N70423 001 BX UPJOON O.OSl'-M 
DEC 12, 1985 

§ lt!§N N70424 001 FLORONE 
DEC 12, 1985 BX UPJOHN o.osY. 

a 1Qt§N N70425 001 
DEC U, 1985 OINTMENT; TOPICAL 

~ DIFLORASONE DIACETATE 
a HOFFMANN-LA ROCHE ~ Nl3263 002 BX UP.JOHN o.oSl'-M 
a ~ Nl3263 004 
a l.!ll'!§ Nl3263 006 FLORONE 

BX UPJOON o.osY. 

gI~LOMit§ !!XDBm;l!LQRil}E t PAGE 3-73 > 
DIPUEt!!XPBA~Jtl UXPBm;ULQRil}E IPAGE 3-761 

CAPSULE, ORAL 
U:ttn, CAPSULE; ORAL 

a MERRELL DOH/DOH CHEM l.!ll'!§ N07409 001 RE!:lntrl"DRAM'EHI !:mlr . 
OCT l!h 1984 M PIONEER PHARMS ~ 

D::tCrCLOH:rHi !:mb 
a BOLAR PHARMACEUTICAL~ N83179 001 M ~ 

FEB 12, 1986 
a CHELSEA LABORATORIES~ N85082 001 

JUN 19, 1986 
gtSOPVRAMIDE PHOSPHATE CPAGE 3-77> 

INJECTABLE; INJECTION 
lftlN'l'YL CAPSULE; ORAL 

Al? MERRELL DOH/DOH CHEM lOMGIHL N08370 001 DDOPYRAMEH !!!::!!21!!Ht!H 
OCT 15, 1984 a BARR LABORATORIES EG lO!!t!§ BASElll 

R:ECYCLOMENE HCI,, 
!!! CARTER-GLOGAU LABS lOMG/Mllll N80614 001 a EG 1§2M!z BASElll 

FEB 11, 1986 
a BOLAR PHARMACEUTICAL EG 122MG BASElll 

TABLET; ORAL 
BENNL a EG 1§2M§ BASElll 

a MERRELL DOH/DOH CHEM~ N07409 001 
OCT ::.s, 1984 a CORD LABORATORIES EG l00HG BASElll 

omcLOM:tHE HCI, 
a BARR LABORATORIES ~ N84600 001 a EG 1§2HG BASElll 

JUL 29, 1985 
a BOLAR PHARMACEUTICAL~ N8436l 001 a ZENITH LABORATORIES EG lOOHG BASElll 

FEB 06, 1986 
a PIONEER PHARMS ll_MGIIC N88585 001 AB EG l§QMG BASElll 

AUG 20, 1986 

18 

Nl9259 001 
AUG 28, 1985 

Nl7741 001 

Nl9260 001 
AUG 28, 1985 

Nl7994 001 

N89101 001 
DEC 20, 1CJ85 

N88880 001 
DEC 20, 1CJ85 

N70351 001 
DEC 17, 1985 

N70352 001 
DEC 17, 1985 

N70240 001 
FEB 02, 1986 

N70241 001 
FEB 02, 1986 

N70470 001 
DEC 10, 1985 

N7047l 001 
DEC 10, 1985 

N70186 001 
NOV 18, 1985 

N70187 001 
NOV 18, 1985 
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PQPAMINE HYDRQCHLQRID§ (PASE 3-78> Q9XEPIN HYDROCHLORIDE (PASE 3-78> 

INJECTABLE;. INJECTION CAPSULE; ORAL 
DONHIHI ma, PIPPI HCL 

Ae ASTRA PHARM PRODS 40MGIML• N70087 001 Al HYLAN PHARMS II l!m§ i!SEN N70789 001 
OCT 23, 1985 MAV 13, 1986 

Ae §OMG,(t:tl.n N70089 001 Al El 21i!:§ la§EN N70790 001 
OCT 23, 1985 MAY 13, 1986 

Ae 80MGA1LM N70090 001 Al El 50!:§ l!SEN N70791 001 
OCT 23, 1985 MAY 13, 1986 

Ae §OMGIMUl N70091 001 AD El 7!MG la§EN N70792 001 
OCT 23, 1985 MAY 13, 1986 

Ae l60MGIMLN N70092 001 AD Iii 1gom la§E• N70793 001 
OCT 23, 1985 MAY 13, 1986 

Ae UOMGIMLN N70093 001 
OCT 23, 1985 

Ae l60MG/11Ul N70094 001 QOXYCYCLJNE HYCLATE (PASE 3-?9> 
OCT 23, 1985 

Ae LYPHOHED 160MG/HLN N70364 001 CAPSULE, COATED PELLETS; ORAL 
DEC 04, 1985 am 

Ae SOLOPAK. LABORATORIES 40MGIMUl N700ll 001 AD FAULDINS El ;i,ggrs IAS§; N50582 001 
AUG 29, 1985 JUL 22, 1985 

Ae 40MG/HUl N70046 001 AD PARKE-DAVIS/H.-L El lO!!IS §aSEN N62653 001 
AUG 2'h 1985 OCT 30, 1985 

Ae §!21St'Mb• N70047 001 
AUG 29, 1985 CAPSULE; ORAL 

DOPASTAT IW ,,,~t~I Al: PARKE-DAVIS/H-L 40MG/HLM N70558 001 ltru~~~tl /)~~1~1~;1:~i SEP 20, 1985 
Ae §OMG/MLM N70559 001 IW /IJ.J$.~t.fii/..~t~M~t/ /tt:tdd~'d,$t~/ /Jj~~~i~1~;~:~~ SEP 20, 1985 

p!'ROP:tff DOlttCYCbl!:!I tttSb&II 
A!! AM CRITICAL CARE✓AHS 160HG/ML N17395 003 AD MUTUAL PHARM Ill sgrs §ASEN N62675 001 

JUL 10, 1986 
Al El lO!!IS §ASEN N62676 001 

DOXEPIN HYDROCHLORIDE IPAGE 3-78) JUL 10, 1986 
a PARKE-DAVISIH-L El S!;!M!i §ASEN N62594 001 

CAPSULE; ORAL DEC OS, 1985 
DOXEP:tff HCL a Ill 1!!!21S §ASEN N62594 002 

Al CHELSEA LABORATORIES EQ 25HG 8A§§;N N70953 001 DEC OS, 1985 
MAY 15, 1986 Al PRIVATE FORMULATIONS El S@ §ASEN N62631 001 

Al El ,l!OIS §ASEN N70954 001 JUL 24, 1986 
MAY 15, 1986 Al Ill lOOIS §ASEN N62631 002 

Al ~g 10@ 8ASEM N70955 001 JUL 24, 1986 
MAY 15, 1986 

Al CORD LABORATORIES Eg 25HG SASE• N70827 001 INJECTABLE; INJECTION 
MAY 15, 1986 

, NJ/ 1d1~MffaJni,I\C, I!~~~~~;,~~ AB EQ SOMG BA§§;M N70828 001 ltrnmJ!l.:dA~I 
MAY 15, 1986 ,., ....... 

AD Eg 75!:§ BASE• N70825 001 gc»cYCYCl.:tNE HYCLATE 
MAY 15, 1986 !f · QUAD PHARMS El lOOMG BASE/VIAL• N62643 001 

FEB 13, 1986 
!f EQ-gQOMG §ASE/VI~L• N62643 OQ:? 

FEB 13, 1986 
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DQXVC)'CLIN§ HVCLATE (PAGE 3-79> 

TABLET; ORAL 
QOXm'CLJHI H\'.CLATli 

M HEDICOPHARMA EQ lOOM§ §ASEN 

M tlJTUAL PHARH EQ lOOM§ 8ASEN 

M PARKE-DAYIS/H-L EQ lOOM§ 8ASEM 

IW /~tltfflbi/ 
IW /.tt.'.ill~~~I 

DQXVLAHIN§ SUCCINATE CPAGE 3-BOl 

TABLET; ORAL 
DOXYLAMXHE succtHATIE 

!! COPLEY PHARH ~ 

DROPERIPQL (PAGE 3-80> 

INJECTABLE; INJECTION 
DROPmDOL >..!!!.IL> 

>..!!!.IL> !e 
>..!!!.IL> 
>...!!llL> !e 
>..!!!.IL> 

>..Al!Q..> !e 

LVPHOMEO 

pAl'SIHE 
JANSSEN PHARMA 

t.5MG/HLN 

?,SMGIMtN 

2-5MG/H!. 

EOROPHONIUM CHLORIDE lPAGE 3-Sll 

INJECTABLE; INJECTION 
~ 

!e ANAQUEST /l30C lOMG/HLN 

IQIS'XLON 
A!;! HOFFMANN-LA ROCHE 19MG/flb 

ENALAPRIL MALEATE (PAGE 3-81) 

TABLET; ORAL 
YASOTEC 

HS&D RES LABS/MERCI<. 5HGN 

lOMGN 

20MGN 

N62538 001 
APR 07, 1986 

N62677 001 
JUL 10, 1986 

N62593 001 
AUG 28, l98S 
li¥i~,t.. •~~U 

,~tiz~J1il:ffz1 
/~t~~;:::t~I 

N88900 001 
OCT 08, 1985 

N70993 001 
NOY 17, 1986 

N70992 001 
NOY 17, 1986 

Nl67% 001 

N88873 001 
AUG 06, 1985 

N07959 001 

Nl8998 001 
DEC 24, 1985 

Nl8998 002 
DEC 24, 1985 

Nl8998 003 
DEC 24, 1985 

ENALAPBJL HALEATEi HYQRQCHLQROTHIAZlQE lPAGE 3•81> 

TABLET; ORAL 
YASERETIC 

HS&D RES LABS/MERCI<. lOHG;2SHGN 

EPit:J!PHRIN§ CPAGE 3-81> 

INJECTABLE; INJECTION 
SUS-PIIRINE 
/dt~tt)t)~¢~t~t~I /~~/ 

FOREST LABORATORIES SMG/ML 

EPINEPHRINE> LIQQCAINE HVDRQCHLQRIDE lPAGE 3-Sll 

INJECTABLE; INJECTION 
U:DOCAJHI HCI. AHO EPJNEPHRJHE 

!e ABBOTT LABORATORIES O.OOSMG/HL;~ 

>ttL.OegME NI JPJHEPHl'mlE 
!e ASTRA PHARM PRODS O.OOSMG/ML;l.5?. 
!e ~;~ 

ERGQLQIQ HESVLATl;S (PAGE 3•82l 

TABLET; ORAL 
P®J.OJP MQYLATQ 

Al BARR LABORATORIES ~ 

TABLET; SUBLINGUAL 
JSGOJ.OJP MQYLATES 

!! SUPERPHARM ~ 

M ~ 

ERVTHRQMYCIN (PAGE 3-83l 

CAPSULE, ENTERIC-COATED PELLETS; ORAL 
ERVC 

PARKE-DAYIS/H-L 2SOMGN 

ERVC 125 
PARKE-DAYIS/H-L l2SMGN 

Nl9221 001 
OCT 31, 1986 

l~d'J.4(t~.' ddt/ 
N07942 001 

N8857l 001 
SEP 13, 1985 

Nl0418 010 
N06488 017 

AUG 29, 1986 

N88891 001 
NOY 01, 1985 

N89233 001 
SEP 23, 1986 

N89234 001 
SEP 23, 1986 

N62618 001 
SEP 25, 1985 

N62648 001 
OCT 24, 1985 
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>..Amt.> 
>..Amt.> 
>..Amt.> 
>..!Wt.> 

>..lll,L> 
>..Amt.> 

ERVTHROlf(CIN «PAGE 3-83) 

POHDER; FOR RX COMPOUNDING 
EP.VTHROHYCIN 

PADDOCK LABORATORIES lOOXM 

l!/.dttf.:. ·t~:ttrtlJ!fs!~ttd .• ,/.ifttJ!t.t~J. ·~m 
TABLET, COATED PARTICLES; ORAL 

PCE 
ABBOTT LABORATORIES 333HGN 

ERVTNROl:f(CIN LACTQBIQNATE lPAGE 3-85> 

INJECTABLE, INJECTION 
EBmtROCJN LAC'T08.JOHAU 

!e ABBOTT LABORATORIES EQ SOQMG BASE(YIALN 

!e EG lGM BASE,VIALn 

Ae EG SOQMG QASE(YIALN 

!e E9 lGM 8ASE(YIALM 

>..!Wt.> Al? 
>..!Wt.> 

LVPHOHED EQ SQQMG BASE(YIALN 

EQ lGM QASE(YIAL• 

EQ SOQMG BASE/VIAL• 

E9 lGM BASE/VIAL• 

> ADD > Af 
>..!Wt.> 
>..!Wt.> Al? 
>..!Wt.> 
> ADD > Al? 
>..!!UL> 

QUAD PHARMS 

ESTRADIOl (PAGE 3-86) 

FILM, CONTROLLED RELEASE; PERCUTANEOUS 
ESTRADERH 

CIBA/CIBA-GEIGY 4HGN 

8HGN 

NS0610 001 
NOV 07, 1986 

NS06ll 001 
SEP 09, 1986 

NS0609 001 
SEP 24, 1986 

N50609 002 
SEP 24, 1986 

N62638 001 
OCT 31, 1986 

N62638 002 
OCT 31, 1986 

m2604 001 
NOV 24, 1986 

N62604 002 
NOV 24, 1986 

N62660 001 
NOV 24, 1986 

N62660 003 
NOV 24, 1986 

Nl908l 002 
SEP 10, 1986 

NlC)08l 003 
SEP 10, 1986 

ESTRAQIQL CXPIQNAIE! TESJOSTI!RQNE cypIQNATE IPAGE 3-86> 

INJECTABLE~ INJECTION 
PIEP9•TfflARJOL 

~ UPJOHN ~ ;SOMG/ML Nl 7968 001 
Iffl9E'mtti C'(pmNAJlli•JSJRARJOL m'.PJOMJE 

~ CARTER-GLOGAU LABS ~;SOMG/MLN N85603 001 

ESTROGEN. CONJUGATED IPAGE 3-86) 

TABLEn ORAL 
CONJUGATED ESTROGENS 

~~~~ IU~. ·~t\<s!tll:tts!~I ~,:if~t 
~,,~ ~f~I' 

8S DURAHED PHARH 0.3MG 
BS 0,625MG 
BS l,25MG 
BS 2,SMG 

ESTROGEN. CONJUGATED; MEPROSAMATE IPAGE 3-87> 

TABLEn ORAL 
PMS 200 

Id~/ ll-.'ft~~f:~~/~1V l~.:(tt4¢Jfd~~I 
BS AVERST LABS/AMHO 0.45MG;200MG 

PMB 400 
Id~/ I 1-.'ft~~f. •~~,~~/ l~.:r.t4¢J~~~~¢/ 

BS AVERST LABS/AMHO 0.45MG;400MG 

ETHINVL ESTRADJOL; NQRETHINDRONE IPAGE 3-89) 

TABLEn ORAL-21 
ORTHO-NOVUl1 7/14-21 

MAR t3, 1986 

1z~~~~~~-:~~~1z 
Z!.1~~~~~-·~iz 
,~il~~~: ·:d~l, 

N86492 001 
N83272 001 
N83294 001 
N83295 001 

/~t~~n. '.d.d~/ 
Nl097l 005 

lttt~~n. '.d.dj/ 
Nl097l 003 

a ORTHO PHARMACEUTICAL 0,03SMG;0.5MG AND lMG Nl9004 001 
APR 04, 1984 

TABLEn ORAL-28 
ORTHO-NOVUl1 7/14-28 
a ORTHO PHARMACEUTICAL 0.3SMG;0.5MG AND lMG Nl9004 002 

APR 04, 1984 

ETHINVL ESTRADIOL; NORETHlNDRONEi FERROUS FUMARATE IPAGE 3-89) 

TABLET; ORAL-28 
NORQUEST FE 

SYNTEX (FP) 0.03SMG;lMG;75MG Nl8926 001 
JUL 18, 1986 
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EJJQ<ZOl.ANIQE (PAGE 3-90> 

TABLET; ORAL 

RX DRUG PRODUCT LIST/ CUHULATI~ SUPPLEMENT NUM8ER 15 / AUG'85 • NOV'86 

flUOCINQLQNI; ACETQN:tQ.E CPAGE 3·92> 

SOLUTION; TOPICAL 
ETHAMIDE 
a ALLERGAN PHARMS 

ETRETINATE CPAGE 3-91) 

CAPSULE; ORAL 
TEGISON 

HOF~-LA ROCHE 

FAMOTIDINE l PAGE 3-~l > 

INJECTABLE; INJECTION 
PEPCID 

MSD RES LABS 

TABLET; ORAL 
PEPCID 

MSD RES LABS 

~25H6 

lotal 

25116N 

lOMG/Mllll 

20NGN 

40MGM 

FLECAINIDE ACETATE (PAGE 3•92> 

TA~LET; ORAL 
TAMBOCOR 

RIKER LABS/3M 

FLUNISQLIQE (PAGE 3-92) 

AEROSOL, lNIIAl.ATION 

10~ 

200MGM 

1
,1~~~~~/MMt# !~.:#t>~tJ.~! 
AEROBID 

KEV PHARMACEUTICALS o.ntSHS/INII 

Nl6l44 001 

Nl9369 001 
SEP 30, 1986 

Nl9369 002 
SEP 30, 1986 

Nl9510 001 
NOV 04, 1986 

Nl9462 001 
OCT 15, .1986 

Nl9462 002 
OCT l!h 1986 

Nl8830 001 
OCT 31, 1985 

Nl8830 002 
OCT 31, 1985 

u~~fl1~itM 
Nl8340 001 

AUG 11; 1984 

fWoCJNOLOHr ACJrn!a:H 
AI THAMES PHARMACAL ~ 

FI.UQROMJTIIO).ONE CPAGE 3•93) 

OINTMENT; OPHTHALMIC 
FML 

ALLERGAN PHARMS 0.1:0. 

SUSPENSION/DROPS; OPHTHALMIC 
fWOJ..qp . 

D COOPERVISION PHARMS ~ 

m 
D ALLERGAN PHARMS ~ 

FML FORTE 
ALLERGAN PHARMS 0.2~ 

fLUOROMETHQlONI; ACETATE IPAGE 3-93) 

SUSPENSION/DROPS; OPHTHALMIC 
OHNITROL 

ALCON LABORATORIES 0,1:0. 

FLUOROURACIL CPAGE 3-931 

INJECTABLE; INJECTION 
FWOBQUBACXJ. 

Af! . INTL PHARM PROD 

A!! LVPHOMED 

SQMGIMLN 

50MG/MUC 

FLUPHENAZINE DECANOATE IPAGE 3-94) 

INJECTABLE; INJECTION 
FWPHEHAZEHE 

AQ QUAD PHARMS 25MG/MLU 

pROuxtH DECAHOATE 
AQ ER SQUIBB AND SONS 25MG/Ml 

22 

N89124 001 
SEP 11, 1985 

Nl7760 001 
SEP 04, 1985 

N7018S 001 
FEB 27,-1986 

Nl685l 002 
~UL 28, 1982 

Nl92l6 001 
APR 23, 1986' 

N19079 001 
FEB 11, 1986 

N88929 001 
MAR 04, 1986 

N89152 001 
MAR 21, 1986. 

N70762 001 
FEB 20, 1986 

N16727 001 
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RX DRUG PRODUCT LIST ✓ CUHUlATlVE SUPPLEMENT NUNBER 15 ✓ AUG'85 - NOV'86 

ELYPHENAZINE HYQBOCHLQRIDE CPAGE 3-94> 

CONCENTRATE; ORAL 
IPptq]'JL 

M SCHERING ~ 
fflOLmtl 

M ER SQUIBB AND SONS ~• 

FLUBAZEPAH HYDROCHLORIDE <PAGE 3-95) 

CAPSULE; ORAL 
PAWHE 

!§ ROCHE PRODUCTS lit:!§ 
a 1.!lli§ 

FWRAZEPAM HC'i, 
!§ BARR LABORATORIES ~ 

!§ ~ 

>_!PL> a DANBURY PHARMACAL ~ 
> ADD > 
> ADD > !§ 30MGN 
>..AQ!L> 

!§ HYLAN PHARMS ~ 

!§ ~ 

!§ PAR PHARMACEUTICAL ~ 

!§ ~ 

/~~t®IPAGE 3-95) 

lt~Jt~~~1~u ·t~Jt¢:tt~/ 
lf?tt~t~f t. ·~1~. '¢:i~l~. ·~~tl~t.l 

FOLIC ACID (PAGE 3-95) 

INJECTABLE; INJECTION 
FOUC Ac:tD 

!,!! LYPHOHED ~• 

FOLY.ETII: 
Al! LEDERLE LASS/AH CYAN ~ 

Nl6008 001 

N70533 001 
NOV 07, 1985 

Nl6721 001 
Nl6721 002 

N70454 001 
AUG 04, 1986 

N70455 001 
AUG 04, 1986 

N7U05 001 
NOV 25, 1986 

N71068 001 
NOV 25, 1986 

N70344 001 
NOV 27, 1985 

N70345 001 
NOV 27, 1985 

N70444 001 
MAR 20, 1986 

N70445 001 
MAR 20, 1986 

l~.d~!,~.1. '!1~6/ 

N89202 001 
FEB 18, 1986 

N05897 008 

FQLIC ACID CPAGE 3-95) 

TABLET; ORAL 
~ 

M BARR LABORATORIES 1t§III 

M PIONEER PHARMS ~ 

fUBQSEMJQE CPAGE 3-96> 

INJECTABLEl INJECTION 
fYBOH1So!S 

Al? ASTRA PHARH PRODS lQMG/MLN 

Al? lOMG/MLn 

e lQMG/MLn 

e CARTER-GLOGAU LABS lOMG/MLn 

e SOLOPAK LABORATORIES JOMG/MLn 

e lOMG/MLn 

TABLET; ORAL 
fYBOSEMtDI 

!§ BARR LABORATORIES ~ 

!§ DANBURY PHARMACAL ~ 

!§ 40MGII 

!§ MYLAN PHARMS §.QMGII 

!§ ROXANE LABORATORIES §.QMGII 

!§ HATSON LABORATORIES ~ 

!§ 40MGN 

!§ §.QMGII 

GENTAMICIN SULFATE CPAGE 3-97) 

INJECTABLE; INJECTION 
GENT'AFA:tR 

Al! PHARMAFAIR EQ 40MG BASE/MLn 

GENT'AMtc:EH SULFATE 
!,!! ABBOTT LABORATORIES EQ lOMG BASE/MLN 

23 

N89177 001 
JAN 08, 1986 

N88949 001 
SEP 13, 1985 

N70014 001 
SEP 09, 1985 

N7009S 001 
SEP 09, 1985 

N70096 001 
SEP 09, 1985 

N70019 001 
SEP 22, 1986 

N70023 001 
FEB 05, 1986 

N70078 001 
FEB 05, 1986 

N70043 001 
SEP 26, 1985 

N70412 001 
FEB 26, 1986 

N70413 001 
FEB 26, 1986 

N70082 001 
OCT 29, 1986 

N70086 001 
JAN 24, 1986 

N70449 001 
NOV 22, 1985 

N70450 001 
NOV 22, 1985 

N70528 001 
JAN 07, 1986 

N62493 001 
AUG 28, 1985 

N62612 004 
FEB 20, 1986 



el 
...-1 

~ 
~ 
~~. 
r' 
:i,;.o, 

~' r 

RX DRUG PROOUCT LIST I CUl'M.ATI\IE SUPPLEMENT NUHBER 11 ✓ AUG'U - NOV'86 

§ENTAMICIN SUI.FATE (PAGE :S-97l 

SOLUTION/DROPS; OPHTHALHIC 
HNIAMmlH IULFAJI 

AI CARTER-GLOGAU LASS EQ 3MG 8ASEIHLM N62523 001 
NOV 25, 1985 

§ENTAMICIN SULFATE; §OOIUH CHLORIDE «PAGE 3-98> 

INJECTABLE; INJECTION 
CM~ SULFATE JU PLAmC CONIAJHB 

!f ABBOTT LABORATORIES EQ 6QMG SASE/lOOHl; 
,Oot§llQQHUI N62588 006 

JAN 06, 1986 
!f EQ 7QMG BASE/lOQHL; 

900MG/100MLM N62588 007 
JAN 06, 1986 

!f 

!f 

!f 

!f 

!f 

!f 

!f 

!f 

§!Jl!]!!:!lHlJm (PAGE 3-100) 

TABLET; ORAL 
GWTE'ffll:HmE 

M HALSEY DRUG 

M 

Eq 8QMG BASE/lOQHL> 
900MG/100HLN 

EQ 20MG BASE/lOOHL; 
.'9!!!:§/_lOOHLN 

EQ lQOM§ BASE/lQOHL; 

N62588 008 
JAN 06, 1986 

N62588 009 
JAN 06, 1986 

2QOM§/lQQHLn N62588 010 
JAN 06, 1986 

EQ l. 2M§ 8ASE/Ml;.2M§LJ:ll.N N62588 001 
JAN 06, 1986 

EQ l.4M§ 8ASE/HL;.2M§LJ:ll.n N62588 002 
JAt.l 06, 1986 

Eq l.6M§ BASEIHL>.ntl:!I.• N62588 003 
JAN 06, 1986 

EQ l.SM§ BASEIHL>.ntl:!I.• N62588 004 
JAN 06, 1986 

EQ 2M§ 8ASEIHL>.2M§IHJ.N N62588 005 
JAN 06, 1986 

~ 

SOOMGN 

N89458 001 
OCT 10, 1986 

N89459 001 
OCT 10, 1986 

GJ..)'gtl; (PAGE 3-100) 

SOLUTION; IRRIGATION 

//..1/ 
ILJCIHI ;t..g B PLAIJD CONIAJHB 

AI TRA\IENOL LASS l, SGM/lOOHL 

§LYCQPVBRQLATf. l PAGE 3-100 > 

INJECTABLE; INJECTION 
§LXCoPffll!OLAH 

A! LUITPOLD PHARHS D 1 2M§/HLN 

§YAWIBENZ ACEWE (PAGE 3-102> 

TABLET; ORAL 
NVTENSIN 

NVETH LABS/AMHO EQ l6MG 8ASEN 

§YANfACINE HVDRQCHLQBIDE IPAGE 3-102> 

TABLET; ORAL 
TENEX 

AH ROSINS 

HALQPERIDQL IPAGE 3-102> 

TABLET; ORAL 
~ 

!l MCNEIL PHARM 
a 
a 
a 
AS 
AS 

HALOPEUDOL 
> AOD > AS CORD LABORATORIES 
>..AfilL> 
> ADD > AS 
>..AfilL> 
> ADD > Al 
>_A!llL> 
> ADD > AS 
>_A!llL> 

lMGN 

.2.,.iM§ 
1M§ 
_gM§ 
SM§ 
1QM§ 
1Q.tl§ 

~ 

lt.:§U 

.?r1§a 

~ 

24 

lft;~1~1,;i:~~ 
Nl8522 001 

FEB 19, 1982 

N89335 001 
JUL 23, 1986 

Nl8587 003 
SEP 07, 1982 

Nl9032 001 
OCT 27, 1986 

Nl5921 001 
1-.15921 002 
Nl5921 003 
Nl5921 004 
Nl5921 005 
Nl5921 006 

FEB 02, 1982 

N71206 001 
NOV 17, 1986 

N71207 001 
NOV 17, 1986 

N71208 001 
NOV 17, 1986 

N71209 001 
NOV 17, 1986 
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HALQPERIDQL CPAGE 3-102) 

RX DRUG PRODUCT LIST ✓ Cl.HJLATIVE SUPPLEMENT NUHSER 15 ✓ All8'85 - N0'."86 

HALQPERIDQL LACTATE (PAGE 3-102> 

TABLET; ORAL 
HaLOf!DIDO!t 

g HYLAN PHARHS ~ 

g l!P 

g 1tP 

g 2§N 

>_!!HL> g PAR PHARMACEUTICAL ~ 
>_!!HL> 
>_!!HL> g l!P 
>..AfilL> 
>_!!HL> g 1tP 
>_!!HL> 
>..AfilL> g 2§N 
> ADD > 
>_!!HL> g PUREPAC/KALIPHARHA ~ 
> ADD > 
> ADD > g l!P 
>_!!HL> 
>_AOO_>Y 1tP 
>_ADO_> 
> ADD > g 2§N 
>_!!HL> 

g SEARLE PHARHS ~ 

g l!P 

g 1tP 

g 2§N 

g li!1!iN 

g ~ 

HALOPERIDOL DECANQATE (PAGE 3-102) 

INJECTABLE; INJECTION 

N70276 001 
JUN 10. 1986 

N70277 001 
JUN lth 1986 

Ni'OU'8 001 
JUN 10, 1986 

N70279 001 
JUN 10, 1986 

N71233 001 
NOV 03, 1986 

N71234 001 
NOV 03, 1986 

N7123S 001 
NOV 03, 1986 

N71236 001 
NOV 03, 1986 

N71071 001 
NOV 03, 1986 

N71072 001 
NOV Olh 1986 

N71073 001 
NOV O.s, 1986 

N71074 001 
NOV 03, 1986 

N70720 001 
JUN 10, 1986 

N7072l 001 
JUN 10, 1986 

N70722 001 
JUN 10, 1986 

N70723 001 
JUN 10, 1986 

N70724 001 
JUN 10, 1986 

N7072S 001 
SEP 24, 1986: JUN 10, 1986 

HALDOL DECAOOATE 
MCNEIL PHARM EQ SOMG BASE/MUI Nl8701 001 

JAN 14, 1986 

M 

M 

M 

M 

CONCENTRATE; ORAL 
~ 

MCNEIL LABORATORIES 
Hab9Pm!QOL 

BAY LABORATORIES 

H ?MG BASE/ML 

H ?MG BASE/Mui 
APR lS, 1986 

NATL PHARM MFG/BARRE EG 2MG BASE/MLn 

SEARLE PHARMS 
APR lS, 1986 

EG 2MG BASE/MLN 

HEPARIN SQQIUH CPAGE 3-1031 

INJECTABLE; INJECTION 

IW ,,~1H~~mSJ~~IU.:mltt:1a,'1 
IW /ill..Jhlffla,'1 

HJP•l,OCK U/P 
AP ELKINS-SINN/AHROBINS 10 UNITS/ML 

AP 100 UNITS/ML 

HEl'Alml LOCK FI.WIH 
AP CARTER-GLOGAU LABS 100 UNITS/ML 
AP LUITPOLD PHARMS 10 UNITS/MUil 

AP lQ.O. UNITS/MLn 

AP 

AP ,,~, 
AP 
AP 

AP 

AP 

AP 

Hll'Alml !!IOl>1U1 
ABBOTT LABORATORIES 2.000 UNITS/MLn 

2.soo UNITS/MLN 

CARTER-GLOGAU LABS /j'j~!hJttl~,/ 
2,500 UNITS/ML 
7,500 UNITS/ML 
3,000 UNITS/ML 
4,000 UNITS/ML 
6,000 UNTIS/ML 

ELKINS-SINN/AHROBINS S,000 UNITS/0.SMLN 

HEPARIN SOD:N't IIRESERVAT.lVE FREE 
INVENEX/LVPHOMED 1,000 UNITS/MLN 

MARSAM 1,000 UNITS/MU. 

2S 

NlS922 001 

N70710 001 
MAR 07, 1986 

N70318 001 
: APR 11, 1986 

N70726 001 
JUN 10, 1986 

I. l~~t:1-~~~1~1
1 ""z"'·,~1d~td~1z IJ~:~~1: ·~~ii, 

Nl7037 010 
JUN 10, 1983 

Nl7037 011 
JUN 10, 1983 

Nl7064 001 
N89063 001 

OCT 09, 1985 
N89064 001 

OCT 09, Has 

N05264 013 
APR 07, 1986 

NOS264 014 
APR 07, 1986 
l~t"J#(+.'~.dt/ 
Nl7064 015 
Nl7064 019 
Nl7064 016 
Nl7064 017 
Nl7064 018 
Nl7037 013 

APR 07, 1986 

Nl7029 010 
APR 28, 1986 

N89464 001 
JUN 03, 1986 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMSER 15 / AUG'SS - NOV'86 26 

HEPARIN SQDJUH (PAGE 3-103) 

INJECTABLE; INJECTION 
LflYAEMIH ffi1W PBJSQYAT.tVE FRH 

Ai? ORGANON/AKZONA 1.000 w:n§4:tLM 

Ai? .s .ooo WIJ§4:tlM 

Ai? 10 ,000 WJT§4:tlM 

W WA·~,~~ 
z,i-.d~dit~izz 
,~::~~~:·li11ij~~, 

HEXACHLQROPHENE lPAGE 3-106) 

SPONGE; TOPI-:AL 
1t1~J~,~;~w~~~v .,~_dt4¢/ 

E-Z SCRUB 
DESERET/P-D 4SOMG 

HYDRALAZINE HYOROCHLQRII!§ IPAGE 3-107) 

INJECTABLE; INJECTION 
HYDRALA'ZDIE Heb 

Ai? SOLOPAK LABORATORIES ?QMGIMLM 

M 

M 

M 

M 

M 

AA 

M 

AA 

AA 

TABLET; ORAL 
H'tl>RALA'ZDIE HCL 

HALSEY DRUG ~ 

25MGN 

~ 

l00MGn 

MUTUAL PHARM l0MGn 

~ 

~ 

SIDMAK LABORATORIES 19!:!iR 

lOOHGM 

N00552 OU 
APR 11, 1986 

NOOS52 012 
APR 11, 1986 

N!'IOSS2 013 
APR Ur 1986 

11.~fl~~i-::~~11 
/!.1$~d~~-'d$:.-z 
l !.11~':I~~- •if $;z 
1ttl:tl!r·~l~1 

/~J..t~i .• ,,.,,,, 

Nl7452 001 

NS8517 001 
AUG 22, 1985 

N89218 001 
JAN 22, 1986 

N89130 001 
JAN 15, 1986 

N89222 001 
JAN 22, 1986 

N89178 001 
JAN 15, 1986 

N89359 001 
JUL 25, 1986 

N89258 001 
MAY OS, 191":, 

N89259 001 
MAY OS, 1986 

N89097 001 
DEC 18, 1985 

N89098 001 
DEC 18, 1985 

UYPBAlAZJNE HYQB9£HLQBJPEi UYPBQCHLQR,!>!HIAZIQE IPAGE 3-108> 

CAPSULE; ORAL 
lftQRA~PI 

a PAR PHARMACEUTICAL .ml§;~ N88957 001 
OCT 21, 1985 

a SOMG;~ N88946 001 
OCT 2:1. • 1985 

a ll.ID:.1§ ;~ N8896l 001 
OCT 21, 1985 

HVQRQCHLOROTHIAZIQEi ~EIHYLQQPA CPAGE 3-1101 

TABLETr ORAL 
ALQODJ. 030 

a MS&D/tlERCK m!§iSQJ:1§ Nl3402 003 
ALQORJ:L PSQ 

a MS&O/tlERCK SOMG;~ Nl3402 004 
ALOORJL U 

a MS&D/tlERCK llt§;ml::!§ Nl3402 001 
ALQORJI. ZS 

a MS&D/ttERCK nm;~ Nl3402 002 
t:1mrtLUO!A AH,g trtOROCHl,,2ROTKl:AZEDE 

a BOLAR PHARMACEUTICAL ,in;~ N7036S 001 
HAR 19, 1986 

a nm;~ N70366 001 
APR 16, 1986 

a m!§i500HGM N70367 001 
HAR 19, 1986 

a 50MG ;~ N70368 001 
APR 16, 1986 

a CORD LABORATORIES lfil§iml::1§1:1 N70182 001 
JAN 15, 1986 

a nm;~ N70183 001 
JAN 15, 1986 

a 30ttG;~ N70543 001 
JAN 15, 1986 

a SOMG;SOOHGM N70544 001 
JAN 15, 1986 

a HYLAN PHARMS lfil§; 2SOHGM N70264 001 
JAN 23, 1986 

a 2SttG ;ml::1§1:1 N7026S 001 
JAN 23, 1986 

a PUREPAC/KALIPHARHA lfil§;250MGII N70853 001 
OCT 08, 1986 

~ 2SMG;~Gn N70688 001 
APR 24, 1986 

a 30MG;SOOHGN N70854 001 
OCT 08, 1986 

a 50ttG;SOOM!31& N70689 001 
APR 24, 1986 
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HVQROCHLORQJHIAZIDE i PRQPRANQLOL HVDBQCHLQRIJUl c PAGE 3-111 ) 

TABLET; ORAL 
HDDE-4-CVU 

Al AYERST LAl3SIAMHO li!S;~ 
Hma>E-§CVU 

Al AYERST LABS/AMHO ll!S;§.!lt§ 
fROPRAHOLOL HCL AHR HYDROCHLOROpqmDE 

Al BARR LABORATORIES li!S•~ 

Al ll!S•~ 

Al CHELSEA LABORATORIES li!S•~ 

Al ll!S•~ 

Al PUREPAC/KALIPHARHA ll!S;~ 

M ll!S•~ 

HVDBQCHLORQTIIIAZIDEi SPIRONQLACJONE (PAGE 3-llll 

TABLET; ORAL 
lmoHQLACJOHI AHP !:OO)ROCHI.OROD:PleiH 

Al PUREPAC/KALIPHARHA li!S•~ 

M SUPERPHARH ll!S•~ 

/~'~!li,~IPAGE 3-1121 

''-~i~l~.w 
. lf~f.'AWIV ~~i:~~~:,i~i~ 

HVQROCORTISQNE !PAGE 3-112) 

CREAM; TOPICAL 
AIA..coRT 

AI DEL-RAY LABORATORIES ll 

tffl>ROCOm"J:!OHE 
AI PHARMADERIVALTANA ~ 

Nl803l 001 

Nl803l 002 

N70704 001 
OCT 01, 1986 

N70705 001 
OCT 01, 1986 

N7030l 001 
APR 18, 1986 

N70305 001 
APR Uh 1986 

N7085l 001 
HAY 15, 1986 

N70852 001 
HAY 15, 1986 

N87999 001 
NOV 06, 1985 

N89137 001 
AUG 26, 1985 

tttJ.,,,,. ·,.6f>1 

N80706 001 

N88845 001 
FEB 27, 1986 

HVDBQCORJISQNE CPAGE 3•112) 

LOTION; TOPICAL 
Al,A•CORJ 

AI DEL-RAV LABORATORIES ll N83201 001 
ALA-SCALP 

DEL-RAY LABORATORIES 2Y. N8323l 001 
HYOROCC!n".m)N!I; 

AI THAMES PHARHACAL ~ N89024 001 
FEB 12, 1986 

ml-CORI 
AI STIEFEL LABORATORIES~ N89066 001 

NOV 25, 1985 
A! .Ls- N89074 001 

NOV 26, 1985 

OINTMENT; TOPICAL 
tJIDROCOR]Jg; :n! AMORBAII 

AI CAROLINA MED PRODS .L%M N88138 001 
SEP 06, 1985 

HYQBQCORJI§QNEi NEQMYCIN • lPAGE 3-115) SULFATE, PQLVMVXIN B SULFATE 

AI 

AI 

AI 

AI 

SUSPENSION; OTIC 
HP'D'!,mf AHi> PQL)'lfflCDI I SULFATQ AHB HYDROCORn!OHE 

CARTER-GLOGAU LABS ll;EQ 3.5MG BASE/ML; 
10,000 UNITS/Ml.n N62488 001 

NOV 06, 1985 
HliQl1YCPI SULFAUt PQL'l'M)'XPI I SUI.FATE I H'tDROCQRmlOHE 

PHARHAFAIR ll;EQ 3,5MG BASE/ML; 
10,000 UNITS/ML• 

SUSPENSION/DROPS; OPHTHALMIC 
CORTDPOBJN 

BURROUGHS HELLCOME ll;EQ 3.5MG BASE/ML; 

N62617 001 
SEP 18, 1985 

10 ,ooo UNITS/ML N50169 001 
HliQl1YCPI SULFATIE•POL'l'M)'XPI B SULFATE-tl'IDROCOfflSOH!I!; 

PHARMAFAIR l~:EQ 3.5MG BASE/ML; 
10,000 UNITS/MLII N62623 001 

SEP 24, 1985 
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HYPRQCQBTISQNE ACETATE; NEQMYCJN SULfATEi PQl.)'MVXJN I\ SULFATE 
l PAGE 3-116) 

CREAM; TOPICAL 
CORTISPORIN 

BURROUGHS HELLCOHE 0.51.;EQ 3.SHG BASEIGH; 
10,000 UNI~ NS02l8 001 

HVDROCQBTISONE BUTYRATE tPAGE 3-116) 

CREAM; TOPICAL 
HYDROCORTISONE BUTYRATE 

BX a GIST-BROCADES 0.11. 

LOCOID 
BX OWEN LABS✓DERM PRODS O. l:t. 

OINTMENT; TOPICAL 
HVDROCORTISONE BUTYRATE 

BX a GIST-BROCADES 0.11. 

LOCOID 
BX OWEN LABS✓DERM PRODS O.l:t. 

HYQRQfllMETHIWQE> RESEftPH «PAGE 3-117) 

TABLET; ORAL 
HYDROFLUMETHIAZIDE AND RESERPINE 

BP PAR PHARMACEUTICAL SOMG;0.12SHGn 

HYDROX)'ZINE HYDROCHLORIDE CPAGE 3-118) 

INJECTABLE; INJECTION 
trtpo>e:q.pui: 

!!? ELKINS-SINWAHROBINS 5QMG/Ml 

11.n 7lmj~t~/'!,~/1'1U 
!!? PHARMAFAIR 25!;!G/MLN 

!!? 25!;!G/Mln 

!!? .5QMG/Mllll 

!!? .5QMGIMl.lll 

AUG 09, l98S 

Nl8Sl4 001 
t-.AY 31, 1~2 

Nl879S 001 
JAN 07, 1983 

Nl8652 001 
OCT 29, 1982 

Nl9l06 001 
JUL 03, 1984 

N88907 001 
SEP 20, l98S 

N855Sl 002 

/tlM,'!,'!,!. 'dd# 
N88862 001 

FEB 14, 1986 
N89l06 001 

FEB 14, 1986 
N8888l 001 

FEB 14, 1986 
N89l07 001 

FEB 14, 1986 

UYQRQXYZINE HVQROCHLQBJPE tPAGE 3•118l 

TABLET; ORAL 
t.Ulltto>m:tHI t:mlt 

A§ AMIDE PHARMACEUTICAL l,P9 

A§ mm-
Al ~ 

A§ COLHED LABORATORIES 12.tP 

A§ mm-
A§ ~ 

A§ MUTUAL PHARM 12.tP 

Al mm-
A§ ~ 

A§ QUANTUM PHARMICS 12.tP 

A§ mm-
A§ ~ 

A§ SIDHAK LABORATORIES llt!§lt 

A§ lltp 

A§ ~ 

HYDROXYZINE PAMQAJE tPAGE 3•120) 

CAPSULE; ORAL 
H'tl}RO>C)'UHE ,w«>ATI 

A§ PAR PHARMACEUTICAL EQ 2SMG HCl.lll 

M EQ SONG HCUI 

28 

N8907l 001 
JUL 22, 1986 

N89072 001 
JUL 22, 1986 

N89073 001 
JUL 22, 1986 

N8912l 001 
MAR 20, 1986 

N89122 001 
MAR 20, 1986 

N89123 001 
MAR 20, 1986 

N8938l 001 
MAY 19, 1986 

N89382 001 
MAY 19, 1986 

N89383 001 
MAY 19, 1986 

N88540 001 
OCT 22, 1985 

N8855l 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 
MAR 17, 1986 
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IBUPROFEN (PAGE 3-120) IQUPROfllN lPAGE 3-UO> 

! 
TABLEn ORAL TABLEn OR•L 

DYPftOFIH DYPBOfffl 
Al BOOTS PHARMACEUTICAL ~ ,. N7126 .. 001 OCT 15, 1986 

-f JUL 25, 1986 0 ~ . N71267 001 g Al CHELSEA LABORATORIES ~ N70038 001 . OCT 15, 1986 
""O SEP 06, 1985 0 i2llt:1§N' N71268 001 -c: 

:ll:llo Al il.!2!P N700U 001 OCT 15, 1986 

~ 
SEP 06, 1985 0 PURE PAC/KALI PHARMA ~ N71123 001 

Al CORD LABORATORIES ll!liSN N7073<t 001 SEP 19, 1986 · 

~ JUN 12, 1986 0 ~ . N71124 001 
Al ~ N7073S 001 SEP 19, 1986 

JUN 12, 1986 0 il.!2!P N7112S 001 
Al il.!2!P N70i'36 001 SEP 19, · 1986 

JUN 12, 1986 0 SUPER,ttARM ~ N70708 001 
Al DANBURY PHARHACAL ~ N70436 001 APR 25, 1986 

AUG 21, 1985 0 i2l1t:1§N N70709 001 
Al il.!2!P N70437 001 APR 25, 1980 

AUG 21, 1985 ;mumn, 
>..AWL> Al INTERPHARM ~ N7133't 001 0 OHH LABORATORIES ~ N70469 001 
>~_> NOV 25, 1986 AUG 29, 1985 
>..AlllL> Al il.!2!P N71335 001 lflH ' 
>..AWL> NOV 25, 1986 0 LUCHEH PHARHS ~ N71145 001 

0 LEDERLE LABS/AH CYAN~ N70629 001 SEP 23, 1986 
SEP 19, 1986 0 il.!2!P N71146 001 

0 il.!2!P N70630 001 SEP 23, 1986 
SEP 19, 1986 ltf=OHN Al MCNEIL CONSUMER PROD ~ N70081 001 >_OJ.I..> AD :mm:!§ Nl7463 003 
JUN 16, 1986 0 ~ Nl7463 005 

0 il.!2!P N70476 001 MAY 22, 1985 
JUN 16, 1986 !YflH 

0 turuAL PHARM ~ N7l230 001 0 BOOT PHARMACEUTICAL §J!!!t:1§al N70745 001 
OCT 22, 1986 JUL 23, 1986 

0 ~ N71231 001 
OCT 22, 1986 

Al il.!2!P N71232 001 INDIUM IN-111 QXYOOINQLINE CPAGE 3-121> 
OCT 22, 1986 

Al MYLAN PHARMS ~ N70045 001 INJECTABLE; INJECTION 
SEP 24, 1985 INDIUM IN-111 OXYQUINOLINE 

Al il.!2!P N70057 001 AHERSHAM/RADIOCHEH ,NIA Nl9044 001 
SEP 24, 1985 DEC 23, 1985 

Al OHH LABORATORIES ~ N70818 001 
DEC 26, 1985 

Al /~/PAR PHARMACEUTICAL ~ N70328 001 IHQOMETHACIN !PAGE 3-122> 
AUG 06, 1985 

Al ~ N70329 001 CAPSULE; ORAL 
AUG 06, 1o;;s JHDO-LlfflOH 

Al il.!2!P N70330 UOl Al LEMMON llP N70266 001 
AUG 06, 1985 NOV 07, 1985 

Al ~ N70986 001 Al SOMGIC N70267 001 
JUL 25, 1986 NOV 07, 1985 

Al PRIVATE FORMULATIONS~ N71266 001 
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INQOHETitACIN IPAGE 3-122> IOPAHIQOL I PAGE 3-123 > 

CAPSULE; ORAL INJECTABLE; INJECTION 
JH!)OMmtACIN ISOWE-300 

M BARR LABORATORIES mP N70067 001 ER SQl.1188 ANO SONS 6ll'.M Nl873S 002 
OCT 03, 1986 DEC 31, 1985 

M ~ N70068 001 ISOWE-370 
OCT 03, 1986 ER SQUI88 AND SONS 7~ Nl873S 003 

M BOLAR PHARMACEUTICAL m§N N707M 001 DEC 31, 1985 
AUG 20, 1986 ISOWE-H 200 

M ~ N70785 001 ER SQUIBB ANO SONS 4ll'.M Nl8735 001 
AUG 20, 1986 DEC 31, 1985 

M DURAHED PHARMS mP N70326 001 ISOWE-H 300 
OCT 18, 1985 ER SQUI88 AND SONS 6ll'.M Nl8735 004 

M ~ N70327 001 DEC 31, 1985 
OCT 18, 1985 

M HYLAN PHARMS ~ N70624, 001 
SEP M, 1985 ISQETitARIN£ HVQRQCHLQBIQE IPAGE 3-124> 

M PAR PHARMACEUTICAL ~ N706Sl 001 
HAR OS, 1986 SOLUTION; INHALATION 

M PIONEER PHARMS mP N70813 001 mmwm11 !!21m llE 
AUG 11, 1986 AH DEY LABORATORIES llM N89252 001 

a lltl§:11 N70S92 001 SEP 15, 1986 
AUG 11, 1986 

a SUPERPHARH mP N704'87 001 
OCT 10, 1986 ISQNIAZID (PAGE 3-125> 

a ~ N7M88 001 
OCT 10, 1986 SYRUP; ORAL 

a HATSON LABORATORIES m§N N70S29 001 LAHP1,iD 
OCT 18, 1985 AA LANNETT SOM§l!ML• N89243 001 

a ~ N70S30 001 FEB 03, 1986 
OCT Uh 1985 

a ZENITH LABORATORIES mP N70719 001 
g:I FEB lt, 1986 ISQSQR8IDE QINJTRAJJ IPAGE 3-126> 

E M lltl§:11 N707S6 001 
FEB lt, 1986 TABLET; ORAL 

c::-::> ISOSORBIDE DINITRATE 
~ SUSPENSION; ORAL BARR LABORATORIES SHGII N86166 001 
-< INOOCIN SEP 19, 1986 
~ HS&D RES LABS/MERCK 2SHGISHLM Nl8332 001 lOMGII N86169 001 
2: OCT 10, 1985 SEP 19, 1986 ..- 20MGII N86167 001 g SEP 19, 1986 
~ IOlffiXQl (PAGE 3-1231 30HGN N87564 001 

SEP 18, 1986 
INJECTABLE; INJECTION 

OMNIPAQUE 180 TABLET; SUBLINGUAL 
HINTHROP-BREONISTERL 38.~ Nl8956 001 ISOSORBIDE DINITRATE 

DEC 26, 1985 BARR LABORATORIES 2,SHGII N84204 001 
OMNIPAQUE 240 SEP 18, 1986 

HINTHROP-BREONISTERL 51.~ Nl8956 002 SHGN N86168 001 
DEC 26, 1985 SEP 18, 1986 

OMNIPAQUE 300 lOMGII N87545 001 
HINTHROP-BREONISTERL 64.?l'.M Nl8956 003 SEP 18, 1986 

DEC 26, 1985 
OONIPAQUE 350 

HINTHROP-BREONISTERL 75.SY.M Nl8956 004' 
DEC 26, 1985 
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KANAMVCIN SULFATE lPAGE 3-126) 

INJECTABLE; INJECTION 

!!? 
!(AHAMXC;tH !IIULFATI 

QUAD PHARHS EQ 75MG l}ASElfflUI 

!!? 

!!? 

!!? 

!!? 

!!? 

E9 SOOMG 8ASEl2MLM 

E9 lGM 8ASE/3MLn 

SOLOPAK LABORATORIES EQ 75MG 8ASE/2MLM 

E9 500MG BASE/fflLN 

EQ lGM 8ASE/3MLn 

KETQCQNAZOLE (PAGE 3•127> 

CREAM; TOPICAL 
NIZORAL 

JANSSEN PHARMA 

SUSPENSION; ORAL 
NIZORAL 

JANSSEN PHARH 

KETQPROFEN (PAGE 3-127) 

CAPSULE; ORAL 
ORUDIS 

HYETH LABS/AHHO 

21.n 

lOOMG/SMLN 

50MGl4 

75MGM 

LA8ETALOL HYDROCHLORIDE IPAGE 3-127) 

INJECTABLE; INJECTION 
NORMODYHE 

!!? SCHERING ~ 

TRANDATE 
!!? GLAXO ~-

N626,.2 001 
FEB 03, 1986 

N626,.2 002 
FEB 03, 1986 

N626,.2 003 
FEB 03, 1986 

N62605 003 
FEB 26, 1986 

N62605 001 
FEB 26, 1986 

N62605 002 
FEB 26, 1986 

Nl90M 001 
DEC 31, 1985 

N70767 001 
NOV 07, 1986 

Nl87M 002 
JAN 09, 1986 

Nl8754 003 
JAN 09, 1986 

Nl8686 001 
AUG 01, 1984 

Nl9425 001 
DEC 31, 1985 

LACJULOSE (PAGE 3•127> 

SYRUP; ORAL 
WfflJLOSI 

AA ROXANE LABORATORIES lOGM/lSML 

LEUCQ\IQRIN CALCIUM IPAGE 3-127> 

TABLET; OkAL 
LEUCOYORIN CALCIUH 

BX LEDERLE LABS/AH CYAN EQ 5MG BASEM 

HELLCOYORIN 
BX BURROLIGHS HELLCOME EQ 5MG BASE 

LEYQ8UNOLQL HYDROCHLORIDE lPAGE 3•128> 

SOLUTION/DROPS; OPHTHALMIC 
BETAGAN 

ALLERGAN PHARMS 0.51.n 

LITHIUM CITRATE lPAGE 3-132> 

SYRUP; ORAL 
LJ:'J'KN'I CJIRAJI 

Nl7906 001 

Nl8459 001 
JAN 30, 1986 

Nl8342 001 
JUL 08, 1983 

Nl9219 002 
DEC 19, 1985 

AA HV-K LABS EQ 300MG CAR80NATE/5ML N70755 001 
MAY 21, 1986 

LORAZEPAM (PAGE 3-132) 

TABLET; ORAL 
~ 

All HVETH LABS/AMHO 
All 
All 

LORAZEPAH IPAGE 3-1321 

TABLET; ORAL 
I.ORAZEPAM 

All AM THERAPEUTIC 

All 

All 

.9..,5MG 
lt1§ 
,2MG 

O.SMGM 

lt1§M 

_gt!§a 

Nl7794 001 
Nl7794 002 
Nl7794 003 

N70727 001 
MAR 07, 1986 

N70728 001 
MAR 07, 1986 

N70729 001 
MAR 07, 1986 
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TABLET; ORAL 
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!WfflTOL tPAGE 3-134) 

SOLUTION; IRRIGATION 
LO!SEPAH 

!I BARR LABORATORIES ~ 

a 
a 
a 
a 
a 
a 
a 
a 

DANBURY PHARHACAL 

QUANTUM PHARHICS 

lt!.\iM 

1.t!i,11 

~ 

lt!.\iM 

1.t!i,11 

~ 

lt!.\iM 

1.t!i,11 

LOXAPINE SUCCINATE IPAGE 3-132> 

TABLET; . ORAL 
LOXITANE 
a LEDERLE LABS/AM CYAN EQ lOMG BASE 
a EQ 25MG BASE 
a EQ 50MG BASE 

MAGNESIUM SULFATE lPAGE 3-134) 

INJECTABLE; INJECTION 
MAGNESIUM SULFATE 

LYPHOHEO SOOMG/HUC 

MANGANESE CHLORIDE tPAGE 3·134) 

INJECTABLE; INJECTION 
MANGANESE CHLORIDE IN PLASTIC CONTAINER 

N70tt72 001 
DEC 10, 1985 

N70't73 001 
DEC 10, 1985 

N7D't74 001 
DEC 10, 1985 

N7lll7 001 
JUL 24, 1986 

N7lll8 001 
JUL 24, 1986 

N7lll0 001 
JUL 24, 1986 

N70200 001 
AUG 09, 1985 

N7020l 001 
AUG 09, 1985 

N70202 001 
AUG 09, 1985 

Nl7525 006 
Nl752S 007 
Nl752S 008 

Nl9316 001 
SEP 08, 1986 

ABBOTT LABORATORIES EQ O.lHG HANGANESEIHIJC Nl8962 001 
JUN 26, 1986 

RESECTISOL 
/1.ll 'tl!!dAA>kl '~JJ~JS/ /f,¢JV-J..d.dffl'./ 

RESECTISOL IN PLASTIC CONTAINER 
AM MCGAH/AM HOSP SGM/lOOML 

MECLIZINE H(QROCHLORIQE IPAGE 3•135> 

TABLET; ORAL 

Al 

Al 

Al 

Al 

MJCLmHE HCI. 
SIDMAK LABORATORIES ~ 

SUPERPHARH 

TABLET, CHEWABLE; ORAL 
MJCLfflNI HCL 

~ 

~ 

~ 

!A SIDMAK LABORATORIES ~ 

MECLQFENAMATE SOQIUH IPAGE 3-136> 

CAPSULE; ORAL 
HJCLOHHAMA'l"I 90D:tUH 

>..AP~> a 
>..!J!!L> 
>..!!!IL> a 
>..!J!!L> 

~OLAR PHARMACEUTICAL EQ SOMG BASE• 

a MYLAN PHARMS 

a 
MJCLCHEH 

!I PARKE-DAVIS/H•L 
a 

EQ lOQMG BASE• 

EQ SQMG BASE• 

H lQQMG BASE• 

EQ SOMG BASE 
EQ lOOMG BASE 

MEQRQXYPROGESTERONE ACETATE IPAGE 3-1361 

TABLET; ORAL 
PROVERA 

UPJOHN 5MG 

32 

l~-J.~.1.1#.d.d# 
Nl6772 002 

N88732 001 
DEC 11, 1985 

N88734 001 
DEC 11, 1985 

N89ll3 001 
AUG 20, 1985 

N89ll4 001 
AUG 20, 1985 

N88733 001 
DEC 11, 1985 

N70400 001 
NOV 25, 1986 

N7040l 001 
NOV 25, 1986 

N71080 001 
SEP 03, 1986 

N71081 001 
SEP 03, 1986 

Nl8006 001 
Nl8006 002 

Nll839 003 
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tlENOTROPINS (PAGE 1-137) 

INJECTABLE; INJECTION 
PERGONAL 
/~t~f«J.'tJ:~~, }i~f~~~~~} 

SERONO LABS 75 IU/AMP 
150 IU/AMP 

METAPROTERENOL SULFATE (PAGE 3-140) 

SOLUTION; INHALATION 
ALUPENT 

a<>EHRINGER INGELHEIM 0.4Y.al 

HETHACHOLINE CHLORIDE (PAGE 3-140) 

POWDER FOR RECONSTITUTION; INHALATION 
PROVOCHOLINE 

HOFFMANN-LA ROCHE lODMG/VIALJI 

METHOCARBAMOL (PAGE 3-142) 

TABLET; ORAL 
HETHOCA~IW10L 

M PIONEER PHARHS 

AA 

fil!.Qt!§ll 

~ 

METHOTREXATE SODitJH (PAGE 3-143) 

INJECTABLE; INJECTION 
FOUX 

M! ~IA LABS/ERBAMONT EQ 250MG BASE/VIAi.ii 

FOLEK PFS 
!f ADRIA LABS/ERBAMONT EQ 25MG BASE/MUI 

>...fil.L>!IJJ ltd 'gd~ 'd~lfJ!'lui/ 
> DLT > 
> DLT >/tl./ /td'g!fwA'd~$~/ 
>...PJ.L> 

-}~H~~J:~} 
Nl7646 001 
Nl7646 002 

MAY 20, 1985 

Nl8761 002 
OCT 10, 1986 

Nl9193 001 
OCT 31, 1986 

N8873l 001 
DEC 13, 1985 

t,189082 001 
DEC 13, 1985 

N88954 001 
OCT 24, 1985 

N89180 001 
JAN 03, 1986 

/)~~~:1,~i::~~ 
olii1~i~~~ 

METHOTREXATE SODIUM (PAGE 3-143) 

INJECTABLE; INJECTION 
HEfflOTR~TE LPF 

!f LEDERLE LABS/AM CYAN EQ 25MG BASE/ML 

HIE"ltlOTREMATE SODXU1 
!f BEN VENUE LABS ~25MG BASE/HU~ 

!f EQ 25MG BASEa!UI 

AP. EQ 25MG BASE/ML.JI 

!f EQ 25MG §ASE/HUI 

!f INTL PHARM PRODS EQ 25MG Br.SE/HUI 

!f LYPHOMED !;Q 2. 5MG BASE/HUI 

!f EQ 20MG BASE/VIAi.ii 

!f l;Q gSMG §A§E/HUI 

!f l;Q g5MG BA§!;/HUI 

!f l;Q SOMG §AS!;/VIALN 

!f EQ lQOt§ BASE/VIAi.ii 

!f QUAD PHARHS EQ g5MG BASE/HUI 

A£ !;Q 25MG BA§l;a!UI 

!f !;Q gOMG §AS!;/VIAUI 

!f l;Q 50t§ BA§!;/VIAUI 

!f l;Q lOQt§ §A§!iaIAUI 

!f 1;q 250f:§ §A§!;IVI!UI 

HEfflOTREMATE 
!f LEDERLE LABS/AM CYAN EQ g.5MG §ASE/ML 

HEMATE 
!f BRISTOL LABS/8-H EQ gsoMG §!SE/VIAL 

METHOXSALEN (PAGE 3-143) 

CAPSULE, LIQUID FILLED; ORAL 
OXSORALEN-ULTRA 

ELDER PHARHS lOHGal 

33 

Nll719 007 
HAR 31, 1982 

N89340 001 
SEP 16, 1986 

N89341 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 

N89263 001. 
JUN 13, 1960 

N88936 001 
OCT 11, 1985 

N89937 001 
OCT 11, 1985 

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 

N89296 001 
JUL 10, 1986 

Nll719 004 

N86358 004 

Nl9600 001 
OCT 30, 1986 
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!CTHYCLOTHIAZIDE ( PAGE 3-143) HETHYLDOPA (PAGE 3-144) 

TABLET; ORAL TABLET; ORAL 
HE1ffl'CumtrAZEDE HEiH'tLDOPA 

~ PAR PHARMACEUTICAL 2.SMGII N89135 001 a ZENITH LABORATORIES 250MGSI N70098 001 
FEB 12, 1986 FEB 20, 1986 

a ~ N89136 001 a 500MGSI N70343 001 
FEB 12, 1986 FEB 20, 1986 

HETHYLDOPA (PAGE 3-144) HETHYLDOPATE HYDROCHLORIDE (PAGE 3-144) 

TABLET; ORAL INJECTABLE; INJECTION 
MEfflYLDOPA ALDOMET 

a BARR LABORATORIES 12511Gil N70073 001 Ae HS&D/HERCK 50MG/HL Nl3401 001 
OCT 09, 1986 MEiHYLDOPATE HCL 

a 250MGR N70060 001 Ae ELKINS-SINN/AHROBINS 50MG/MI.JI t,170291 001 
OCT 09, 1986 JUL 01, 1986 

a 500H6'1 N70074 001 Ae LYPHOHED SOMG/HI.JI N70652 001 
OCT 09, 1986 JUN 03, 1986 

a BOLAR PHARHACEUY.:CAL 12SH6'1 N70245 001 Ae QUAD PHARH 50MG/MLII N71024 001 
FEB 25, 1986 SEP 18, 1986 

a ~ N70246 001 
FEB 25, 1986 

a filU!ma N70247 001 HETHYLPREDNISOLONE SODIUM SU~CINATE IPAGE 3-1451 
FEB 25, 1986 

a DANBURY PHARMACAL 250M6'1 N70703 001 INJECTABLE; INJECTION 
JUN 06, 1986 MEiH'tLPREDtaSOLOHE SOR:EUM SUCCZHATE 

a fil!.fil!...6'1 N70625 001 Af LYPHOHED E§ 40MG BASE/VIALII N89143 001 
JUN 06, 1986 HAR 28, 1986 

a LEDERLE LABS/AM CYAN !2fil!§U N70070 003 Af fg 125MG BASE~IAI.JI N89144 001 
OCT 15, 1985 MAR 28, 1986 

a 250M6'1 N70084 001 !e. Eg 500MG BASE/VIALJI N89186 001 
OCT 15, 1985 HAR 28, 1986 

m ~ a.Qfil~ N70085 001 Af Eg 500MG BASE/VIALII N89187 001 

0 OCT 15, 1985 HAR 28, 1986 
~ PARKE-DAVISM-L 125M6'1 N7033l 001 Ae Eg lGM BASE/VIAi.Ji N89l88 001 

C") APR 15, 1986 MAR 28, 1986 
C ~ ~.fil91 N70332 001 Ae Eg lGM BASE/VIALII N89189 001 
-c, APR 15, 1986 HAR 28, 1986 -= 
~ ~ ~ N70333 001 Af QUAD PHARMS E§ 40MG BASE/VIAi.Ji t;''9264 001 

APR 15, 1986 JAN 22, 1986 
~ ~ PUREPAC/KALI?HARHA 125MGR N70749 001 Ae E§ 125MG BASE~IALII N89265 001 
I""' FEB 07, 1986 JAN 22, 1986 ir '..;;/ a 250MG31 N70750 001 Af Eg SOOMG BASE/VIALII N89266 001 r FEB 07, 1986 JAN 22, 1986 

~ filU!ma N70452 001 Af (;g lGM BASE/VIALII N89267 001 
FEB 07, 1986 JAN 22, 1986 

~ ROXANE LABORATORIES llfilLGil N70192 001 
APR 25, 1986 

~ liQtLGII N70193 001 
APR 25, 1986 

~ SOOMGR N70194 001 
APR 25, 1986 

----------~---..J 
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METOCLOPRAHIDE HYDROCHLORIDE (PAGE 3-147) 

INJECTABLE; INJECTION 
HETOCLOPRAMJ:DE HCL 

_af LYPHOMED 

_af QUAD PHARHS 

~ 
,af AH ROBINS 

TABLET; ORAL 
CLOPRA-'"fELLON'' 

~ QUANTUM PHARMICS 

HAKOLOH 

EG lOHG BASE/2MIJ' 

EG lOHG BASE/2MU. 

EQ lOHG BASE/2HL 
EQ SOMG BASE/lOML 

EQ 15011G BASE/30ML 

EG lOHG BASE• 

.Y BEECHAM LABS/BEECHAM EG lOMG BASE• 

HETOCLOPRAMJ:DE HCL 
.Y CHELSEA LABORATORIES EG lOMG BASE• 

.Y DANBURY PHARMACAL 

AB HALSEY DRUG -

.Y INTERPHARH 

.Y PAR PHARMACEUTICAL 

AB PUREPAC/KALIPHARHA 

METRONIDAZOLE IPAGE 3-148) 

INJECTABLE; INJECTION 
METRONIDAZOLE 

EG lOMG BASE• 

EG 10~• 

EG lOHG BASE• 

EG lOMG BASEllll 

EG lOMG BASE• 

,af CARTER-GLOGAU LABS 500MG/100MIJ' 

TABLET; ORAL 
METRONEDAZOLE 

.Y HALSEY DRUG fil!.~ 

.Y MUTUAL PHARM z.~ 

.Y SOOMGal 

.Y VITARINE 250MG 

.Y 500MG 

r;,(,;; 13 001 
JAN 24, 1986 

N70671 001 
HAY 27, 1986 

Nl7862 001 
Nl7862 003 

AUG 03, 1984 
N17862 002 

AUG 03, 1984 

N70632 001 
OCT 28, 1985 

N70106 001 
HAR 04, 1986 

N70453 001 
JUN 06, 1986 

N70511 001 
JAN 22, 1986 

N70906 001 
OCT 28, 1986 

N71213 001 
SEP 24, 1986 

N70342 001 
MAR 25, 1986 

N70581 001 
OCT 17, 1985 

N70170 001 
APR 01, 1986 

N70593 001 
FEB 27, 1986 

N70772 001 
JUL 16, 1986 

N70773 001 
JUL 16, 1986 

Nl8620 001 
MAR 04, 1982 

Nl8620 002 
JUN 02, 1983 

METRONIDAZOLE IPAGE 3-148) 

TABLET; ORAL 
HnRYL 

IA~/ Mf/1.~J~tl 
HETR'l"L 50D 

IA~/ JfJ.fAifJ.~t/ 

/lf6t1,tf,/ 

/t,l6t1,tt,/ 

METRONIDAZOLE HYDROCHLORIDE (PAGE 3-148) 

INJECTABLE; INJECTION 
FlAG'l'L %1V 1 

,af SEARLE PHARHS 
METRONEDAZOLE HCL 

,af LYPHOMED 

EG SOOMG BASE/VIAL 

EG 500MG BASE/VIAU. 

MEXILETINE HYDROCHLORIDE IPAGE 3-149) 

CAPSULE; ORAL 
l".EXITIL 

BOEHRINGER INGELHEIM 150MGN 

200MGN 

250MGN 

MIDAZOLAH HYDROCHLORIDE (PAGE 3-149) 

INJECTABLE; INJECTION 
VERSED 

HOFFMANN-LA ROCHE EQ 511G BASE/MU. 

MONOOCTANOIN IPAGE 3-150) 

LIQUID; PERFUSION, BILIARY 
MOCTANIN 
I A~¢sjf.'tJsj~~.' ,itNI~~/ /J4.6f.p/ 

ETHITEK PHARMS lOOX.. 

35 

,~~~~~1~;:~:~~ 
/)~~,11\j:i~ 

Nl8353 001 

N70295 001 
OCT 15, 1985 

Nl8873 002 
DEC 30, 1985 

Nl8873 003 
DEC 30, 1985 

Nl8873 004 
DEC 30, 1985 

Nl8654 001 
DEC 20, 1985 

,J~~1~1~;j:~~ 
Nl9368 001 

OCT 29, 1985 



RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER lS / AUG'85 - NOV'86 36 

MORPHINE SULFATE CPAGE 3-150) NALIDIXIC ACID CPAGE 3-151) 

INJECTABLE; INJECTION TABLET; ORAL 
ASTRAMORPH PF HAl.%D:IXEC ACJ:D 

!!! ASTRA PHARM PRODS o. 5MGIMLN N71050 001 Al! BARR LABORATORIES ~ N70270 001 
OCT 07, 1986 JUN 2?, 1988 HAR 28, 1986 

!!! o.SMGIMLN N71051 001 Al! 500MGII N70271 001 
OCT 07, 1986 JUN 29, 1988: HAR 28, 1986 

!!! lMG/MLII N71052 001 Al! .lfilPI N70272 001 
OCT 07, 1986 JUN 29, 1988: MAR 28, 1986 

!!! lMG/MLII N71053 001 HEGGRAM 
OCT 07, 1986 Al! HINTHROP-BREON/STERL 250MG N14214 002 

!Y!!AMORPH PF Al! ~ N14214 004 

AP ELKINS-SINN/AHROBINS 0.5MG/ML N18565 001 Al! !fil! Nl4214 005 
SEP 18, 1984 

Af lMG/ML N18565 002 
SEP 18, 1984 NALOXONE HYDROCHLORIDE IPAGE 3-151) 

INJECTABLE; INJECTION 

NABILONE IPAGE 3-150) HALO)(OHE 
A!: ELKINS-SINN/AHROBINS 0.4MG/MLN N70298 001 

= CAPSULE; ORAL 
SEP 24, 1986: OCT 22, 1985 ;,, 

';;:> CESAMET Af 0.4MG/MLII N70299 001 ...., 
ELI LILLY lMGII Nl8677 001 SEP 24, 1986 OCT 22, 1985 

:'I:> .:, DEC 26, 1985 Af 0.4MG/MLII N704% 001 

1:1 
SEP 24, 1986 : OCT 22, 1985 

'< Af INTL MEDICATION SYS 0.4MG/MUI N70417 001 .. 
:: NADOLOL (PAGE 3-150) SEP 24, 1986: NOV 06, 1985 

Af 0.4MG/ML11 N70639 001 
;:::::: 
,:ii. TABLET; ORAL 

SEP 24, 1986 : JAN 17, 1986 

r CORGARD Af HVETH LABS/AMHO 0. 02MG/MLII N70188 001 

ER SQUIBB AND SONS 20MGII N18063 005 SEP 24, 1986 : OCT 02, 1985 
OCT 28, 1986 Af 0.02MG/MLII N70189 001 

SEP 24, 1986: OCT 02, 1985 
Af 0.4MG/ML11 N70190 001 

NALBUPHINE HYDROCHLORIDE (PAGE 3-151) SEP 24, 1986: OCT 02, 1985 

Af 0.4MG/MLII N70191 001 

INJECTABLE; INJECTION SEP 24, 1986 oc1· 02, 1985 

HALBUPKIHE HALOKOHE HCb 

Af LYPHOMED lOMG/Ml,N N70751 001 >...AfilL> Af LYPHOMED 0.02MG/Ml,N N70648 001 
JUL 02, 1986 >ADD> NOV 17, 1986 

AP 20MG/MUS N70752 001 > ADD > Af 0.02MG/Ml,N N70661 001 

SEP 24, 1986: JUL 02, 1986 >ADD> NOV 17, 1986 

Af QUAD PHARMS lOMG/MLN N70692 001 > ADD > !f! 0.4MG/MLII N70649 001 
MAR 25, 1986 >...AfilL> NOV 17, 1986 

Af 2DMG/MLN N70693 001 Af HINTHROP-BREON/STERL 0.02MG/Mlll N70l71 001 

SEP 24, 1986 MAR 25, 1986 SEP 24, 1986 APR 18, 1986 

~ Af 0.4MG/MLII N70l72 001 

Af DUPONT PHARMS/DUPONT lOMG/ML Nl8024 001 SEP 24, 1986 APR 18, 1986 

Af 20MG/ML Nl8024 002 HARCAH 
MAY 27, 1982 !!! DUPONT PHARMS/DUPONT 0.02MG/ML N16636 002 

Al?. 0.4MG/ML N16636 001 

If.I lMG/ML N16636 003 
JUN 14, 1982 
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RX DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUHBER 15 / AUG'85 - NOV'86 37 

NALOXONE HYDROCHLORIDE; PENTAZOCINE HYDROCHLORIDE IPAGE 3-151) 

TABLET; ORAL 
TALHIN NX 
/'4;tt\:ttt#~~:'.~~t~l~:tt#t/.6.:~. 'tl~Jt~ -~.61'1¢. -~~~ti /-<!~~f1~{ :1u 

JJJ'.),,. ,..f>.,. ,i.. PH 
HINTHROP-BREON/STERL EQ 0.5MG BASE; 

EQ 50MG BASE 

NANDROLONE DECANOATE IPAGE 3-1511 

INJECTABLE; INJECTION 
DECA-DURABOL:rH 

!Q ORGANON/AKZONA 

!Q 

!Q 

!f!lfil)ROLOHE DECAHOATE 
!Q CARTER-GLOGAU tABS 

!Q 

AO LEMMON 

!Q 

AO QUAD PHARHS 

!Q 

AO 

~I.JI 

lOOMG/MUC 

200MG/ML11 

50M/ML 

lOOMG/ML 

SOMGLMLII 

50MG/ML 

50MG/MLN 

.!Q!lMG/MLII 

200MG/MLII 

NANDROLONE PHENFROPIONATE I PAGE 3··151 J 

INJECTABLE; INJECTION 
HAHDROLOHE FtlEHPROPmHATE 

!Q QUAD PHARMS 25MG/ML11 

!Q 50MG/MLII 

Nl8733 001 
DEC 16, 1982 

N13l32 001 
JUN 12, 1986 

Nl3132 002 
JUN 12, 1986 

N13132 003 
JUN 12, 1986 

N86385 001 
JAN 13, 1984 

N86598 001 
JAN 13, 1984 

N88554 001 
FEB 10, 1986 

N87598 001 
OCT 06, H83 

N89248001 
JUN 25, 1986 

N89249 001 
JUN 25, 1986 

N89250 001 
JUN 25, 1986 

N89297 001 
OCT 01, 1986 

N89298 001 
OCT 01, 1986 

NEOMYCIN SULFATE; POLYMYXIN B SULFATE !PAGE 3-1531 

SOLUTION; IRRIGATION 
HEOHYCZH ~tlD POL"l'MY)C[H B SULFATES 

AI CARTER-GLOGAU LABS EQ 40MG BASE/ML; 
200,000 UNITS/MLII N62664 001 

APR 08, 1986 

NEOMYCIN SULFATE; POLYMYXIN 8 SULFATE IPAGE 3-1531 

SOLUTION; IRRIGATION 
HEOSPCRJ:H G1U1 J:RRJ:GAHT 

AI BURROUGHS HELLCOME ~OMG BASE/ML; 
200,000 UNITS/ML 

NEOMYCIN SULFATE; TRIAMCINOLONE ACETONIDE 13-1531 

CREAM; TOPICAL 
MYTRE>< A 

N60707 001 

AI SAVAGE LABS/ALTANA EQ 3.5MG BASE/GM;O.ll)c N62598 001 
JUL 21, 1986 

HEOMYC:S:H SULFATE-TR:r:AMCJ:HOLOHE ACETOK:: !>E 
AI E FOUGERA/ALTANA EQ 3.5MG BASE/GM;O.ll)c N62600 001 

JUL 21, 1986 
AI PHARMADERM/ALTANA EQ 3.5MG BASE/GM;O.ll)c N62595 001 

JUL 21, 1986 

OINTMENT; TOPICAL 
MYTRE>< A 

AI SAVAGE LABS/ALTANA EQ 3,5MG BASE/Gf1;0.ll)c N62609 001 
MAY 23, 1986 

HEOMYCJ:H SULFATE-TRrAMCJ:HOLOHE ACETOH:r:DE 
AI E FOUGERA/ALTANA EQ 3.5MG BASE/GM;O.ll)c N62608 001 

MAY 23, 1936 
AI PHARMADERM/ALTANA EQ 3.5MG BASE/GM;O.ll)c N62607 001 

NIFEDIPINE IPAGE 3-1541 

CAPSULE; ORAL 
ADALAT 

AB MILES PHARM/MILES 

AB 

PROCARD:r:A 

lQ.!:1@I 

20MGa 

rs PFIZER LABS/PFIZER lOMG 
§ ~ 

NITROGL YCF.IUN I PAGE 3-154) 

AEROSOL; ORAL 
NITROLINGUAL 

G POHL-BOSKAMP 0.4MG/SPRAYII 

MAY 23, 1986 

Nl9478 001 
NOV 27, 1985 

Nl9478 002 
SEP 17, 1986 

Nl8482 001 
Nl8482 002 

JUL 24, 1986 

N18705 001 
OCT 31, 1985 
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RX DRUG PRODUCT LIST/ ~UHULATIVE SUPPLEMENT NUMBER 15 / AUG'85 - NOV'86 38 

NITROGLYCERIN IPAGE 3-154) 

INJECTABLE; INJECTION 
HrT'ROGL'l"CERXH 

!e 

!e 

!e 

!e 

INTL MEDICATION SYS 5HG/Hlll 

LYPHOHED SHG/Hlll 

SOLOPAK LABORATORIES SMG/HL" 

5MG/HL" 

,~m1ttt~idt~att/1PAGE 3-155) 

~~,~~{~~~ff~~~~ttl /t~r',if,/ 
/~/ l~d~¢/ 

NORFLOXACIN (PAGE 3-155) 

TABLET; ORAL 
NOROXIN 

MS&D RES LABS/MERCK 200MGal 

400HGal 

NYSTATIN (PAGE !-1561 

OINTMENT; TOPICAL 
MYl(J:HAC 

AI NMC LABORATORIES 100 2000 UNITSIG* 

POWDER; ORAL 
HtLSTAT 

!:A LEDERLE LABS/AM CYAN 100% 

H\'STAT.EH 
AA PADDOCK LABORATORIES lOO%)c 

SUSPENSION; ORAL 
H\'STAT.EH 

AA NASKA PHARMACAL 100 2000 UNITS/ML" 

N70026 001 
SEP 10, 1985 

N70077 001 
DEC 13, 1985 

N70633 001 
JUN 19, 1986 

N70634 001 
JUN 19, 1986 

/,(!~t.~i1f :~a. ·1' I 
.,z"'::i'.t~f'f~~"I 

liit8:l1-1: 'i~l"t.1 

Nl9384 001 
OCT 31, 1986 

Nl9384 002 
OCT 31, 1986 

N62731 001 
SEP 22, 1986 

NS0576 001 
DEC 22, 1983 

N62613 Ol>l 
NOV 26, 1985 

N62571 001 
OCT 29, 1985 

NYSTATIN (PAGE 3-1561 

AA 

AA 

AI 

TABLET; ORAL 
H'l"STAnH 

LEMMON 

PHARM BASICS 

TABLET; VAGINAL 
H'l"STAT.EH 

500,000 UNITS 

500,000 UNIT5" 

SIDtiAK LABORATORIES 100 1000 UNIT5" 

NYSTATIN; TRIAMCINOLGNE ACETONIDE (PAGE 3-157) 

CREAM:. TOPICAL 

N62506 001 
JAN 16, 1984 

N62524 001 
NOV 26, 1985 

N62615 001 
OCT 17, 1985 

M'l'CO-TRXACET :a 
AI LEMMON 100,000 UNITS/GM;0.1%)c N61954 002 

SEP 20, 1985 
M'l'TREX F 

AI SAVAGE LABS/ALTANA lOOzOOO UNITS/GM;0.1%)c N62597 001 
OCT 08, 1985 

HY'STAT.EH-TRrAHC:EHOLOHE ACETOHtDE 
AI E FOUGERA/ALTANA 100 2000 UNITS/GM;0.1%)c N62599 001 

OCT 08, 1985 
AI PHARMADERM/ALTANA 100 2000 UNITS/GM;O.l~ N62596 001 

OCT 08, 1985 
HY'STAT.EH AHD TR:rAMC:ENQLOHE ACETOHEDE 

AI PHARMAFAIR lOOzOOO UNITS/GM;0.1%)c N62657 001 
JUL 30, 1986 

OINTMENT; TOPICAL 
HYCO-TRXACET :a 

AI LEMMON 

H'tCOI.OG•:il: 

100,000 UNITS/GM;0.1%)c N62045 002 
NOV 26, 1985 

AI ER SQUIBB AND SONS 100,000 UNITS/GM;0.1% N60572 001 
JUN 28, 1985 

M)'TREX l; 
AI SAVAr.f LABS/ALTANA lOOzOOO UNITS/GH;0.1%)c N62601 001 

OCT 09, 1985 
HYSTAnH-TRrAMCXHOLOHE ACETOHtDE 

AI E FOUGERA/ALTANA lOOzOOO IJNITS/GM;.!LJ._%)c N62602 001 
OCT 09, 1985 

AI PHARMADERM/ALTANA 100 1000 UNITS/GM;0.1%)c N62603 001 
OCT 09, 1985 

HYSTAT.EH AHD Tm:AMC:EHOLOHF ACETOHIDE 
AI CLAY-PARK LABS 100,000 UNITS/GM;0.1%)c N62280 002 

OCT 10, 1985 
AI PHARMAFAIR 100,000 UNITS/GM;0.1%)c N62656 002 

JUL 30, 1986 
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QXYPHENBUTAZQNE IPAGE 3-159) 

TABLET; ORAL 
OXXPHEfflM'AZOHE a a BOLAR PHARMACEUTICAL .l!!.Q!:!!i 

PARGYLINE HYDROCHLORIDE IPAGE 3-160) 

TABLET; ORAL 
EUTONYL 
a ABBOTT LABORATORIES SOMG 

PENICILLIN G POTASSIIJH IPAGE 3-161) 

POWDER FOR RECONSTITUTION; ORAL 
PEHml:LUH G POTASSN1 

!A a MYLAN PHARMS 200,000 UNITIJ!/.!it!l. 
!A a 2so.ooo YNJTS/SML 
!A a 400,QOO UNITS/SML 

PERMETHRIN I PAGE 3-164 > 

LOTION; TOPICAL 
NIX 

BURROUGHS HELLCOME lXlc 

PHENTERMINE H)"QROCHLQRIDE IPAGE 3-167) 

CAPSULE; ORAL 

1w "1il~~v 
PHEHTERMIHE HCI, 

!A DURAMED PHARMS 

!A 

!A 

LEHMON 

/jttJV 

30MGN 

~ 

~ 

PHENVLBUTAZONE (PAGE 3-168) 

CAPSULE; ORAL 
PHEHll"Ll'.'iUTAZOHE 

Al BARR LABORATORIES lOOMGN 

N88399 001 
SEP 17, 1984 

Nl3"8 004 

N60752 003 
N60752 002 
N60752 001 

Nl943S 001 
HAR 31, 1986 

N87126 001 

N88948 001 
APR 25, 1986 

N87777 001 
NOV 01, 1985 

N87126 001 

N88994 001 
DEC 04, 1985 

PHENVLSUTAZQNE IPAGE 3·168> 

TABLET; ORAL 
!'Hffl't'LMAZOHE 

Al BARR LABORATORIES .1Jl.!ll:1§II N88863 001 
DEC 04, 1985 

PHENVLEPHRINE HVQROCHLQRJQEi PRQMETHAZINE HVQRQCHLQRIDE 
(PAGE 3-168) 

SYRUP; ORAL 
PB9Mlffl:IAPHI ye PLAJH 

!A HR CENCI LABS SMG(SML ;6. 25MG/SMLN N88815 001 

PHENVTOIN SODIUM, EXTENDED IPAGE 3-169) 

CAPSULE; ORAL 

,w 1im1~~:w1M,~• 
Jit'N.M.I 
!'Httm:P 

Al BOLAR PHARMACEUTICAL 1Q.Otlli 

PHENVTOIN SODIUM. PROMPT IPAGE 3-169> 

CAPSULE; ORAL 
PHENVTOIN SODIUM 

1~ 1~1!1:t~i;M~~~,~,~1::~~ 
PROMPT PHENVTOIN SODIUM 

BX DANBURY PHARMACAL lOOMG 
BX ZENITH LABORATORIES lOOMG 

PIPERAZINE CITRATE IPAGE 3•170> 

TABLET; ORAL 
ANTEPAR 
a BURROUGHS HELLCOME EQ SOOMG BASE 

NOV 22, 1985 

,~,~~111S~1~~ 
N88711 001 

DEC 21, 1984 

1~:::r::1~ 
N80905 001 
N80259 001 

N09102 003 

PQLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIW CHLORIDE; SODIW SULFATE (PAGE 3-170) 

SOLUTION; ORAL 
OCL 
a ABBOTT LABORATORIES 6GH/lOOHL;75MG/lOOHL;l68MG/lOOHL; 

l46MG/100HL; 
l.29GH/100HI.N Nl9284 001 

APR 30, 1986 
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POTASSIUM CHLORIDE CPAGE 3-171) 

INJECTABLE; INJl;CTION 
P9IAHIUt1 CHLORJPI 

Ae HAURRY BIOLOGICAL MQ/HUI 

TABLET, CONTROLLED RELEASE; ORAL 
K-DUR 10 

8C KEY PHARMACEUTICALS lOHEQN 

K-DUR 20 
KEY PHARMACEUTICALS 20HEQN 

KALINORH ,~, ,~~ .. ~~, U/JIS&tfl/tl 
8C CIBA/CIBA-GEIGY lOHEQ 

KLOR-CON 
8C UPSHER-SHITH LASS SMEQN 

8C lOMEQN 

SLOH-K 
8C CIBA-GEIGY SMEQ 

POTASSIUM CITRATE ~PAGE 3-173) 

lff.dtttJ. ·~1.t/ 
TABLET, CONTROLLED RELEASE; ORAL 
/MJt/.#ttJrl '¢t"ft1.Attl 

UROCIT-K 
UNIV TX HLTH SCI CTR SMEQN 

PRAUPQXIHE CHLQRIIH; tPAGE 3-171t) 

INJECTABLE; INJECTION 
!,!Aa.no>gNE c:m.om>I 

!e SURVIVAL TECHNOLOGY ~!)QMGlttJ. 

IW 
1
WW1.t.·tt~~.#I~ 

PREQNISQLQNE lPAGE 3-l71t> 

SYRUP; ORAL 
PRELONE 

MURO PHARMACEUTICAL lSMG/SMI.M 

N88286 001 
SEP OS, 1985 

Nl91t39 002 
.JUN 13, 1'86 

Nl91t39 001 
.JUN 13, 1'86 

,~~ir:~;ffl~ 
Nl9381 001 

APR 16, 1986 

Nl9123 001 
APR 17, 1986 

Nl9123 002 
APR 17, 1986 

Nl7476 002 

Nl907l 001 
AUG 30, 1985 

Nl8'86 001 
APR 26, 1983 

,~~1~Si}~ 

N89081 001 
FE8 04, 1986 

PREQNISQLQNE ACETAJ:U SULf,AfiEW:!U>E SOJ)IUM l PAGE 3-175 > 

SUSPENSION/DROPS; OPHTHALMIC 
lLIP!:WPI 

AI ALLERGAN PHARMS ~;.l!!Z 
PBPWI.EAD ;q; 

AI PHARMAFAIR ~;l!LY-M 

PREQNISOLQNE SOJ)IUM PHOSPHATE CPAGE 3-176> 

SOLUTION; ORAL 
PEDIAPRED 

FISONS EQ SMG 8ASE/SMI.M 

PREQNISQNE lPAGE 3-176) 

TABLEn ORAL 
HLIYQNI 

!I UPJOHN B 
!I l!!l:!!i 
!I ll.tl§ 

~~ -~~ttt. 't/.d~I ~~~~ 
~~~~ ~H~~ 
l'f># l~~~I 
!I REID-ROHELL LABS l!:1§ 
!I n 
!I l!!l:!!i 
!I ll.tl§ 
!I iQm 

fflQHDOHE 
>..A12L> !I AM THERAPEUTICS ~ 
>..A12L> 
>..A12L> !I lm9' 
>..A12L> 
>..A12L> !I llt:P 
>..A12L> 

~~~~ /~.'~l..~tt~I ~1f""I 
I~# lt~~I 
!I SARR LABORATORIES B 
!I l0MG '3 20MG 
l~~~ l~/.~'J. 'f'tl~l.f.l ~~~~! 
l'f>tl It~~/ 

Nl2813 002 

N88837 001 
Dec 24, 1,ss 

Nl9157 001 
HAY 28, 1986 

N09986 002 
N09986 006 
N09986 007 

~~:l~~f~~~~ 
Zil~jddf 'ddj/ 
/il~jdd~· 'ddt./ 
lM~~~~: ·~~~l 
~3009 001 
N83009 002 
N83009 003 

.. N83009 004 
N8S999 001 

Ne9387 001 
NOV 06, 1986 

N89388 001 
NOV 06, 1986 

N89389 001 
NOV 06, 1986 

~~:~~~r~~~~ 
l~Mt,~1+: ·~~U 

N80701 001 
N86S9S 001 
N84634 001 

,~~~~~~. :::ii 
~~~,i~1: -~~h 

_i4 
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a>REQNISONE CPAGE 3-176) PBEQNISONE lPAGE 3•176> 

TABLEn ORAL TA8LEn O~AL 
PRIOHQOHIE 

: :~ : ~,,~~::~i=~i~~~~~~~ a DANBURY PHARHACAL n N80356 001 ~~ll~f~,~~ s 0 ll!S N8il62 001 

,~ /ds¥M'W. 'Jlttl.JW/ ,ffl N85161 001 

~I.it·:::}~ ~ 

~~=~ ~AINAMIQE HVQRQCHLQRIQE !PAGE 3-178> sg l~l ltW>J'§l.:·~~u 
""'C 0 DURAHED PHARMS n N88394 001 CAPSULE; ORAL 
> 
~ 

OCT 04, 1983 ~ 
M ll!S N8839S 001 M CORD LABORATORIES lll2P N89219 001 

E OCT 04, 1983 JUL 01, 1986 
M .l!i§ N88396 001 a :mt!!aN N89220 001 r OCT 04, 1983 JUL 01, 1986 
M HUTUAL PHARH m.iN N89245 001 M ~ N8922l 001 

DEC 04, 1985 JUL 01, 1986 
a l2tP N8921t6 001 

DEC 04, 1985 INJECTABLE; INJECTION 
a ~ N8921t7 001 11ROCA1:tW«H !:mL 

DEC 04, 1985 Ae ABBOTT LABORATORIES lOOMG/MLN N89069 001 

~,~ l~tJ/..tf..'f~t/..1J~~~I ~l~f~f}~ FEB 12, 1986 
Ae 500MG/MLN N89070 001 

M PRIVATE FORHULATIONS U N80209 001 FEB 12, 1986 

mt l~'IJ.t$t. '~/..~Jf.~l!J1!J 
N8il51 001 Ae ELKINS-SINN/AHROBINS lOOMG/MLN N89029 001 

l~:16..d.d. •~.dtl APR 17, 1986 ,,~,~~;,~»I~ Ae SOOMG/MLN N89030 001 
ld'/J #.:,~, APR 17, 1986 

u1~pl»~~ >-6J21L> Ae LYPHOHED lOOMG/MLN N89415 001 

i~~~ l~I >-6J21L> NOV 17, 1986 

~~I~ l~it#.ldtl >..&lll.> Ae 500MG/MLN N89416 001 
I~'/./ ,J~1~1~;,i~~ >-6J21L> NOV 17, 1986 

Ae PHARHAFAIR lQQMG/MLN N88824 001 
l~'/J ,~.~, l~'fJ.~l ·~~ti NOV 20, 1985 
a ROXANE LABORATORIES J,t!!i N87800 001 Ae 500MG/MLN N88830 001 

APR 22, 1982 NOV 20, 1985 
!!I 1,.SMG N8780l 001 Ae QUAD 11HARMS lQQMG/MLN N89256 001 

APR 22, 1982 MAY 30, 1986 
a n N80352 001 Ae SQOMG/MLN N89257 001 
a ll!S N84122 001 MAY 30, 1986 

>...AmL> a .l!i§ N87342 001 
a liMG N87833 001 TABLET, CONTROLLED RELEASE; ORAL 

HAY 04, 1982 IPROCA%HAMEDIE !:ml, 
M SQMG N84283 001 a DANBURY PHARMACAL 250MGal N89026 001 

a TOHNE PAULSEN l2tP N89028 001 OCT 22, 1985 
JUL 24, 1986 a 500MGal N89027 001 

1~~~ ,~,_~,~~, ~~fJ, ~~:~~J~H 
OCT 22, 1985 

a 750MGal N89042 001 
Al! HEST-HARD ~ N80292 001 OCT 22, 1985 
!!I lOMGal N88832 001 a INVAMED SOOMGal N89284 001 

DEC 04, 1985 JUN 23, 1986 
> ADD > ffl ,~, N83677 001 RH'ffll"IIH 
> DLT > '/J /tlf,'J.~:1.1. '.d~U a SIDMAK LABORATORIES 2SOMGN N88958 001 

a SQMG N8846S 001 DEC 02, 1985 
JUN 01, 1984 a SOOMGal N88959 001 

DEC 02, 1985 
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f?RDHEIHW~ !UQW2£HLRftlU tPAGE 3-1811 PBOPMNQLOL UXQW2£HLRftJQI CPAGE 3-183) 

SYRUP; ORAL TABLEn ORAL 
PRCHmtADHI mm.tmL.9L mu, 

AA LIFE LABORATORIES i,15MGl5HI.II N89013 001 M CORD LABORATORIES ~ N70663 001 
SEP 20, 1985 JUN 13, 1986 

M ~ N70664 001 
TABLEn ORAL JUN 13, 1986 

PROMETHAZINE HCL M ~ N70665 001 
SP LEMMON 2SMGN N89109 001 JUN 13, 1986 

SEP 10, 1985 M tQl.9l N70666 001 
OCT 10, 1986 

M ~ N70667 001 
f?M!f?B&t:!!U.QL lf!DROCl.fLRftl!.}I (PAGE 3-183) JUN 13, 1986 

M DANBURY PHARHACAL ~ N70175 001 
INJECTABLE; INJECTION MAY 13, 1986 

JNHRAL M ~ N70176 001 
A!! AYERST LABS/AHHO l!:l§4U. Nl6ftl9 001 MAY 13, 1986 

E!!PRAHO!,QI, t:mL M ~ ,~70177 001 
A!! SOLOPAK LABORATORIES ~ N7013S 001 MAY 13, 1986 

Al'R 15, 1986 M imP N71098 001 
A!! ~ N70136 001 OCT 06, 1986 

APR 15, 1986 M §l!tP N70178 001 
A!! l!Sa:!!,.N N70137 001 MAY 13, 1986 

APR 15, 1986 M 12t9I N71183 001 
OCT 06, 1986 

TABLEn ORAL M DUP"4ED PHARMS ~ N70306 001 
JNHRAL SEP 09, 1985 

M AYERST LABS/AHHO il.m Nl6'tl8 009 M ~ N70307 001 
OCT 18, 1982 SEP 09, 1985 

M la Nl6'tl8 010 M ~ N70308 001 
OCT 18, 1982 SEP 09, 1985 

nc>PMNOLOJ. M imP N70309 001 
~ M MYLAN PHARMS lmP N702ll 001 OCT 01, 1986 

s NOV 19, 1985 M UJ;1!iN N70310 001 
M ~ N70212 001 SEP 09, 1985 

I NOV 19, 1985 M .!Q!P N71327 001 
M ~ N702l3 001 OCT 01, 1986 

-< NOV 19, 1985 M LEHHON ~ N70233 001 

!/::· M UJ;1!iN N702l't 001 JUN 23, 1986 

~ NOV 19, 1985 M ~ N7023'+ 001 

f 
"9MAHOU>L !!mt JUN 23, 1986 

M BAkR LABORATORIES ~ N70319 001 M MARTEC PHARMS ~ N70120 001 
OCT 22, 1985 AUG 06, 1985 

M ~ N70320 001 M ~ N7012l 001 
OCT 22, 1985 AUG 06, 1985 

M ~ N70103 001 M ~ N70122 001 
OCT 22, 1985 AUG 06, 1985 

A§ ~ N7032l 001 a ~ N70123 001 
SEP 24, 1986: SEP 15, 1986 OCT 29, 1986 

A§ UJ;1!iN N70322 001 M UJ;1!iN N70124 001 
AUG 04, 1986 AUG 06, 1985 
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PRQPRANQl.OL HVDRQCHLQBIDE lPAGE 3•1831 PRQTAHINE SULFATE (PAGE 3-lMl 

TABLEn ORAL INJECTABLE; INJECTION 
f.lmPRAHD!i.91. ISi. NOTAMEMI IYI.E&II 

M PAR PHARMACEUTICAL lltP N702l7 001 e ELI LILLY lOMG/ML N06460 002 
AUG 0l, 1986 >..Mm..> e ELKINS·SINN/AHROBINS lOMG/MLN N89474 001 

-m M lltP N70218 001 >..Mm_> NOV OS, 1986 
AUG 01, 1986 >..Mm..> e lOMGIMLn N89475 001 ..... M !OMGal N70219 001 >..Mm_> NOV OS, 1986 

s AUG 01, 1986 e QUAD PHARMS lQMG/ML.N N89306 001 
-a M iQMGN N70220 001 MAY 30, 1986 
-< SEP 24, 1986: JUN 05, 1986 e ,iQMG/YIALN N89307 001 
> Ai H!P N70221 001 MAY 30, 1986 

,,~ APR 14, 1986 e UP.JOHN !iQMG/\IIAL N07413 001 
r- M ,!m:p N71288 001 
~ OCT 22, 1986 
r M PARKE-DAVIS/H-L ~ N70438 001 PROTEIN UYPRQbXSAR (PAGE 3-1841 

SEP 15, 1986 
M 1.o.t.!§11 N70439 001 INJECTABLE; INJECTION 

SEP 15, 1986 HYPROTIGEN SY. 
M !OMGal N~0 001 KENDALL MCGAH LABS SY. N06170 003 

SEP l!h 1986 JAN 10, 1984 
M iQMGN N7044l 001 

SEP 24, 1986: SEP 15, 1986 
M §.2!:!§N N70442 001 OOAZEPAM l PAGE 3-186 l 

SEP 15, 1986 
>..A!m..>M PURE PAC/KA LI PHARMA ~ N70814 001 TABLEn ORAL 
>..Am!..;> NOV 03, 1986 DORMALIN 
>..!Im..> M ~ N70815 001 SCHERING lSMGIII Nl8708 001 >..!Im..> ' NOV 03, 1986 DEC 27, 190 
>_Alm..> M !OMGal N70816 001 
>..!Im..> NOV 03, 1986 
>..!Im..> M ~ N70817 001 iYINIDINE §LUCQNAIE IPAGE 3-1861 
>..!Im..> NOV 03, 1986 
>..!Im..> M ~ N70757 001 TABLET, CONTROLLED RELEASE; ORAL 
>..!Im..> NOV 03, 1986 QUINALAN 

M ROXANE LABORATORIES J.msas N70516 001 BC LANNETT 324MGN N8808l 001 
JUL 07, 1986 FEB 10, 1986 

M ~ N70Sl7 001 GU:Da:UHI !iiWCOHAII 
JUL 07, 1986 !f; SUPERPHARH lliMGN N89164 001 

M !OMGal N70Sl8 001 NOV 21, 1985 
JUL 07, 1986 

M iQMGN. N70Sl9 001 
SEP 24, 1986: SEP 11, 1986 RANIIIDINE HVD~HLQBIDE (PAGE 3-187) 

M §.2!:!§N N70520 001 
JUL 07, 1986 TABLET; ORAL 

M ~ N7052l 001 '100, SEP 24, 1986: SEP 11, 1986 lt!t ·t,,~_ 'f>~tl oal~:~1\~l~ M WATSON LABS ~ N70548 001 
JUL 10, 1986 ZANTAC 150 

M ~OJ:!GM N70549 001 GLAXO EQ l50HG BASE Nl8703 oo•. 
APR 11, 1986 JUN 09, 198!. 

M !OMGal N705S0 001 ZANTAC 300 
APR 11, 1986 GLAXO EQ 300HG BASE• Nl8703 002 

M §.2!:!§N N705Sl 001 DEC 09, 1985 
JUL 10, 1986 
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RI8A\IIRIN IPAGE 3-189) 

POHDER FOR RECONSTITUTION; I~ALATION 
VIRAZOLE 

VIRATEK 66H/VIALN 

RITQl)RINE HVQROCHLQRIQE IPAGE 3•1891 

INJECTABLE; INJECTION 
Bml!B.DI~ 

!!? QUAD PHARHS lQHGIMb• 

!I! lSMG/Hl,IC 

YlnOPAR 
!I! ASTRA PHARM PRODS l!m§.!!:!L. 
!I! 15MB/ML 

SECRETIN IPAGE 3-190> 

INJECTABLE; INJECTION 
SECRETIN-KABI 
,~~J~J~/ /j~¢~1~1/J./ 

PHARMACIA/PHARMACIA 75ClVVIA~ 

Sil,YER SULFADIAZIN§. IPAGE 3-191> 

CREAM; TOPICAL 

1,t1 'rrtil1i~~il~1t~lliitl 
A§ MARION LABORATORIES ll 

l'11 ~il~~t.'tM5# lilt/ 
!!! TRAVENOL LABS ll 

ULTRA PPM 
A§ CHESEBROUGH-PONDS ~ 

®QIUM BICARSQNATE (PAGE 3-191) 

INJECTABLE; INJECTION 
SODIUM BICARBONATE IN PLASTIC CONTAINER 

ABBOTT LABORATORIES 0,9MEQ/MLM 

ll1EQ/MLN 

Nl88S9 001 
DEC :n, 1985 

N70700 001 
OCT 06, 1'86 

N70701 001 
OCT 06, 1'86 

Nl8S80 001 
Nl8S80 002 

,~i~1.,, .. ,,i, 
Nl8290 001 

,~i,M,i:,,u 
Nl738l 001 

,,,~~~1~iU~~ 
Nl8578 001 

FEB 25, 1'82 

Nl8810 001 
DEC 23, 1985 

Nl9443 001 
JUN 03, 1986 

Nl9443 002 
JUN 03, 1986 

®QIUM IUCARl)QNATEi TARTARIC ACID I PAGE 3-191 l 

GRANULE, EFFERVESCENT; ORAL 
BAROS 

MALLINCKRODT 460MG/GM;420MG/GMN 

®QIUM CHLORIDE IPAGE 3-191> 

INJECTABLE; INJECTION 

a! 

!I! 

IOUYH CHL9BJ:H o,n IN pl,AfflC COH]'AXHER 
ABBOTT LABORATORIES lQOMG/lOOMLM 

TRAVENOL LABS ~-
SODIUM IODIDE, 1-123 CPAGE 3-193) 

CAPSULE; ORAL 
'9PM JOUQI 1-121 
a BENEDICT NUCLR PHARM 400 UCI 

®QIUH NITRQPRUSSIQE IPAGE 3-194) 

INJECTABLE; INJECTION 
HJTROPRJSS 

!f! ABBOTT LABORATORIES SOMGtyIALM 

®QlUH PPLYSTVRENE SULFONATE (PAGE 3-195) 

SUSPENSION; ORAL, RECTAL 
IOUYH fOL"tS'JlREHI SULfOHATI 

>..!DJL> M ROXANE LABORATORIES 15GM/60MUI 
>..!DJL> 

SOHATREM (PAGE 3-195> 

INJECTABLE; INJECTION 
PROTROPIN 

GENENTECH SMG/VIALM 

44 

Nl8509 001 
AUG 07, 19135 

Nl9480 001 
SEP 17, 1985 

Nl6677 004 
OCT 30, 1985 

Nl867l 003 
MAY 27, 1982 

N70566 001 
JUN 09, 1986 

N89049 001 
NOV 17, 1986 

Nl9107 001 
OCT 17, 1985 
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SQHAIRQPIN (PAGE 3-195) 

INJECTABLE; INJECTION 
ASELLACRIN 10 
a SERONO LABS 10 Ill/VIAL 
ASELLACRIN 2 
a SERONO LABS 2 Ill/VIAL 

CRESCORMON 
a KABIVITRUM 4 lll/VIAI. 

SPIRONQLACTQNE IPAGE 3-196) 

TABLET; ORAL 
!!lpnoHl>LACTOHJ 

Al MUTUAL PHARMACAL ~ 

Nl77C:6 001 

Nl7726 002 
JUL 21, 1983 

Nl7992 001 

>..!mL,> Al SUPERPHARH ~ 

N89ft24 001 
JUL 23, 1986 

N89364 001 
NOV 07, 1986 >..!mL,> 

STANOZOLOL IPAGE 3··196) 

TABLET; ORAL 
HINSTR3L 

HINTHROP-~REON/STERL 2116M 

SULCONAZOLE NITRATE lPAGE 3-197) 

SOLUTION; TOPICAL 
SULCC'SYN 

SYNTEX LABS/SYNTEX l~ 

Nl28SS 001 
HAY 14, 1984 

Nl8738 001 
AUG 30, 1985 

28,FASENZWQEi MfACETAHIQE> SULfmtIAZOL~ CPAGE 3-197) 

CREAM; VAGINAL 
§YHE-SULf 

!I G AND H LABORATORIES ~•.Lti1'•~•~ N88607 001 
JUN 09, 1986 

SULFAHETHOXAZOLE; IBJHETHQPR;r.11 (PAGE 3-198) 

SUSPENSION; ORAL 
!HmACMH 

Al !SURROUGHS HELLCOHE 200HG/ffll;49ffi/5HL118 

tyl.FAHffl!OXSOU: H JSMffl!QPA:1 

Nl7598 002 
FEB 12, 1986 

Al PlANTEX/IKAPHARH 2QOMGJSMl;40HG/SMLN N70028 001 
JI.IN 02, 1987: OCT 29, 1985 

SULFAHETHQXAZQLU TRIHETHQPRIM CPAGE 3-198> 

SUSPENSION; ORAL 

a 
IYLMiffiRl 

MV-K LABS 2QQMGJSML;4QMGJSMLN N70063 001 

a 
SULMrpm PIHADP 

MV-K LABS 

TABLET; ORAL 

AUG 01, 1986 

2QOMGJSML;40MGISMLN N70064 001 
AUG 01, 1986 

IYbFAl1DH9WOLI AHQ JP:lfflt9PA1 
>..!mL> a 
>..!mL,> 
>..!mL> a 
>..!mL,> 

CORD LABORATORIES ~;§!ll!!ill8 

~.~ 

N70889 001 
NOV 13, 1986 

N70890 001 
NOV 13, 1986 

N71016 001 
AUG 25, 1986 

Nil017 001 
AUG 25, 1986 

a 
a 
a 
a 
a 
a 

a 

a 

HUTUAL PH~RM ~;§.g_M§N 

~.~ 

!t.!!21:!!H~ N70203 001 
/;J~.'di.::-J.~'J.'.('NOv os, 19s5 

PHARH BASICS 

~;~ N70204 001 
l)~.'di.::-J.~6-J.'.('NOV 08, 1985 

SIDHAK LABORATORIES ~•~~ N70215 001 
.'di.::-J.~61.'.:'/SEP 10, 1985 

~;li!!t!§ N70216 001 
l)~.'di.::-J.~6.1.'.{/SEP 10, 1985 

IYLFAMffl!OXA'tOLIE MP m:tlffl!O!Bm oquau: fflEHtmt 
PLANTEX/IKAPHARH ~;~ N70037 001 

JUN 02, 1987: SEP 19, 1985 
IYLfAMffl!OXA'tOLI AHD JP:lffl!OPA:1 RHl;LE ffllEfflfflt 

PLANTEX/IKAPHARH ~;§!ll!!ill8 N70030 001 
JUN 02, 1987: SEP 19, 1985 

SUlFANILAHIDE CPAGE 3-1991 

CREAM; VAGINAL 

~ Ctl ~,w ,,~,~~tu.·iS~r~~t~littiit ,~,~~~~1~;~:1~ 

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

VAGITROL 
LEMMON lSX. 

/'!,JJ,~~j1(JJ1-JJ. ''J/J,jtW./ 

'"~~ttt. ·~~. ·~t~n.:i~r/ffit 

N88718 001 
SEP 19, 1985 

,~,~~~~1~;~u~ 
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SUlfINfYR,AZQNE CPAGE 3-200) 

CAPSULE; ORAL 
M~ 

Al PAR PHARMACEUTICAL ~ 

TABLET; ORAL 
SULSffmAJONI 

Al PAR PHARMACEUTICAL li9l:P 

SULFISQXAZOLI; DIQLAMINE (PAGE 3•200) 

SOLUTION/DROPS; OPHTHALMIC 
M~\E PJOl,AH,:ml 

AI a BARNES-HIND PHARHS EQ 4X BASE 
~ 

AI HOFFHAN-LARDCHE EQ 4X BASE 

SUPROFEN ( PAGE 3-20U 

CAPSULE; ORAL 
SUPROL 

ORTHO PHARMACEUTICAL 200MGN 

TECHNETIUM• tc-9ffl • SULFUR CQL.l,Qll c PAGE 3-203 > 

INJECTABLE; INJECTION 

l:t,~~l,~~i~tfrJ,1~dl 

SOLUTION; INJECTION, ORAL 
TECHNETIUM TC 99M SULFUR COLLOID 
GAMMA DIAG LABS 3MCI/HL 

TECHNETIUM, TC-99Hi LlPQFENlN KIT (PAGE 3-2021 

INJECTABLE; INJECTION 
TECHNESCAN HIDA KIT 

HSIU> RES LABS/MERCK NIA.IS 

N88934 001 
SEP 06, 1981 

N88933 001 
SEP 06, 1981 

N84148 001 

N07757 002 

Nl82l7 001 
DEC 24, 1981 

lt1'J.jjif.. '.d.dj/ 

N17724 001 

Nl8489 001 
OCT 31, U86 

IECUJIYM• tc-22M1 Sl,ILFUR COLLOID KU CPAGE 3-203) 

INJECTABLE; INJECTION 

/IJ.I 
11f~l.f~j~ ltWI 
1\!HULM COJ.WD 

!e CIS-US IIJ.I ,,..,. .... _ ... .1.., ... , •• 

IIJ.I I: 

~ 

ltWI fl 
~:~:,~! ltWI 

SOLUTION; INJECTION, ORAL 
DmfPLL 

!e MALLINCKRODT ~ 
IOULOU 

!e ER SQUIBB AND SONS ~ 

TEMAZEPAM ( PAGE 3-203 > 

CAPSULE; ORAL 
Rn::rom, 

M SANDOZ PHARHS/SANDOZ ll,W 

M l'MJM'IJ .lmS 

IRIS 
M QUANTUM PHARMICS ~ 

M ~ 

In'WW!l 
M BARR LABORATORIES ~ 

M ~ 

M COLHED LABORATORIES ~ 

M ~ 

M MYLAN PHARHS ll.P. 

M Er:l!iM 

TEST~TERQ!:!E ENANTHATE CPAGE 3-204) 

INJECTABLE; INJECTION 
IESTOSTEROHE EHAHTHAIE 

Ml QUAD PHARHS l00MG/MLJ:1 

Ml 200MG/MLJ:I 

lt1'J..16f.6. '.d.dj/ 
Nl7858 001 

lt1'J.'Jdf.~I ~.d'J./ 
/t1j~jfJ.' ~#./ 

Nl7059 001 

Nl6923 001 

Nl8163 001 
Nl8163 002 

N70564 001 
OCT 15, 1985 

N70547 001 
OCT 15, 1985 

N71174 001 
JUI. 10, 1986 

N71175 001 
JUL 10, 1986 

N70489 001 
JUL 07, 1986 

N70490 001 
JUL 07, 1986 

N70919 001 
JUL 07, 1986 

N70920 001 
JUL 07, 1986 

N89324 001 
SEP 16, 1986 

N89325 001 
SEP 16, 1986 
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JESTQSTERON§ PftOPIQNATE (PAGE 3•204-l 

INJECTABLE> INJECTION 
InTOSTlftONI !!!mPmNAII 

> ..A!2L > ag QUAD PHARMS lOOMG/MLN 
s>..!!m._> 

g TETRACY!;;!.ltli HXR~U!.QBlWi l PAGE 3-205 J 
""'O 
-< CAPSULE; llRAL 
:ll:l,o In!ACXS!.DI tsb 
~ AB PRIVATE FORMULATIONS~ 

i AB Dm:P 
i: 

TiffiQPHYLJ.lt!§ (PAGE 3-206) 

CAPSULE; ORAL 

/W 'JfaW~ti't~I /IJjW 

IW ltMI 
SOMOPHYLUN-T 

/f§J'I /fj.~/ lJ./J.~I 
/di! #.d.~/ 

BX BERLEXISCHERING lOOHG 

BX 200MG 

SOMOPHYLLIN-T 
BX FISONS lOOMG 

BX 200MG 

>..!Im._> BX 2SOHG 

TttEOPHYLUNE 
>..!Im._> BX RP SCHERER lOOHGIS 
> ADD > 
>..!Im._> BX 200MGIS 
>..AfilL> 
>..!!l!L> BX 250HGIS 
>..!!l!L> 

CAPSULE, CONTROLLED RELEASE, ORAL 
>..AfilL> AEROLATE III 
>..AfilL> FLEHING 65MGN 
>..!!l!L> 

>...J.mL> 
NS,2s::s 001 >_~> 

NOV 03, 1986 >JJm..> 
>Jllll_> 
>...J.mL> 
>...J.mL> 

N62686 001 
JUL 24, 1986 

N62686 002 
JUL 24, 1986 

,JG~~~iU~~ 
l~j4~~·~d~l 

IJ~f.. ·ii:. ·~~!ti 

,,,~~1$.iffl~ 
l~1~~•~dil 

/ft~.''/$.:. ·~~I 
N85545 001 

JUL 31, 1984 
N8392l 001 

JUL 31, 1984 

N87lS5 001 
FEB 25, 1985 

N87lSS 002 
FEB 25, 1985 

N871SS 003 
FEB 25, 1985 

N8473l 002 
NOV 07, 1986 

N84731 001 
NOV 07, 1986 

NM73l 003 
NOV 07, 1986 

N85075 003 
NOV 2ft, 1986 

J'HEQPHVLUtf. c PAGE 3•206 J 

CAPSULE, CONTROLLED RELEASE; ORAL 
AEROLATE JR 

BC FLEMING l30MGM 

AEROLATE SR 
BC FLEMING 260MGal 

THEO-DUR SPRINKLE 
BC KEV PHARMACEUTICALS SOMGal 

BC 

BC 

THEOPHYLLINE-SR 
BC RP SCHERER 

ELIXIR; ORAL 
THEOPHYL 225 

12~ 

200MGal 

75MGN 

300MGal 

l~t.f.. ·~t~'Jti:M.lt#.:~Jtt~N./ 
MCNEIL PHARM 112,SMG/l!iML 

SYRUP; ORAL 
ACMllBOH 

a! HERRELL OOH/DOH CHEM lSOMG/lSMl,N 

:WJONJ'bYNl/i 
M NATL PHARM MFG/BARRE lSOMG/lSML 

TABLET; ORAL 
QUIBRON-T 

MEAD JOHNSON✓B•M 300MGal 

SLO-PHYLUN 
~=~ l~tt.t.t/.ll ·~. 'if~t~I ~~,:~~ 
M HitLIAH H RORER 
M 

1!WS 
~ 

THEOPHYL-225 
l~t.t.. 'fstt~IV.¢t~1t¢M.I #~rs,¢/ 

MCNEIL PHARM 22SHG 

TABLET, CHEHABLE; ORAL 
THEOPHYL 

MCNEIL PHARM lOOMGN 

TABLET, CONTRO~LED RELEASE; ORAL 
:WE9-M 

KEY PHARMACEUTICALS 450MGN 

47 

N85075 002 
NOV 24, 1986 

N8507S 001 
NOV 24, 1986 

N88022 001 
SEP 10, 1985 

N88016 001 
SEP 10, 1985 

N8799S 001 
SEP 10, 1985 

N88015 001 
SEP 10, l9U 

N88255 001 
JUN 12, 1986 

l~lJM,~.'ddtl 
N86485 001 

N88746 001 
NOV 22, 1985 

N86M5 001 

N88656 001 
AUG 22, 1985 

~~,~~1r:1i~ 
N85202 001 
N85204 001 

/ti!,(.#~. 'ddJI 
NM726 001 

N86506 001 
SEP 12, 1985 

N8913l 001 
JUN 25, 1986 
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IHlQUDWtll l:IXDROCULQUH CPAGE 3-209) ~ C PAGE 3•212) 

CONCENTRATIH ORAL TABLEn ORAL 
TH:lOlal>Amfl ISL mmeo1i M COLN!D LABORATORIES mltP N70168 001 

M ROXANE LABORATORIES 30MG/HI.N N88941 001 APR 02, 1986 
DEC 16, 1981 D ~ N70169 001 

M lQQMGIMl,N N88942 001 APR 02, 1986 
DEC 16, 1981 M CORD LABORATORIES mltP N70289 001 

HAR 13, 1986 
TABLET; ORAL M ~ N70290 001 

na:oimqm1 ISi: MAR 13, 1986 
M CORD LABORATORIES ll!l!P N88136 001 al DANBURY PHARMACAL ~ N70513 001 

SEP 17, 1986 JAN 09, 1986 
M ~ N88137 001 M mtP N70514 001 

SEP 17, 1986 JAN 09, 1986 
M MUTUAL PHARM lmsac N8943l 001 M WP N70515 001 

AUG 01, 1986 JAN 09, 1986 
M ll!:P N89432 001 D DURAMED PHARMS ~ N70165 001 

AUG 01, 1986 JAN 10, 1986 
Al fill!:P N89433 001 Al Zllt§N N70166 001 

AUG 01, 1986 JAN 10, 1986 
Al ~ N70167 001 

JAN 10, 1986 
TIMOLot HALEATE l PAGE 3-21U ,!I} INTERPHARM mtP N7l270 001 

SEP 23, 1986 
SOLUTIOWDROPS; OPHTHALMIC Al ~ N7l27l 001 

>..Mm..> TIMOPTIC IN OCUDOSE SEP 23, 1986 
>..Mm..> MSD RES LABS EQ 0.2.SX BASEN Nl9463 001 Al HYLAN PHARMS mtP N70259 001 
>_A!llL> NOV 05, 1986 JAN 02, 1986 
>..Mm..> EQ O.SX BASEM Nl9463 002 D ~ N70913 001 
>..Mm..> NtlV 05, 1986 HAR 17, 1986 

Al PAR PHARMACEUTICAL ~ N70159 001 
JAN 06, 1986 

TOLAZAHIH (PAGE 3-212> D ~ N70160 001 ·~ JAN 06, 1986 
TABLET; ORAL D ~ N7016l 001 

;~ TOl,A1Alffll JAN 06, 1986 

ij 
Al BARR LABORATORIES ~ N70162 001 D SUPERPHARM ~ N70763 001 

JAN 14, 1986 JUN 16, 1986 

-< D ~ N70163 001 Al ~ N70764 001 

~ 
JAN 14, 1986 JUN 16, 1986 

Al ~ N701611\- 001 

~ 
JAN 14, 1986 

Al BOLAR PHARMACEUTICAL~ N70242 001 JRAZQP(!'NE HVDROCHLQRJ;DE CPAGE 3-2121 
AUG 01, 1986 r Al ~ N70243 001 TABLET; ORAL 
AUG 01, 1986 QEffllEL 

Al ~ N70244 001 Al MEAD JOHNSON/8-M ~ Nl8207 001 
AUG 01, 1986 D lQQ!:§ Nl8207 002 

Al CHELSEA LABORATORIES~ N70281 001 
JAN 09, 1986 

D ~ N70286 001 
JAN 09, 1986 

D 500MGM N70287 001 
JAN 09, 198(. 



RX DRUG PRODUCT UST/ Cll'IULATIYE SUPPLEH£Nf NUHMR lS / AUG'8S - NOY'86 

TRAZOl)QNE ID'QROCHLQRil>E tPAGE 3-212> 

TABLET; ORAL 

M 
JMZOQONI HCL 

AH THERAPEUTICS H.!P 

~ 

BOLAR PHARMACEUTICAL ~ 

M 

>-Alm,..> M 
>-Alm,..> 
>..!121L> M 

G."":il >..!121L> 
~ AR 

~ 

CHELSEA LABORATORIES~ < QlC 

~ M 
~ 

~ 

H.!P 

WP 

F~ M a; DANBURY PHARNACAL 

I': M 

TRIAMCINOLONE ACETONIQE tPAGE 3-213) 

LOTION; TOPICAL 
DW!PJNOI.OHI ACmttml 

!I THAMES PHARMACAL ~ 

PASTE; DENTAL 
KEHAl,09 ;tH OIWWIIE 

!I ER SQUIBB AN1.'1 SONS 
OMCORJ 

!I TARO PHARHS 

~ 

~ 

TRIENTINE HYDROCHLORIDE tPAGE 3-216> 

CAPSULE; ORAL 
CUPRID 

HS&D RES LA8S/HERCK 25~ 

TRIHETH@ENZAMIDE HVDROCHLQRW CPAGE 3-217> 

INJECTABLE; INJECTION 
JmmtOB~H HCL 

Ae SOLOPAK LABORATORIES lOOMGIHLN 

Ae lQQMGIHl,N 

Ae lQQMGIHl,N 

N11139 001 
OCT 2'> 1986 

N71140 001 
OCT 2'> 1986 

N71112 001 
NOY 17> 1986 

N7lll3 001 
NOY 17> 1986 

N70568 001 
OCT 10> 1986 

N70S69 001 
OCT Uh 1986 

Ni'OU7 001 
OCT llh 1986 

N70SSS 001 
OCT llh 1986 

NS9129 001 
AUG 14, 1986 

Nl2097 001 

N70130 001 
OCT 01, 1986 

Nl9194 001 
NOY OB, 1985 

NS8960 001 
APR Olh 1986 

NS9043 001 
APR 04, 1986 

NS9094 001 
APR 04, 1986 

TRJtlittm?fU;tt ( PAGE 3-218) · 

TABLEH ORAL 
URlffllOP!mt 

A§ BARR LABORATORIES ~ 

M ~ SEP 24, 1986 

~ (PAGE 3•219) 

SOLUTION/DROPS; OPHTHALHit. 
:,mgm;wq;H 

!I HAURRY BIOLOGICAL ~ 

URQFQLLITRQPIN lPAGE 3-220) 

INJECTABLE; INJECTION 
H£TRODIN 

SERONO LABS 7SilVAHPN 

YALPRQATE SQPIUH l PAGE 3-220 > 

SYRUP; ORAL 

M 

M 

HMl<ffil 
A880TT LABORATORIES 

HXPmC Amp 
MY-K LABS 

YALPRQIC ACID lPAGE 3-220> 

CAPSULE; ORAL 
HPAKffil 

E9 2SQMG BASE/fflL 

EQ 2SQMG BASE/fflUI 

A§ A880TT LABORATORIES ,2.5Q!S 
YALfmC Am;D 

A§ PAR PHARMACEUTICAL ~ 

YANCQMYCJN HYDROCHLORIDE IPAGE 3-220> 

CAPSULE; ORAL 
YANCOCIN HCL 

El.I LILLY EQ 125116 BASEII 

EQ 2SOMG BASEN 

49 

N70494 001 
JAN 22, 1986 

N7049S 001 
HAR 14, 1986 

N88447 001 
AUG 28, 1985 

Nl941S 001 
SEP 18, 1986 

Nl8082 001 

N70868 001 
JUL 01, 1986 

Nl8081 001 

N70431 001 
FEB 28, 1986 

NS0606 001 
APR lS, 1986 

NS0606 002 
APR 1S, 1986 



RX DRUG PRODUCT LIST ✓ ClHJI.ATlVE SUPPLEHENT ~RU ✓ AUG'U - NOV'86 50 

YANCOH)'CIN ID'.OBQCHI.OR,IQE CPAGE 3-UO) '4iWWL NYQRQCHLOR,IQE CPAGE 3-220> 

INJECTABLE; INJECTION TABLEn ORAL 
~ti& !itlMNMEL mL 

At? . ELI Lil.LV eg 196 imam N60180 001 61 HATSON LABS ~ N70995 001 
At? Eg 596 8ASEO!lALN N62't76 001 OCT 01, 1986 

MAR l!it 1'86 61 ~ N71366 001 
EQ lGH 8ASEIVIALN N62't76 002 OCT 01, 1986 

MAR U, 1'86 61 .u.otP N7099'+ 001 
EQ lGH 8ASEI\IIAUC N60180 002 OCT 01, 1986 

MAR U, 1'86 61 .u.otP N71367 001 
YAHCOLQ OCT 01, 1986 

At? LEDERLE PARENTERALS Eg 5QQ.!:!!i l~EO!IALN N62682 001 
JUL t2, 1986 

YJNBLASTINE SULFm CPAGE 3--221) 

WRAPAMIL HVQROCHLQRIPE CPAGE 3-2201 INJECTABLU INJECTION 

INJECTABLE; INJECTION ~tttt:11 Ud~/1.fill l~tt~~~.'~dtl 
!tm!MMEL HSL At? ELI LILLY JOMG/YIAI., Nl266S 001 

At? INTL HEDICATION SYS 2.SMG/MUll N70'+51 001 WHBL&mt!I IYLE&II 
DEC 16, 1'8!5 At? LYPNOHED JQMG/YIAJ.N N890ll 001 

At? LUITPOLD PHARMS 2.5MG(MLN N7022S 001 NOV 18, 1985 
NOV it, 1985 At? QUAD PHARMS J!l!SO!IAJ.N N8936S 001 

At? 2,SM§IHLN N706l7 001 AUG 07, 1986 
NOV lt, l '8!5 

At? LVPHOHED 2.5MG(MLN N703'+8 001 
MAY 01, 1'86 YINCRISUNJ; SULFffi IPAGE 3-221> 

At? QUAD PHARHS 2,SMG/MLIII N70672 001 

§ HAR 07, 1986 INJECTABLE; INJECTION 
MW4H 

TABLET; ORAL At? ELI LILLY l!:&a:!I. Nl4103 003 
co:, vmairwa:1. tmL MAR 07, 1984 

~ 61 SARR LABORATORIES ~ N70482 001 ~IMW:I 
SEP 24, 1'86: SEP 23, 1986 e LVPNOHED ~ N704ll 001 

~ 61 ll!!P N70483 001 SEP 10, 1986 
2 SEP 24, 1986 : SEP 23, 1'8f.~. At? QUAD PHARMS l!:&a:!I.• N70777 001 

i 61 CHELSEA LABORATORIES~ N70421 001 APR 29, 1986 
SEP 24, 1986: SEP 17, 1986 At? l!:&a:!I.• N70778 001 

t'.' 61 ll!!P N70't22 001 MAY 01, 1986 
SEP 24, 1986: SEP 17, 1986 

61 DANBURY PHARMACAL ~ N708SS 001 
SEP 24, 1986: SEP 23, 1'86 HARFARIN SODIUM CPAGE 3-221> 

a ll!!P N70856 001 
SEP 24, 1986: SEP 23, 1'86 TABLET; ORAL 

61 PARKE-DAVISIH-L ~ N70340 001 ~l):ttl 
SEP 24, 1'86: AUG 20, 1986 Id'/./ ~f.'M~~,~~~:tu.:~~I l~d~#~.'dt6/ 

61 ll!!P N7034l 001 61 DUPONT PHARMS/DUPONT La!§ N09218 018 
SEP 24, 1986: AUG 20, 1986 !f!RFA\fflf l9D:tuM 

a PUREPAC/l<ALIPHARMA §OMGal N710l9 001 61 COLMED LABORATORIES ~ N88720 001 
SEP 24, 1'86: SEP 23> 1986 AUG 06, 1985 

a ll!!P N70468 001 
SEP 24, 1'86: SEP 23, 1'86 
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PNC CHLQRIH I &'AGE 3-223 > 

INJECTABLE; INJECTION 
ZINC CHLORIDE IN PLASTIC CONTAINER 

ABSOTT LABORATORIES EQ 1118 ZINCiMLDC N1'SS9 001 
JUN 26, 1986 

Sl 
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( ALL mooutTS - SEE nmtOOUCTIOtO 
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UCITRACIN ZJNCi PQlYJ:M(IN I SUlfffl tPAGE 3•224) 

AEROSOL; TOPICAL 
LANABIOTIC 

COMBE SOO UNITSIGH; 
S,000 UNITS/Gttle 

gwm_ 'EXIDINE GLUCQNAJE t PAGE 3•224 > 

SOLlJ'l'IotU TOPICAL 
CI DA-STAT 

HUNTlNGTIIN LABS 

CHG SCRUB 
HUNTINGTON LABS 

El<IDINE 
l<TTRIUH LABS 

STERI-STAT 
MEDICAL SYS RES 

2.Qs 

41.M 

21.M 

2.SXM 

lt1.M 

N50598 001 
SEP 22, 1986 

NH2S8 001 
JUL 22, 1986 

NH2S8 002 
JUL 22, 1986 

Nl9422 001 
DEC 17, 1985 

tU9'\2l 001 
DEC 17, 1985 

N?OlO't 001 
JUL 24, 1986 

CHLQRPHENIRAMINE HALEATEi PHENVLPRQPANOLWNE HYMQCHLORIDE 
IPAGE 3-225) 

T1dLET, CONTROLLED RELEASED; ORAL 
PHENYLPROPANOLAHINE HCL HI' CHLORPHENIRAHINE HALEATE 

DORSEY LABSl'SANOOZ 12HG;7SHGIII Nl9613 oo, 
JUN 16, l~o 

!,:HLQRPKENIRA~;INE HALEATE i PSEUQOEPHEDRINE HYDRQCHLQRJQE 
(PAGE 3-225) 

CAPSULE, CONTROLLED RELEASE; ORAL 
ISOCLOR 
AH CRITICAL CARE/AHS SHG;l2()M(;M Nl8747 001 

HAR 06, 1986 

Cl;ILQRPlffiNIRAHINE PQU:STIREXi COQEINE PQU:SIJBEX c PAGE 3-225 J 

SYRUP; ORAL 
PENNTUSS 

PEtHIALT PHARH EQ 4HG HALEATE/SHL; 
EG lOHG BASE/SHL 

QINNHYPBWNE HYMQCHLQBIDE tPAGE 3-225) 

SYRUP; ORAL 
BELDIN 

1-tALSEY DRUG 12,SMG/SHLN 

DIPKEN 
BAY LABORATORIES 12,SMG/SHLN 

HYDRAHINE 
NATL PHARH MFG/BARRE 12,51-!G/SHLN 

DQXYLAHINE SUCClNATE IPAGE 3-225> 

CAPSULE; ORAL 
UNISOtl 

PFIZER LAB.~,~FIZER 2SHGN 

>.Jml.> EPJNEPHU,NE CPAGE 3-225) 

>~> 
>.Jml.> 
>.JmL> 
>...AU...> 
>...AU...> 
>...AU...> 
>...AU...> 
>...AU...> 

AEROSOU INHALATION 
BRONKAID HIST 

HINTHROP-BREON/STERL 0,25MG/INH 
EPINEPHRINE HIST 

NATL PHARH MFG/BARRE 0.2HG/INH 

PRlHATENE HIST 
HHITEHALL LABSl'AHHO 0,2HG/INH 

>...!D.!L> EPINEPHRINE BITARTRATE tPAGE 3-225) 

> ADD > 
>ADD> 
>ADD> 
>..AmL> 
>ADD> 

AEROSOL; INHALATION 
BRONITIN MIST 

HHITEHALL LABS/AHHO 0,3HG/INH 
HEDIKALER EPI 

RIKER LABS/3M 0,3HG/INl-t 

Nl8928 001 
AUS 14, 1985 

N89179 001 
JUN OS, 1986 

N70118 001 
OCT 01, 1985 

N70205 001 
JAN 28, 1986 

Nl9'\40 001 
FEB 05, 1986 

Nl6803 001 

N87907 001 
MAY 23, 1984 

Nl6126 001 

Nl6126 002 

Nl0374 003 
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INROfEN CPAGE 3-225) 

TABLET; ORAL 
IBUPROFEN 

BARR LABORATORIES 200HGN 

200HGN 

200HGN 

CHELSEA LABORATORIES 200HGN 

CORD LABORATORIES 200HGN 

DANBURY PHARMACAL 200HGN 

OHH LABORATORIES 200HGN 

PAR PHARMACEUTICAL 200HGN 

PURPECIKALIPHARMA 200HGN 

NEDIPREN 
MCNEIL CONSlftR PROD 200HGN 

200HGN 

PROFEN 
PRIVATE FORMULATIONS 200HGN 

N70493 001 
SEP 24, 1986: DEC 24, 190 

N70908 001 
SEt1 t6, 1986 

N71462 001 
OCT 02, 1986 

N70605 001 
SEP 24, 1986 : HAY 07, 1986 

SEP 24, 1986 

SEP 24, 1986 

SEP 24, 1986 

SEP 24, 1986 

N70733 001 
: SEP 19, 1986 

N70435 001 
: HAR OS, 1986 

N7ll63 001 
: JUL 15, 1986 

N7048l 001 
: OCT 18, 190 

N71122 001 
OCT 03, 1986 

N70475 001 
SEP 24, 1986: FE8 06, 1986 

N71215 001 
SEP 24, 1986 : JUN 26, 1986 

N71265 001 
OCT 15, 1986 

INSULIN, PURIFIED, HUNAN, SEHISVNTm:nc i INSULIN SUSPENSiot:h 
ISOPHANE. PURIFIED HUMAN ISEMISVNTHEJIC) lPAGE 3-226) 

INJECTABLE; INJECTION 
NOVOLIN 70/30 

SQUIBB/NOVO 30 UNITS/ML;?O UNITS/MLN Nl944l 001 
JUL 11, 1986 

INSULIN. PURIFIED PORK (PAGE 3-227) 

INJECTABLE; INJECTION 
nrt;f~ti~. ·~~i#. '~J¢~. 'J~J/ 

VELOSULIN 
NORDISK 100 UNITS/ML Nl8193 001 

INSULIN SUSPENSION, BIQSYNJW:TIC HUHAN lP~GE 3-226> 

INJECTABLE; INJECTION 
HUHULIN BR 

ELI LILLY 100 UNITS/MLN Nl9S29 001 
APR 28, 1986 

INSULIN SUSPENSION, ISQPHANE. BIQSYNTHETIC HUMAN IPAGE 3•226> 

INJECTABLE; INJECTION 
HUHULIN N 

ELI LILLY 100 UNITS/ML Nl8781 001 
OC: 28, 1982 

INSULIN SUSPENSION, ISQPHANE. PURIFIED HUMAN ISEMISYNTHETIC> 
C PAGE 3-226 ) 

INJECTABLE; INJECTION 
INSULATARD NPH HUMAN 

NORDISK USA 100 UNITS/MLN N19449 001 
HAY 30, 1986 

INSULIN ZINC SVSPENSION. BIOSVNTHETIC ffllHAN IPAGE 3-226> 

INJECTABLE; INJECTION 
HUHULIN L 

ELI LILLY 100 UNITS/MLN N19377 002 
SEP 30, 1985 

INSULIN. PURIFIED. HUMAH• SEHISVNTHETIC CPAGE 3-227> 

INJECTABLE; INJECTION 
VELOSULIN HUMAN 

NORDISK USA 100 UNITS/MLN 

Q)('{METAZOLINE HYPRQCHLORtDE CPAGE 3-228> 

SOLUTION/DROPS; OPHTHALMIC 
OCUCLEAR 

SCHERING 0,025:'.N 

PQYIDONE-IQDINE CPAGE 3-228> 

SPONGE; TOPICAL 
POVIDONE-IODINE 

PARKE-DAVIS/DESERET 20:'.N 

fSE_l.l,DOEPHEDRINE HYDROCHLORIDE IPAGE 3-228) 

CAPSULE, CONTROLLED RELEASE; ORAL ,~~~,t~. ·~.:~.:, 
SUDAFEO 12 HOUR 

Nl9450 001 
HAY 30, 1986 

Nl8471 001 
HAY 30, 1986 

Nl9240 001 
NOV 29, 1985 
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OTC om.JG PROOUCT UST I CUfflJI.AUVf SUPPI.HMf IUeU 11 I AUl'U • NOV186 
(ALL PROOUCTS • SEE nmfflDUCTIOIO 

P'fflIDIJU ZINC tPAGI: 3-228) 

LOTIOtU TOPICAL 
HEAD I SHOUI.DERS CONDlTlOHER 

PROCTER AND GAHBlE O.!XM 

0.3~ 

0.3~ 

o.!XM 

SQDIUH mNQFLUORQPOOSPHAJJ lPAGI: 3-229) 

GEU DENTAL 
EXTRA-STRENGTII AIH 

LEVER BROTHERS 1.2~ 

NlMU 001 
HAR 10, 1986 

NlMU 002 
HAR 10, 1986 

NlMH 003 
HAR 10, 1986 

NlMU ~ 
HAR Uh 1986 

Nl9518 001 
AUG 06, 1986 

!S" 
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DRUG PRODUCTS APPROVED UNDER S!CTION SOS OF TNE ACT I Clt!ULATIVE SUPPLEMENT NlHSER 15 I AU6'85 - NOV'86 
IBY TNE DIVISION OF IBLOOO AND BLOOD PRODUCTS LIST 

NO SEPTEMBER 1985 - NOV EMBER 1986 APPROVALS 
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1. Orphan Dr1c:g Products with Exclusive Approval 

2. List of Drug Products Which Must Demonstrate in vivo 
Bioavailability Only if Product Fails to Achlev_e_ 
Adequate Dissolution 

3. Biopharmaceutic Suidance Availability list 

4. ANDA Suitability Petitions 
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6. Prescription and OTC Drug Product Patent and 
Exclusivity Data 
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AtPENIX 1 

ORPHAN DRUG PRODUCTS MITH 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 dascribed above or the subsequent sponsor has 
obtained written consent from th~ 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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Active Ingred.(s) 
Strength 

Hemin 
313mg/amp 

Digoxin Immune 
Fab (OVINE) 

APPENDIX 1 

BIOLOGICAL PRODUCTS 

Trade Name 
Dosage Fonn; Route 

Panhematin 
Injectable; Injection 

Di ~i bind 
InJectable; Injection 

Applicant 

Abbott 
laboratories 

Burroughs Wellcome 

License Number 
Aj>prova1 bite 

43 
Jul 20, 1983 

129 
Apr 22, 1986 

Exclusivity 
Exp.bite 

ODE 
Jul 20, 1990 

ODE 
Apr 22, 1993 

59 
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APPENDIX l 

DRUG PRODUCTS 

Trade Name ijll. Prod. Exclusiviti 
Dosage Form; Route ~plicant rova1 Dite Exe. Dite 

Chenodiol Chenix Rowell 18513 002 ODE 
250mg Tablet; Oral Laboratories Jul 28, 1983 Jul 28, 1990 

Cromolyn Sodium Opticrom Fisons 18155 001 ODE 

4% Solution/Drops; Oct 3, 1984 Oct 3, 1991 
Ophthalmic 

Carnitine, 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 
lgm/lOml Solution; Oral Labs* Apr l 0, 1986 

Naltrexone Trexan Dupont Pharms 18932 001 ODE 
Hydrochloride Tablet; Oral Nov 20, 1984 Nov 20, 1991 

50mg 

§ Monooctanoin Moctanin Ascot Hosp 19368 001 ODE 

§ 100% Liquid; Pharms Oct 29, 1985 Oct 29, 1992 
Perfusion 

~ 
Biliary 

i Pentamidine Pentam 300 LyphoMed 19264 001 ODE 

~ Isethionate Injectable; Oct 16, 1984 Oct 16, 1991 

300mg/ml Injection 

(continued) 

*Refer to Appendix I narrative 

c~ 
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APPENDIX 1 

DRUG PRODUCTS 

(continued) 

!:JO Trade Na• AP(! 1 • Prod • Exclusiv1ti 
C? 
-f Dosage Form; Route Applicant Approval ifate Exp. ifate 

i 
-< 
:ll!lo Potassium Uroc1t-K Univ of Tx Hl th 19071 001 ODE 
iE Citrate Tablet; Oral Sci Ctr Aug 30, 1985 Aug 30, 1992 

F 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 Capsule; Oral 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 BIOAVAILABILITV 
ONLY IF PRODUCT FAtts Tb @ltft ADEQUATE btssototION 

Aceta•inophen; Aspirin; Aminophy11ine Aspirin; Carisoprodol; 
Butalbital Tablet; Oral Codeine Phosphate 
Capsule or Tablet; Oral 100mg 325mg; 200mg; 10mg 
160-165ilg; 160-165mg; 50eilg 200mg 

Aceta•inofhen; Aspirin; Aspirin; Butalbital; Ascirin; Me?robamate Butalbita Ca~le or Tablet; Oral Ta let; Oral 
Capsule or Tablet; Oral 32 ; 50Mg 325mg; 200mg 
325mg; 325mg; 50mg 650eilg; 50mg 

Acetaminophen; Aspirin; Aspirin; Butalbital; Caffeine Aspirin; Methocarbamol 
Butalbital; Caffeine Capsule or Tablet; Oral Tablet; Oral 
Capsule or Tablet; Oral 325mg; 50mg; 40mg; 325mg; 200mg 
160-165mg; 160-165fflg; 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 
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Acetaminophen; Butalbital Aspirin; Caffeine; Estrogens, Conjugated; Meprobamate 
Capsule or Tablet; Oral Carisoprodol; Codeine Phosphate Tablet; Oral 
325mg; 50mg Tablet; Oral o. 4mg; 200mg 
650mg; 50mg 160mg; 32mg; 200mg; 16mg 0.4mg; 400mg 

Acetaminophen; Butalbital; Aspirin; Carisoprodol ~ydroxyzine Hydrochloride 
Caffeine Tablet; Oral Tablet; Oral 
Capsule or Tablet; Oral 325mg; 200mg 10mg 
325mg; 5011g; 40mg 25mg 
650mg; 50mg; 40mg 50mg 

lOOmg 
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APPENDIX 3 

BIOPHARMACEUTIC GUIDANCE AVAILABILITY LIST 

The following is a list of guidances available for in vivo bioequivalence studies and 
in vitro dissolution testing available from the Division of Bioequivalence, HFN-250, 
ffi>oinlil3-06, 5600 Fishers Lane, Rockville, MD 20857. Comments and suggestions concerning 
these guidances are encouraged and should be sent to the Division of Bioequivalence. 

Acetohexamide 
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 
Chlorpropamide 
Chlorthalidone 
Clofibrate 
Clonidine Hydrochloride 
Clorazepate Dipotassium 
Diazepam (revised) 
Dicyclomine Hydrochloride 
Di pyri damo 1 e 

(continued) 

Date 

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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Name of Drus 

Disopyramide Phosphate 
Dissolution Testing (General) 
Doxepin Hydrochloride 
Erythromycin 

APPENDIX 3 

(continued) 

Flurazepam 
Hydrochlorothiazide 
Hydroxyzine Hydrochloride (Dissolution Only) 
Hydroxyzine Pamoate 
Indomethacin 
Isosorbide Dinitrate 
Isosorbide Dinitrate (Controlled Release 

Products) 
Lorazepam 
Meclofenamate Sodium 
Methylprednisolone 
Methyl testosterone 
Metoclopramide 
Minoxidil 
Nitrofurantoin (Macrocrystalline} 
Phentermine Hydrochloride {Dissolution} 
Phentermine Hydrochloride (Slow Dissolving; 

Dissolution) 
Phenylbutazone & Oxyphenbutazone 
Prednisone (Dissolution Only) 
Probenecid 
Procainamide 
Propranolol 
Propyl thiouracil 

(continued} 

~ 

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 19, 1984 
Aug 13, 1986 
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Revised Date 

Oct 09, 1986 
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Name of Drug 

APPENDIX 3 

{continued) 

Quinidine Gluconate (Controlled Release} 
Spironolactone 
Sul finpyrazone 
Temazepam 
Theophylline (Controlled Release) 
Theophy11ine (Immediate Release) 
Tolazamide 
To l butami de 
Trazodone 
Trimipramine 
Verapamil 

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 
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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 cooy 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 Form; Route 

Acetaminophen; 
Codeine Phosphate 
Capsule; Oral 

Acetaminophen; 
Codeine Phosphate 
Capsule; Oral 

Acetaminophen; 
Codeine Phosphate 
tapsul e; Oral 

Acetaminophen; 
Codeine Phosphate 
Soft Gelatin 
tapsul e; Ora 1 

Strength 
(Container Size) 

500mg 
30mg 

500mg 
60mg 

650mg 
15mg 

300mg 
30mg 

I. Petitions Approved 

Docket Number Petitioner 

84 P-0228/CP McNeil Pha rm 

84 P-0228/CP McNeil Pharm 

86 P-0200/CP Mika rt, 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 I. Petitions !(>proved 
r: (continued) 

Drug Name Strength Reason for 
Dosage Form; Route (Container Size) Docket Number 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; Ora 1 

Acetaminophen; 500mg 85 P-0543/ Softan New Dosage Approved 
Codeine Phosphate 15mg CP0002 Form Mar 19, 1986 
Soft Gelatin New Strength 
tapsul e; Oral 

Acetaminophen; 160mg/5ml 86 P-0133/CP Kleinfeld, Kaplan 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-0~ 61 /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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f I. Petitions Approved 

(continued) 

Drug Name Strength Reason for 

Dosage Form; Route (Container Size) Docket Nu111ber Petitioner Petition Status 

Acetaminophen; 650mg 86 P-0200/CP Mi kart, 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 Approved 

Propoxyphene Hydrochloride 32mg Fonn Mar 18, 1986 

Soft Gelatin 
New Strength 

capsule; Ora 1 

Acetaminophen 80mg 85 P-0403/CP Upsher-Smith Labs New Dosage Approved 

Suppository; Rectal 
Form Oct 16, 1985 
(Pediatric} 

(continued} 

J 
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~ I. Petitions Approved e: 
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(continued) 

. 0rug·Na• Strength Reason for 
-~sage Fonn; Route (Container Size) Docket Nwnber Petitioner Petition Status 

llninocaproic Acid 5O0mg/m1 85 P-O3O8/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 10m1/via1 Feb 12, 1986 

llninophy11 ine 1 Omg/ml 85 P-O459/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 10m1/via1 Feb 12, 1986 

llninophy11 ine 50mg/m1 85 P-O459/CP Abbott Laboratories New Strength Approved 
Injectable; Injection 20m1/via1 Feb 12, 1986 

Aspirin; 356.4mg 86 P-O359/CP Centra 1 Pharms New Dosage Approved 
Caffeine; 30mg Form Sep 29, 1986 
Dihydrocodeine Bitartrate 16mg 
Tablet; Oral 

Azatadine Maleate; 1mg 85 P-O492/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-O423/CP RIM Consul ting New Dosage Approved 
Syrup; Oral Form Oct 16, 1985 

Bretylium Tosylate 100mg/m1 86 P-O157/CP Lyphomed New Strength Approved 
Injectable; Injection May 8, 1986 

(continued) 
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1. Petitions Approved 

(continued) 

Drug NIM Strength Reason for 
Dosage Fona; Route (Container Size) Docket Number P~titioner Petition Status 

Brompheniramine Maleate; 12mg 85 P-0095/CP UAD laboratories New Approved 
Pseudoephedrine 120mg Combination Dec 13, 1985 
Hydroch 1 ori de 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 P~~rmaceuticals 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 

Cisplatin lOOmg/vial 86 P-0395/CP Ben Venue labs New Approved 
Injectable, Injection Strength Dec 8, 1986 

(continued) 
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I. Petitions Approved 

(continued) 

Drug Naae Strength Reason for 
Dosage For11; Route (Container Size) Docket Number Petitioner Petition Status 

Codeine Phosphate; l 0mg/5ml 85 P-0269/CP Bock Pharmacal New Approved 
Dexbrompheniramine Maleate; 1mg/5ml Combination Dec 6, 1985 
Phenylpropanolamine 12.5mg/5ml 
Hydrochloride 
Syrup; Oral 

Cytarabine 20mg/ml 86 P-0130/CP Quad Pharms New Dosage Approved 
Injectable; Injection 5ml/Via1 Form Aug 21, 1986 

Cytarabine 20mg/ml 86 P-0130/CP Quad Pharms New Dosage Approved 
Injectable; Injection 25ml /vial Form Aug 21, 1986 

Dacarbazi ne 500mg/Vial 86 P-0300/CP Quad Pharms New Strength Approved 
Injectable; Injection Aug 15, 1986 

Dexbrompheniramine Maleate; 6mg 85 P-0238/ Bock Pharmacal New Approved 
Phenylpropanolamine 75mg CP0002 Combination Dec 13, 1985 

Hydrochloride 
Time Release capsule; 
Oral 

Dexbrompheniramine Maleate; 6mg 85 P-0140/CP Central Pharms New Approved 
Pseudoephedri ne 120mg Combination Dec 13, 1985 
Hydrochloride New Dosage 
Sustained Release Form 
Capsule; Oral 

(continued) 
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~ I. Petitions Approved 

~ (cor1tinued) 
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~ Name Strength Reason for 
(Container Size) Docket Number Petitioner Petition Status ge Form; Route 

Dexbrompheniramine Maleate; 6mg 85 P-0140/ Central Pharms New Approved 
Pseudoephedrine 120mg CP0002 Dosage Form Jan 22, 1986 
Sul fate 
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 Approved 
Syrup; Oral Form Feb 28, 1986 

Oiazepam 5mg/ml 85 P-0566/CP Roxane Laboratories New Dosage Approved 
Intensol Form Mar 18, 1986 
Solution (Concentrate); 
Oral 

Di phenhydramine 50mg/ml 84 P-0174/CP Roxane Laboratories New Strength Approved 
Hydrochloride Sep 11, 1985 
Concentrate; Oral 

Disopyramide Phosphate 200mg 84 N-0116/CP Biocraft Labs New Dosage Approved 
Tablet, Controlled 300mg Form Jun 03, 1986 
Release; Oral New Strength 

{continued} 



e 73 

APPENDIX 4 g 
' = ~ I. Petitions Approved 

i 
I=' (continued) 

Drug Na• Strength Reason for 
Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Disulfiram 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 

Fl uorouracil 50mg/20ml 86 P-0080/CP Ben Venue Labs New Strength Approved 
Injectable; Injection Apr 2, 1986 

Flurazepam 30mg/ml 85 P-0081 /CP Roxane Laboratories New Dosage Approved 
Concentrate; Oral Form Jul 10, 1985 

Flurazepam Hydrochloride 15mg/5ml 85 P-0091 /CP Roxane Laboratories New Dosage Approved 
Solution; Oral Form Oct 25, 1985 

(continued) 
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f I. Petitions Approved 

(continued) 

Drug Name Strength Reason for 
Dosage Form; Route .{Container Size) Docket Number 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 Roxa~e Laboratories New Strength Approved 
Concentrate; Oral Sep 19, 1985 

Glucagon Eq 2mg Base/Amp 86 P-0411 /Cr 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 Lactate Eq 5mg Base/ml 85 P-0076/CP Roxane Laboratories New Strength Approved 
Intensol Dec 8, 1986 
Concentrate; Oral 

Haloperidol 5mg/5ml 85 P-0080/CP Roxane Laboratories New Strength Approved 
Solution; Oral Sep 19, 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; Oral Form Jun 25, 1985 

(continued) 
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i (continued) 
r Strength Drug NUle Reason for 

Dosage Fonn; Route (Container Size) Docket Number PetitiOJ!!!. Petition Status 

Ibuprofen 300mg 85 P-0563/CP Softan New Dosage Approved 
Soft Gelatin 400mg Form Mar 19, 1986 
capsule; Oral 600mg 

Indomethacin 25mg/5ml 85 P-0077/ Roxane laboratories New Dosage Approved 
Suspension; Oral CP0002 Form Jul 19, 1985 

Isoniazid 50mg/ml 85 P-0468/CP carol ina Med Prods New Strength Approved 
Concentrate; Oral Dec 13, 1985 

·Ketoconazo le 20mg/ml 85 P-0147 /CP Janssen Pharma New Dosage Approved 
Suspension; Oral Form Sep 27, 1985 

leucovorin Calcium 15mg 85 P-0487/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 

~eperidine Hydrochloride 1 OOmg/ml 84 P-0175/CP Roxane laboratories New Strength Approved 
Concentrate; Oral Jun 7, 1985 

(continued) 
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Drug Name 
Dosage Form; Route 

Metaproterenol Sulfate 
Solution; Inhalation 

Metaproterenol Sulfate 
Solution; Inhalation 

Metaproterenol Sulfate 
Solution; Inhalation 

Strength 
(Container Siz.!1, 

10mg/2.5ml 

10mg/3ml 

15mg/3ml 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 20ml/vial 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 50ml/vial 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection 50ml/vial 

Metoclopramide Hydrochloride 5mg/ml 
Injectable; Injection lOOml/vial 

Methyldopate Hydrochloride 50mg/ml 
Injectable; Injection lOml/vial 

Methyl testosterone 25mg 
Capsule; Oral 

\ 
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I. Petitions !22roved 

(continued) 

Reason for 
Docket Nullber Petitioner Petition Status 

85 P-0509/CP Armour Pharm New Strength Approved 
Feb 28, 1986 

85 P-0429/ Dey Laboratories New Strength Approved 
CP0002 Feb 28, 1986 

85 P-0429/CP Dey Laboratories New Strength Approved 
Feb 28, 1986 

86 P-0036/CP AM Critcal Care/AHS New Strength Approved 
Mar 18, 1986 

85 P-0545/CP Lyphomed New Strength Approved 
Feb 28, 1986 

85 P-0540/CP Quad Pharms New Strength Approved 
Feb 28, 1986 

85 P-0540/CP Quad Pharms New Strength Approved 
Feb 28, 1986 

85 P-0404/CP AM Critical Care/AHS New Strength Approved 
Oct 25, 1985 

85 P-0067/CP Star Pharmaceuticals New Dosage Approved 
Form Aug 23, 1985 

(continued) 
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' Drug Name 
Dosage Form; Route 

Miconazole Nitrate 
Cream; Vaginal 

Naloxone Hydrochloride 
Injectable; Injection 

Naloxone Hydrochloride 
Injectable; Injection 

Nitroglycerin 
Injectable; Injection 

Nitroglycerin 
Injectable; Injection 

Nitroglycerin in 
5% Dextrose 
Injectable; Injection 

Nitroglycerin 
in 5% Dextrose 
Injectable; Injection 

Strength 
(Container Size) 

4% 

lmg/ml 
5ml/via1 

lmg/ml 
10ml /vial 

5mg/m1 

1 Omg/ml 

10mg/100ml 
(500ml Container) 

20mg/100ml 
(250ml Container) 

APPENDIX 4 

I. Petitions Approved 

(continued) 

Docket Number Petitioner 

84 P-0398/CP Ortho Pharmaceutical 

86 P-0079/CP AM Critical Care/AHS 

86 P-0079/CP AM Critical Care/AHS 

86 P-0025/CP Lyphomed 

85 P-0134/CP Marion Laboratories 

86 P-0099/CP Abbott Laboratories 

86 P-0099/ Abbott Laboratories 
CP0002 

(continued) 

Reason for 
Petition 

New Strength 

New Strength 

New Strength 

New Strength 

New Strength 

New Strength 

New Strength 

77 

Status 

Approved 
Mar 31, 1986 

Approved 
May 7, 1986 

Approved 
May 7, 1986 

Approved 
Apr l, 1986 

Approved 
Sep 19, 1985 

Approved 
Apr 1, 1986 

Approved 
Apr 1, 1986 



78 

i APM:NDIX 4 

§ 
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' 
(continued) 

Drug Name Strength Reason for 
Dosage Fona; Route (Container Size) Docket Number Petitioner Petition Status 

Nitroglycerin 40mg/100ml 86 P-0099/ Abbott Laboratories ~w StrP.ngth Approved 
in 5% Dextrose (250ml and 500ml CP0003 Apr 1, 1986 
Injectable; Injection Containers) 

Prednisolone 
Syrup; Oral 

5mg/5ml 86 P-0399/CP Muro Pharmaceutical New Strength Approved 
Dec 8, 1986 

Probucol 500mg 85 P-0337/CP Merrell Dow/Dow Chem New Strength Approved 
Tablet; Oral Oct 25, 1985 
Procainamide Hydrochloride 375mg 85 P-0125/CP Key Pharmaceuticals New Strength Approved 
Tablet; Oral Sep 19, 1985 

Propranolol Hydrochloride 10mg 86 P-0045/CP Nutri pharm Labs New Dosage Approved 
Capsule; Oral 20mg Form Mar 19, 1986 

40mg 
60mg 
80mg 
90mg 

Propranolol Hydrochloride 40mg/5ml 85 P-0073/CP Roxana Laborataories New Dosage Approved 
Solution; Oral Fona Jul 8, 1985 

Propranolol Hydrochloride 80mg/ml 85 P-0073/ Roxane Laboratories New ···0osage Approved 
Concentrate; Oral CP0002 Form Jul 19, 1985 

(continued) 
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I. Petitions Approved 

(continued) 

Drug Name Strength Reason for 
~sage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Propranolol Hydrochloride 20mg/5ml 85 P-0073/ ~oxane Laboratories New Dosage Approved 
Solution; Oral CP0003 Form Sep 24, 1985 

Propranolol Hydrochloride 160mg 85 P-0129/CP Verex Laboratories New Dosage Approved 
Tablet, Constant-Release; Form Sep 25, 1985 
Oral 

Propranolol Hydrochloride 80mg 85 P-0197/CP Forest Laboratories New Dosage Approved 
Tablet, Controlled Release; 120mg Form Sep 27, 1985 
Oral 160mg 

Pyridostigmine 30mg 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% 500ml Container May 7, 1986 
Injectable; Injection 

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 Carolina Med Prods New Dosage Approved 
Syrup; Oral Form Jan 22, 1986 

(continued) 
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{continued) 

Drug Name Strength Reason for 
Dosage For•; Route (Container Size) Docket Number Petitioner Petition Status 

Spironolactone 25mg/5ml 86 P-0055/CP Carolina Med Prods New Dosage Approved 
Oral; Injection Form Mar 28, 1986 

Theophylline 150mg 85 P-0175/CP Mead Johnson/8-M New Strength Approved 

Capsule; Oral 300mg Oct 8, 1985 

Theophylline 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 Ellis 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/vial Oct 15, 1986 
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i II. Petitions DenJed 
I:' 

Drug Name Strength Reason for Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Acetaminophen; 650mg 85 P-0015/CP Applied Labs New S:trength Denied Hydrocodone 10mg Nov 7, 1985 Bitartrate 
Tablet; Ora 1 

Acetaminophen ; 750mg 85 P-0169/CP Knoll Pharmaceutical New Strength Denied Hydrocodone 7.5mg Nov 7, 1985 Bitartrate 
Tablet; Oral 

Aminocaproic Acid 500mg/ml 85 P-0064/CP Abbott Laboratories New Strength Denied Injectable; Injection May 29, 1985 
Aminophylline lOmg/ml 85 P-0066/CP Abbott Laboratories New Strength Denied Injectable; Injection May 3, 1985 
Aminophylline 50mg/m1 85 P-0066/CP Abbott Laboratories New Strength Denied Injectable; Injection May 3, 1985 
5-Aminosalicylic Acid 500mg 84 P-0425/CP Reid-Rowell New Ingredient Denied Suppository; Rectal Jun 05, 1986 

(continued) 
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t II. Petitions Oenied 
f (continued) 

Drug Name Strength Reason for 
Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Aspirin; 325mg 85 P-0071/CP McNei 1 Pharm New Denied 
Chlorzoxazone 250mg Combination Sep 3, 1985 
Tablet; Oral 

Aspirin; 325mg 85 P-0101 /CP Sandoz Pharms/Sandoz New Denied 
Butalbital; 50mg Combination Sep 11 , 1 g85 
Caffeine; 40mg 
Codeine Phosphate 7.5mg 
Capsule; Oral 

Aspirin; 325mg 85 P-01 01 / CP Sandoz Pharms/Sandoz New Denied 
Buta 1 bital ; 50mg Combination Sep 11, 1985 
Caffeine; 40mg 
Codeine Phosphate 15mg 
Capsule; Oral 

(continued) 
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Drug Name 
Dosage Form; Route 

Aspirin; 
Butal bital; 
Caffeine; 
Codeine Phosphate 
capsule; Oral 

Aspirin; 
Butalbital; 
Caffeine; 
Codeine Phosphate 
Capsule; Oral 

Benzoyl Metronidazole 
Suspension; Injection 

Betamethasone Dipropionate 
Miconazole Nitrate 
Cream; Topical 

Strength 
(Container Size) 

325mg 
50mg 
40mg 
30mg 

325mg 
50mg 
40mg 
60mg 

200mg/5ml 

0.05% 
2% 

-~~--.W~!""'rfrW',~/~!W½'!W"'""1"'0''10?{~lW,'!~~~~~%- ,M¼A, $,(,$ ;; %,,%!1%%0} /4 ,),$ .[, , JZfk¼MJ/4¢$,, Zt£tj 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number 

85 P-O1O1/CP 

85 P-O1O1/ 
CPOOO2 

85 P-O258/CP 

85 P-O271/CP 

Petitioner 

Sandoz Pharms/Sandoz 

Sandoz Pharms/Sandoz 

Apkon Laboratories 

Ortho Pharmaceutical 

(continued) 

83 

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 



84 

§ APPENDIX 4 

~ 
~ II. Petitions Denied 

t 
t' 

(continued) 

Drug Name Strength Reason for 

Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Bretylium Tosylate 2mg/ml 85 P-0063/CP Abbott Laborato~ies 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 8mg/ml 85 P-0063/ Abbott La bora tori es New Strength Denied 

Injectable; Injection CP0003 May 29, 1985 

Bretylium Tosylate l Omg/ml 85 P-0063/ Abbott labora to•ri es 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 

Pentobarbi tal 30mg 
Tablet; Oral 

Caffeine; 200mg 85 P-0433/ Sandoz Pharms/Sandoz New Denied 

Ergotamine Tartrate; 2mg CP0002 Combination Nov 8, 1985 

Pentoba rbi ta l 60mg 
Sodium 
Suppository; Rectal 

(continued) 
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i!!: II. Petitions Denied 
i 
t' (continued) 

. Drug Name Strength Reason for 
Dosage Form; Route {Container Size) Docket Number Petitioner Petition Status 

Cho 1 eca 1 c i f ero 1 1.25mg 84 P-O161/CP Pharma caps New Active Denied 
Capsule; Oral Ingredient Feb 13, 1986 

Codeine Phosphate; 30mg 84 P-O388/CP McNei 1 Pharm New Denied 
Ibuprofen 200mg Combination Sep 16, 1985 
capsule; Oral 

Codeine Phosphate; 60mg 84 P-O388/CP McNei 1 Pharm New Denied 
Ibuprofen 2O0ng Combination Sep 16, 1985 
Capsule; Oral 

Codeine Phosphate; 30mg 84 P-O388/CP McNeil Pharm New Denied 
Ibuprofen 2O0ng Combination Sep 16, 1985 
Tablet; Oral 

Codeine Phosphate; 60mg 84 P-O388/CP McNeil Pharm New Denied 
Ibuprofen 2O0ng Combination Sep 16, 1985 
Tablet; Oral 

Choline Magnesium 500mg 85 P-O142/CP Purdue Frederick New Denied 
Trisalicylate Combination Jul 21 , 1986 
Codeine Phosphate 30mg 
Tablet; Oral 

(continued) 
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Drug Name 
Dosage Form; Route 

Choline Magnesium 
Trisalicylate; 
Codeine Phosphate 
Tablet; Oral 

Strength 
(Container Size) 

500mg 

60mg 

Dextromethorphan 60mg 
Hydrobromide 
Tablet, Controlled Release; 
Oral 

Diatrizoate Meglumine; 
Lidocaine Hydrochloride 
Injectable; Injection 

Diazepam Intensol 
Concentrate; Oral 

Tri-Phasic Contraceptiv~ 
Tablet; Ora1(21 and 28 days) 

Ethinyl Estradiol 
Norethindrone 

Ethinyl Estradiol 
Norethindrone 

Ethinyl Estradiol 
Norethi ndrone 

60% 
l .5mg/ml 

lOmg/ml 

0.05mg 
0.5mg 

0.05mg 
0.75mg 

0.05mg 
1.0mg 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number Petitioner 

85 P-0142/CP Purdue Frederick 

85 P-0135/CP Ciba Consumer Pharms 

84 P-0325/CP Cook Imaging 

85 P-0075/CP Roxane Laboratories 

84 P-0443/CP Ortho Pharmaceutical 

(continued) 

Reason for 
Petition 

New 
Combination 

86 

Status 

Denied 
Jul 21, 1986 

New Salt Denied 
New Ingredient Jul 17, 1986 

New 
Combination 

New Dosage 
Form 

Denied 
Sep 3, 1985 

Denied 
Sep 24, 1985 

New Strength Denied 
(Dose Schedule) Sep 3, 1985 
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J:' II. Petitions Denied 

(continued) 

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, 1 !'.185 
Her,arin 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-0065/CP Abbott Laboratories New Strength Denied Injectable; Injection May 29, 1985 
Hydrochlorothiazide; 50mg 85 P-0571/CP Aye rs t Labs/ AMlfO New Denied Propranolol Hydrochloride; 80mf Combination May 16, 1986 Triamterene 75ms 
Capsule, Controlled Release; 
Oral 

. Hydrochl orothi azi de; 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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' II. Petitions Denied 

(continued) 

Drug Name Strength Reason for 
Dosage Form; Route (Container Size) Docket Number Petitioner Petition Status 

Hydrocortisone Acetate 1% 85 P-0088/CP Parke-Davis Labs/W-L New Dosage Denied 

Suppository; Rectal Form Sep 16, 1986 
New Route of 
Administration 
New Strength 
New Ingredient 

Ibuprofen; 200mg 85 P-0141/CP Dupont Pharms/Dupont New Denied 

Oxycodone Hydrochloride 5mg Com bi nation 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 

li,domethaci n 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 

Oral 

{continued) 
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Drug Na11e 
, Dosage Form; Route 

Indomethacin 
Tablet, Constant 
Release; Oral 

Indomethaci n 
Controlled-release 
Tablet; Oral 

Methocarbamol 
Acetaminophen 
Tablet; Oral 

Strength 
(Container Size) 

75mg 

75mg 

400mg 
325mg 

Metoclopramide Hydrochloride lmg/ml 
Injectable; Injection 50ml /vial 

Metoclopramide Hydrochloride 1mg/m1 
Injectable; Injection 75m1/vial 

Metoclopramide Hydrochloride lmg/ml 
Injectable; Injection l00ml/via1 

Metoclopramide Hydrochloride lOmg/ml 
Injectable; Injection 

Metoclopramide Hydrochloride 10mg/m1 
Injectable; Injection 

APPENDIX 4 

II. Petitions Denied 

(continued} 

Docket Nu111ber Petitioner 

85 P-0026/CP Verex Laboratories 

85 P-0180/CP Forest laboratories 

85 P-0102/CP McNeil Pharm 

86 P-0015/CP Intl Medication Sys 

86 P-0015/CP Intl Medication Sys 

86 P-0015/CP Intl Medication Sys 

85 P-0062/CP Abbott Laboratories 

85 P-0457/CP Abbott Laboratories 

(continued) 

89 

Reas«>n for 
Petition Status 

New Dosage Denied 
Form Sep 16, 1985 

New Dosage Denied 
Form 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 Name 
Dosage Form; Route 

Strength 
~Container Size) 

Metoclopramide Hyarochloride 20mg/m1 
Injectable; Injection 

Metoclopramide Hydrochloride 20mg/m1 
Injectable; Injection 

Metronidazole 
Sponge; Vagina 1 

Nitroglycerin 
Transdermal System 

5O-125mg/ 
Sponge 

None 
Given 

Phenylephrine Hydrochloride; 0.5% 
Sulfathiazole 5% 
Nasal Suspension; 
Topical 

Pseudoephedrine Polisterex 
Controlled Release 
capsule; Oral 

Temazepam 
Soft Gelatin 
Capsule; Oral 

60mg 

10mg 
20mg 

APPENDIX 4 

II. Petitions Denied 

(continued) 

Docket Number Petitioner 

85 P-0062/ Abbott Laboratories 
CP0002 

85 P-O457/ Abbott laboratories 
CPOOO2 

85 P-0117/CP VLI 

84 P-O3O2/CP Key Pharmaceuticals 

85 P-O2O5/CP Tanya W Ross 

85 P-O334/CP Pennwalt Pharm 

85 P-OO16/CP Wyeth/AMHO 

(continued) 

Reason for 
Petition 

New Strength 

New Strength 

New Dosage 
Form 

New Dosage 
Form 
(New Matrix) 

New Dosage 
Form 
New 
Combination 

New Salt 
New Ingredient 

New Strength 

90 

Status 

Denied 
May 29, 1985 

Denied 
!\pr 18, 1986 

Denied 
Oct 8, 1985 

Denied 
Jul 29, 1985 

Denied 
Nov 14, 1985 

Denied 
Mar 19, 1986 

Denied 
Sep 29, 1986 



§ 
g 

! 
t' 

Drug Na111e 
Dosage form; Route 

Triamcinolone Acetonide 
Suspension; Injection 

Triamcinolone Acetonide 
Suspension; Injection 

Strength 
(Container Size) 

2.5mg/m1 

3mg/m1 

91 

APPENDIX 4 

n. Petitions Denied 

(continued) 

Reason for Docket Nuaber Petitioner 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 
DEVELOPED. PLEASE REFER BACK TO THIS PAGE FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS 
FOUND IN THE ADDENDUM. 

ABBREVIATIONS 

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 PARENTERAL IN PLASTIC CONTAINER 
RTO PRESCRIPTION TO OTC STATUS CHANGE 
NS NEW STRENGTH 
D NEW DOSING s~~EDULE (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/FOU~TEEN DAYS DOSING SCHEDULE 
D-5 TEN DAYS/ELEVEN DAYS DOSING SCHEDULE 

(continued) 
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NEW DOSING SCHEDULE 

APPENDIX 5 

(continued) 

D-6 SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE 
D-7 BID DOSING 
D-8 INTRAVENOUS, EPIDUR~L 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 SOOMG FOR TREATMENT 

NEW INDICATION 

I-1 SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSiON 
I-2 DYSMENORRHEA 
I-3 TREATMENT OF TINEA VERSICOLOR 
I-4 SYMPTOMATIC GASTROESOPHAGEAL REFLUX 
I-5 NEPHROTOMOGRAPHY 
I-6 CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY 
I-7 VENOGRAPHY OF LOWER EXTREMITIES 
I-8 WHOLE-BODY COMPUTED TOMOGRAPHY 
I-9 GATED CARDIAC POOL IMAGING 
I-10 POST-MYOCARDIAL INFARCTION 
I-11 COLORECTAL SURGERY 
I-12 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY 
1-13 CISPLATIN INDUCED EMESIS 
I-14 DIABETIC GASTROPARESIS 
I-15 SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE 
I-16 ACROMEGALY 

(continued) 
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NEW INDICATION 

I-17 PITUITARY TUMORS 
I-18 POSTMENOPAUSAL OSTEOPOROSIS 

APPENDIX 5 

(continued) 

I-19 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE 
I-20 CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE 
lli1 ,t.J1ilt1l1lJl"lJl~ 
I-22 EXERCISE INDUCED BRONCHOSPASMS 
I-23 MYOCARDIAL INFARCTION OR STROKE 
I-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL 
I-25 BLASTOMYCOSES DERMATITIDES 
1-26 PEDIATRIC SUBARACHNOID VASCULAR 
I-27 PETRIELLIDIUM BOYDII INFECTION 
1-28 HEREDITARY ANGIOEDEMA 
I-29 INTRACORONARY USE 
1-30 PEDIATRIC USE 
I-31 DIRECT ISOTOPIC CYSTOGRAPHY 
I-32 POSTPARTUM HEMORRHAGE 
1-33 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 
I-37 SPINAL ANESTHESIA 
1-38 PATIENT PREOPERATIVE SKIN PREPARATION 
1-39 ADJUVANT WITH CHEMOTHERAPY FOR TREATMENT OF BREAST CANCER FOLLOWING MASTECTOMY 
1-40 ANTIDOTE FOR ACETAMINOPHEN OVERDOSE 

(continued) 
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~ NEW INDICATION 

APPENDIX 5 

(continued) 

95 

1-41 MANAGEMENT OF HYPOCALCEMIA AND RESULTANT METABOLIC BONE DISEASE IN RENAL DIALYSIS PATIENTS 
I-42 MAINTENANCE THERAPY AT REDUCED DOSE FOLLOWING HEALING OF ACUTE DUODENAL ULCER 
I-43 TREATMENT OF GASTROESOPHAGEAL REFLUX DISEASE 
1-44 TREATMENT OF SEVERE RECALCITRANT DERMATOPHYTE INFECTIONS 
I-45 ACCELERATE BARIUM TRANSIT THEREBY DECREASING TIME AND EXTENT OF RADIATION TO INTESTINAL TRACT 
I-46 TREATMENT OF SMALL CELL LUNG CANCER IN COMBINATION WITH OTHER APPROVED CHEMOTHERAPEUTIC DRUGS 
I-47 USE IN BALANCED ANESTHESIA 
I-48 MANAGEMENT OF FAMILIAL OR HEREDITARY ESSENTIAL TREMOR 
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APP!HIHX 6 
NlSCHPTION ANO OTC OR\19 NOOUCT 

PAffNT At«> EXCLUSIVITY DATA 

DRUG PRODUCTS APPROVED UNDER SECTION 505 Of THE ACT 
av THE DIVISION Of BLOOD ANO DlOOO PRODUCTS LIST 

APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY 
HUMBER EXPIRES COOE EXPIRES 

NO SEPTEMBER 1985 - NOVEMBER 1986 ACTIONS 

APPL/PROD PATENT PATENT 
NUMBER EXPIRES 

EXCLUSIVITY 
CODE 

NESCftlPTION ANO OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 

EXCLUSIVITY APPL/PROD 
EXPIRES 

PATENT PATENT EXCLUSIVITY 
NUMBER EXPIRES CODE 

~~~~~~~~:~~ ~~~U~~~ ~i~~li~~:~~~ ~i~,:~~1,1~ ~~li~l1~~ ~~~~Mi~}~;:~ 
D•7 

~~~~~~~~1~ ~~~1l~}~ ~~~~ni~i~:~~ 
16418 001 

I-48 

ltit?t,.!~~~I l~~~j~j/ /liJr)lt'f..:1i~~tl 16418 002 D-7 

12142 006 4537883 AUG 27, 2002 
I-48 

12142 007 4537883 AUG 27, 2002 16418 003 D-7 
I-48 

12142 008 4537883 AUG 27, 2002 
12142 009 4537883 AUG 27, 2002 16418 004 D-7 

I-48 
12142 010 4537883 AUG 27, 2002 
12365 005 4534973 AUG 13, 2002 16418 009 D-7 

I-48 
12366 002 4534974 AUG 13, 2002 
13601 001 I-40 JAN 31, 1988 16418 010 D-7 

13601 002 I-40 JAN 31, 1988 I-48 

>..AJm._> 14013 003 4619935 OCT 28, 2003 16636 002 D-9 

lt~1t~l~~tl /$(+1,~1~/ lft~lt6.:/t~I 
D-10 

14715 004 3428735 FES 18, 1986 
D-11 

H~2Jl~:,~~ ~~!~~11t~ ~fA~H:i~ii~;~ 
I-33 

16983 001 I-36 

<continued) 
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EXCLUSIVITY 
EXPIRES 

OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
OCT 31, 1989 
SEP 24, 1986 

SEP 09, 1988 

A 



m APPL/PROD PATENT PATENT EXCLUSIVITY 
-, NUKSER EXPIRES CODE 

§ 16990 001 3634582 JAN 11, 1989 
> 3860618 JAN 14, 1992 
;:; 17560 001 RE28636 JUN 02, 1987 lt~it.l 

i 17560 002 RE28636 JUN 02, 1987 lt~~tl 
17581 001 3998966 DEC 21, 1993 /~/ 

t' 17601 001 ~11H~~,~ ~~ia~~li~{~,,} 
17613 001 /ll,.i~~-1-J/ lrXfl~t:n~.4U 
11619 001 /-Jf,-J4~1-JI /r;J¢.1/df.:/t44f.l 

/f.-JtM-l~~f.l /(t-JfftfJ~I t/.f'~l#:n~~~I 
17697 001 I-45 
17717 001 /-Jf.-J.4~.1-J/ /,Xf I ~t.:n~.4f.l 
17760 001 NDF 
17768 001 3855140 DEC 17, 1991 I-38 

3960745 DEC 17, 1991 
17785 001 NDF 
17862 001 4536386 AUG 20, 2002 1-12 

I-13 
I-14 

17862 002 4536386 AUG 20, 2002 1-12 
I-13 
I-14 

17862 003 4536386 AUG 20, 2002 I-12 
I-13 
1·14 

17920 005 3950333 APR 13, 1993 D-12 
4024271 MAY 17, 19~ 

17970 001 4536516 AUG 20, 2002 I-39 
18024 001 I-47 
18024 002 I-47 
18044 001 I-41 
18044 002 I-41 
18052 001 l~-J~,j-JI ltX1l~f..:/f.~~f.l 
18053.003 I-37 
18063 005 3935267 JAN 27, 1993 

3982021 SEP 21, 1993 

APPENDIX 6 
fflESCIUPT!OH AND OTC DR\11 PROOUCT 

PATENT AND EXCLUSIVITY DATA 

EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY 
EXPIRES NUMBER EXPIRES CODE 

18147 002 ~~i~l~i1~ ~~~¢.~Ui~!ll~~ 
l~t.,#flt.~l 04~UdU l~t.~~x,· 'ln~u 
~~i~~~~::~}I~~ 18147 003 z~~i~~~~, l~t.~lt.d':n~~tl 

l(t~,dj~fll IJ~t.lt.f~lt.~~~I 
/j.f,f.~(t/~_dj./ HJ~~,~ ~~~~~i~::~h~,~ 

18154 001 3461461 MAY 07, 1985 
lf.f,f.~(tf~fJI I-Jftl>f.{$f.l 1/.~/tf:/f.~f,~/ 

18154 003 3461461 MAY 07, 1985 
AUG 25, 1989 18155 001 ODE 

18181 001 ~~:i~~U~ ~~1~:H~i::H SEP 04, 1988 18182 001 
SEP 24, 1986 18183 001 l'Jf,-J~~fJI /(J~N~t::lt:4~tl 

18217 001 4035376 JUL 12, 1994 NCE 
MAR 07, 1989 18230 001 /-Jf,-J~,tJ/ ltX1/.df..:/f.~.4f./ 
SEP 24, 1986 18240 001 I-35 
SEP 24, 1986 18240 002 I-35 
SEP 24, 1986 lf.f,t,1/~~f.l /(tt-J.1#1,/ l~t¢l.dt.:1t~~j/ 
SEP 24, 1986 18257 001 4237068 NOV 09, 1998 
SEP 24, 1986 /f.f,t~1!~#/ /(tt-J-J#f.l /~t¢l~t.:/f.~.41! 
SEP 24, 1986 18257 002 42370&8 NOV 09, 1998 
SEP 24, 1986 18401 001 3433791 MAR 18, 1986 
SEP 24, 1986 18423 001 3855140 DEC 17, 1991 
SEP 24, 1986 3960745 DEC 17, 1991 
APR 30, 1989 18470 001 4347242 JUN 30, 1998 NCE 

18471 001 NDF 
DEC 10, 1988 18482 001 3784684 JAN 08, 1991 
OCT 23, 1989 18482 002 3644627 FEB 22, 1989 
OCT 23, 1989 3784684 JAN 08, 1991 
JAN 22, 1989 18489 001 RE31463 APR 12, 1994 NCE 
JAN 22, 1989 18506 001 ~11}1~~,~ ~~,~~~~:i~~~~,~ 
SEP 25, 1988 

<continued) 
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EXCLUSIVITY 
EXPIRES 

'OCT 03, 1991 

DEC 24, 1990 

SEP 04, 1988 
SEP 04, 1988 

OCT 31, 1991 
MAY 30, 1989 

OCT 31, 1991 



APPL/PROD PATENT PATENT E~:CLUSlVITY 
NUHBER EXPIRES COOE 

18509 001 NP 
18513 002 ODE 
18533 001 I-44 
18587 003 3658993 APR 25, 1989 NCE 
18644 001 3£.19706 JUN 25, 1991 NCE 

3885046 MAV 20, 1992 
4057323 MAR 26, 2002 
4347257 AUG 31, 1999 
4393078 JUL 12, 2000 

' 
4425363 JAN 10, 2001 

~ 
4435449 MAR 06, 2001 
4438138 MAR 20, 2001 

i 18644 002 3819706 JUN 25, lCJCJl NCE 
3885046 MAV 20, 1992 
4057323 MAR 26, 2002 

~ 4347257 AUG 31, 1999 

~ 
4393078 JUL 12, 2000 
4425363 JAN 10, 2001 
4435449 HAR 06, 2001 

r: 4438138 MAR 20, 2001 
18644 003 3819706 JUN 25, 1991 NCE 

3885046 MAV 20, 1992 
4057323 MAR 26, 2002 
4347257 AUG 31, 1999 
4393078 JUL 12, 2000 
4425363 JAN 10, 2001 
4435449 HAR 06, 2001 
4438138 HAR 20, 2001 

18654 001 4280957 JUL 28, 1998 NCE 
18677 001 4087545 MAV 02, 1995 NCE 

4087547 MAY 02, 1995 
/'J.6~6tl~~'J.I /,~~,~~/ l~t¢/'J.61/t~,-JI /~ti 
18682 001 4062966 DEC 13, 1994 NCE 
18683 001 4393871 JUL 19, 2000 

APNHOIX 6 
PRHCRIPTIGN AHO OTC DRUI flRODUCT 

PATINT AHO EXCLUSIVITY DATA 

EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY 
EXPIRES NUMBER EXPIRES CODE 

AUG 07, 1988 /tf,~d,"d'J.I l'Sld#'l,I /Jkt/di.:n,,dl 
JUL 2th 1990 18689 001 3708579 JAN 02, 1992 
JUN 30, 1989 18701 001 3438991 APR l!h 1986 NE 
SEP 07, 1992 18703 001 1·42 
DEC 30, 1990 18703 001 1•43 

18703 002 4128658 DEC OS, 1995 NCE 
4521431 JUN 04, 2002 I-15 

I-42 
I-43 

18705 001 NDF 
18708 001 3845039 OCT 29, 1991 NCE 

3920818 NOV 18, 1992 
DEC 30, 1990 18713 001 /-Jf,,,~j-J/ l~t/d'J..:u,,t1 

18731 001 317763ft FEB 20, 1990 NCE 
4182763 JAN 08, 1997 

18731 002 3177634 FEB 20, lCJCJO NCE 
'+182763 JAN 08, 1997 

18735 001 4001323 JAN 04, 1994 NCE 
18735 002 4001323 JAN 04, 1994 NCE 
18735 003 4001323 JAN 04, 1994 NCE 

DEC 30, 1990 18735 004 4001323 JAN 04, 1994 NCE 
/jf,j-Jf,/dd'J.I l~d~~~~II l~fli'!>.:/Jjj~/ /~¢ti 

18738 001 4055652 OCT 25, 1996 NCE 
18754 002 3641127 FEB 08, 1989 NCE 
18754 003 3641127 FEB 08, 1989 NCE 
18768 001 I-46 

l'J.6-J'Jd/d.dt/ /!.-J:J#f,'J./ lft~/d~.:lt,,~1 /~ti 
18770 001 4138581 FEB 06, 1998 NCE 

DEC 20, 1990 18813 001 ~l,1~,1}~ ~~f~~H~n~l~ DEC 26, 1990 18827 001 
18830 001 3900481 AUG 19, 1992 NCE 

l#~#r+.:U,U/ 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 4211771 JUL 08, 1997 NCE 

RE29835 MAR 19, 1991 

(continued) 

98 

EXCLUSIVITY 
EXPIRES 

JAN 14, 1989 
MAV 30, 1989 
MAV 30, 1989 
JUN 09, 1993 
JUN 28, 1988 
HAV 30, 1989 
MAV 30, 1989 
OCT 31, 1988 
DEC 27, 1990 

SEP 29, 1991 

SEP 29, 1991 

DEC 31, 1990 
DEC 31, 1990 
DEC 31, 1990 
DEC 31, 1990 

I ~IJtf,tJ.d.:/t.4.4.d/ 
AUG 30, 1990 
JAN 09, 1991 
JAN 09, 1991 
SEP 04, 1989 

/~t¢/#.:tt~MI 
DEC 28, 1989 

OCT 31, 1990 
OCT 31, 1990 
OCT 31, 1990 
OCT 31, 1990 
DEC 31, 1990 



APNNDI>C 6 99 
PlltHCRIPTICIN AND OTC DRU8 PRODUCT 

m 
PATIN'I' AND IXC:LUSIYITY DATA 

g APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PAT'"~ EXCLUSIVITY EXCLUSIVITY 
NUMBER EXPIRES CODE EXPIRES NUH81:R EXPIRES CODE EXPIRES 

> 
~ 18873 002 3954872 MAY 04, 1993 NCE DEC JO, 1990 18916 003 4021481 MAY 03, 1994 NCE DEC 26, 1990 

i 40312:44 JUN 21, 1994 4250113 FEB 10, 1998 
18873 003 3954872 MAY 04, 1993 NCE DEC 30, 1990 18916 004 4021481 MAY 03, 1994 tlCF. DEC 26, 1990 r 40312:44 JUN 21, 1994 4250113 FEB 10, 1998 
18873 004 3954872 MAY 04, 1993 NCE DEC 30, 1990 18972 001 NCE DEC 24, 1990 

4031244 JUN 21, 1994 18985 001 4544554 JUL 23, 2002 
18874 001 3697559 OCT 10, 1989 NDF SEP 24, 1989 4616006 OCT 07, 2003 

>..ARit.> 18874 001 4308264 DEC 29, 1998 18985 002 4!Wt554 JUL 23, 2002 
18874 002 3697559 OCT 10, 1989 NDF SEP 24, 1989 4616006 OCT 07, 2003 

>...ARL> 18874 002 4308264 DEC 29, 1998 18998 001 4374829 FEB 22, 2000 NCE DEC 24, 1990 
18887 001 3686412 AUG 22, 1989 NDF DEC 05, l~ 18998 002 4374829 FEB 22, 2000 NCE DEC 24, 1990 

3777033 AUG 22, 1989 18998 003 4374829 FEB 22, 2000 NCE DEC 24, 1990 
3860618 JAN 14, 1992 19011 001 NP SEP 24, 1986 
4'+05598 SEP 20, 2000 19028 001 NP AUG 13, 1989 

18891 001 4559222 DEC 17, 2002 19032 001 3632645 JAN 04, 1989 NCE OCT 27, 1991 
18891 002 4559222 DEC 17, 2002 l/.Jd/t/tl',1./ /(t~'!J.df.1/ /Jsltt/j.t,_:/'J.1~~/ /t$¢t/ /dt¢/fJ.:/'J.~~-d/ 18891 003 4559222 DEC 17, 2002 19044 001 4335095 JUN 15, 1999 NCE DEC 23, 1990 

/J.f.~t.1/.d~tl lJ~.1~f.l.l liit¢lJJ..:lJ.~~'J.I 19059 001 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING 18917 001 3857952 DEC 31, 1993 UOS9 002 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING lJ.f,.4j.j/,.d~/ /~j~f,1./ liit¢lJt.:lJ.~.4'J.I 1'059 003 4138475 FEB 06, 1996 PETITION FOR EXCLUSIVITY PENDING 18917 003 3857952 DEC 31, 1993 1()069 001 lJtJ.4f..1'J/ /~:Jl.dJ.:/'J.1.4tl 
18928 00.l 4221778 SEP 09, 1997 19071 001 ODE AUG 30, 1992 
18932 001 ODE NOV 20, 1991 NP AUG 30, 1988 
18948 001 NCE [tEC i7, 1990 19079 001 NE FEB 11, 1989 

ODE DEC 27, 1992 19081 002 4379454 APR 12, 2000 NDF SEP 10, 1989 
ltf..4M/.d.dj./ /!J,jl,l:J:j/ /j.M/j.t,_;/j._4,41./ /. 't$¢E l~M/.dl,.:l'J,.4~.d/ 4144317 SEP 09, 1992 

18949 001 3878217 APR 15, 1994 NCE MAY 08, 1990 3948262 JUL 29, 1992 
IUH.~lf IAMll:J..~11,~:il 19081 003 4379454 APR 12, 2000 NDF SEP 10, 1989 

~n~~~~4~ ~:W~~~-:~h4~~ 4144317 SEP 09, 1992 
3948262 JUL 29, 1992 

Zlt~~,~~4/. l.,Mi$,ldl 'U4~,z 19084 001 4335125 JUN 15, 1999 NDF DEC 31, 1988 
l~J~flH //.i}i)lff>::nlH,/ 19090 001 4585790 APR 29, 2003 

18956 001 4021481 MAY 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 MAY 03, 1994 NCE DEC 26, 1990 19193 001 NCE OCT 31, 1991 
4250113 FEB 10, 1998 19194 001 NCE NOV 11, 1990 

ODE NOV 11, 1992 
192J5 001 4078071 MAR 07, 1995 NCE NOV 25, 1990 

(continued) 



APPL/PROD PATENT PATENT EXCLUSIVITY 
NlRER EXPIRES CODE 

19219 002 3641152 FE8 08, 1989 NCE 
19221 001 lt37<t829 FE8 22, 2000 NC 

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 4252984 FE8 2ft, 1998 NCE 

m 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 MAY 27, l«l97 NCE 
~ ODE 
~ 19369 001 4215215 JUL 29, 1997 NCE 

i 4200647 APR 29, 1997 
19369 002 4215215 JUL 29, 1997 NCE r 4200647 APR 29, 1997 
19384 002 C.146719 MAR 27, 1996 NCE 
19i'tl2 001 NS 
19i'tl2 002 NS 
19i'tl2 003 NS 
19i'tl2 004 NS 
l9i'tl5 001 NE 
19i't25 001 4012444 MAR 15, 199't NCE 

40667.S.S JAN 03, 1995 
19i't34 001 3950333 APR 13, 1993 

4024271 MAY 17, 199ft 
19i't35 001 4024163 MAY 17, 1994 NCE 

•REFER TO APPENDIX I NARRATIVE 

APNMmt 6 
PRHCRIPTION H OTC DRUI llffl!OUCT 

PATIN'I' H IXCLUSIYITY DATA 

EXCLUSIVITY APPL/PROD' 
EXPIRES 

DEC 19, 1990 19't3'9 001 
OCT 31, 1989 19'titl 001 

l9't62 001 
APR 10, 1989 l9't62 002 
DEC 27, 1992 >.,ARL> 19't63 001 

>.AWL> 19't63 001 
>.AWL> 19't63 002 

OCT 16, 1991 >.,ARL> 19't63 002 
AUG 30, 1990 l9't78 001 

19't78 002 
DEC 27, 1990 
DEC 27, 1990 >..AmL> 19510 001 
NOV 2!h 1990 19518 001 
OCT 29, 1990 19600 001 
OCT 29, 1992 
SEP 30, 1991 

SEP 30, 1991 

OCT 31, 1991 
MAR 10, 1989 
MAR 10, 1989 
MAR 10, 1989 
MAR 10, 1989 
SEP Uh 1989 
AUG 01, 1994 

MAR 31, 1991 

PATENT 
NUMBER 

4283'+08 
4283408 
3655663 
4195085 
3655663 
4195085 
36i't4627 
3784684 
3644627 
3784684 
4283408 

100 

PATENT EXCLUSIVITY EXCLUSIVITY 
EXPIRES CODE EXPIRES 

NS JUN 13, 1989 
NC JUL 11, 1989 

AUG 11, 1998 NCE OCT 15, 1991 
AUG 11, 1998 NCE OCT 15, 1991 
APR 11, 1989 NP NOV OS, 1989 
MAR 25, 1997 
APR 11, 1989 NP NOV OS, 1989 
MAR 25, 1997 
FEB 22, 1989 
JAN 08, 1991 
FEB 22, 1989 
JAN 08, 1991 
AUG 11, 1998 NCE OCT 15, 1991 

NS AUG 06, 1989 
NDF OCT 30, 1989 

- -~---~ 



SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
1111 EDITION (1981) 

.MAILTO: 

Superintendent of Documents 
Government Printing Office 
Washington, DC 20402 
(202) 783-323? 

PURCHASER: 

DATE: 

SHIPTO: 
(If different than Purchaser) 

CONTACT: TELEPHONE (Include Area Code): 

METHOD OF PAYMENT: 

0 Charge my GPO Account No. 

D Purchase Order No. 
0 Check/money order enclosed for $ ______ _ 

(Make check or money order payabh to Superintendent of Documents) 

AUTHORIZING 
SIGNATURE: 

DESCRIPTION 

The 7th Edition is published in March 19S7. 
Subscription includes the Approved Drug 
Products publica~on and monthly Cumu
lative Supplements. 

DOMESTIC (Stock No. 917-001-00000-6) 

FOREIGN (St.eek No. 917-001-00000-6) 

ENTERTOTAL 

DATE: 

QUANTITY UNITPRICE TOTAL PRICE 

@ $86.00 $ 

@ $107.50 $ 
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