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1.

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
6th EDITION
CUMULATIVE SUPPLEMENT
NOVEMBER 1986

A. INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the
Approved Drug Products with Therapeutic Equivalence Evaluations,

6th Edition (the List). The List is comprised of three drug product
1ists: The Prescription Drug Product 1ist, 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 Supplemeat. Users may wish to place an asterisk (*) to the
left of the ingredient(s) in the List to indicate that changes to that
entry appear in the Cumulative Supplement.

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

Drug product information is provided in each Cumulative Supplement for
conpleteness to assist in locating the proper place in the drug product
lists for the revision. [Strength(s) which already exist in the
publication will not be repeated for context.] A page number in
parentheses, 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 >_apn > to the
left of the line on which new information exists. The >_aop > symbol is
dropped in subsequent Cumulative Supplements for that item.

BEST COPY AVAILABL,




A nexly 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 >.8Ly > (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 wili be flagged in this Cumulative
Supplement with the "3 " 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 Term Restoration Act of 1984."

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.

APPLICANT (NAME) CHANGES

Former Applicant (Name) New Applicant (Name) " New Abbreviated NSme

VITARINE/PHOENIX VITARINE VITARINE PHARMS
PHARMACEUTICALS, INC L

DRUMMER/PHOENIX VITARINE VITARINE PHARMS
PHARMACEUTICALS, INC . :

INVENEX LABS/LIFE LYPHOMED, INC LYPHOMED '

ONEAL JONES&FELDMAN FOREST FOREST PHARMS/FOREST._ _

PHARMACEUTICALS, INC
SUBSIDIARY OF FOREST
LABORATORIES, INC

AM MCGAW/AM HOSP KENDALL MCGAW KENDALL MCGAW LABS
LABORATORIES, INC
(continued)

vi
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APPLICANT (NAME) CHANGES

(continued)
Former Applicant (Name) New Applicant (Name) New Abbreviated Name
IVES LABS/AMHO - WYETH LABORATORIES, INC WYETH LABS/AMHO

DIVISION OF AMERICAN
HOME PRODUCTS CORP

REID PROVIDENT LABS REID-ROWELL REID-ROWELL

ARD
ROWELL LABORATORIES
BAY LABORATORIES MY-K LABORATORIES, INC MY-K LABS
AMERICAN CRITICAL CARE AM CRITICAL CARE/AHS DUPONT CRIT CARE

DIV AMERICAN HOSP SUPPLY CORP

3.

PREDNISONE BIOEQUIVALENCE

The Agency has determined that in vitro data are sufficient to demonstrate
bioequivalence of prednisone products. 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 media. The studies demonstrated that the
dissolution rate 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,
effactive date of the new USP prédnisone 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 products in an Agency bioavzailability study conducted
in 1982 on marketed prednisone tablets revealed no statistically significant
differences in the key bioavailability parameters (AUC, Cmax, Tmax) for
prednisone tablets.

Theréfb?e; FDA will chaﬁge the thérapeutic equivalence code from BX to AB on
any approved prednisone tablets if the application is supplemented with an

-acceptable comparative in vitro dissolution study. (See Appendix 3 of this

Supplement for available guidance. from the Division of Bioequivaence.)
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4-

O0TC DRUG_PRODUCTS

The following drug products identified in the "0TC 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 25 applicable proposed or
tentative final monographs are followed (see 21 CFR 330.13).

Dexbrompheniramine Maleate 2mg
Pseudoephedrine Sul fate 60mg
Tablet; Oral

Pseudoephedrine HC1 60mg
Triprolidine HCl 2.5mg
Tablet or Capsule; Oral

Pseudoephedrine HCl 30mg/5m1l
Triprolidine HC] 1.25mg/5ml

Syrup; Oral

Triprolidine HCIl 1.25mg/5m1
Syrup; Oral

Triprolidine HCI1 2.5mg
Tablet; Oral

Bis‘gﬂwlhﬁﬁﬂﬁﬁu
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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§ vwere conditionally anproved
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.

Federal Register Reference

MAR 26, 1984 (49 FR 11888)

Products

neomycin sulfate with either:
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate
[topical anti-infectives for
dermatologic usel
nitroglycerin (capsule, controlled release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (ointment;topical) SEP 3, 1986 (51 FR 31371)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;buccal) JuL 5, 1985 (50 FR 27688)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole :
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

ix




6.

INJECTABLE PRODUCT PACKAGE SIZE DESIGNATION

When a new drug product (usually injectable) is approved for the same
concentration but a different package size than the listed drug, and it has
received a period of exclusivity by the Agency, the product will appear as
singl2 source (no therapeutic equivalence code displayed) and the potency
will reflect the unique package size. Once the period of exclusivity has
ended, the product will then conform to the standard ADP format of reflecting
“collapsed” package sizes. The current standard is to display package sizes
of all small volume parenterals within an NDA as a per ml concentration and
large volume parenterals as per 100ml.

BEST COPY AViiLkow



“VHINY 4409 193q

“

7.

REPORT OF COUNTS FOR THE Pn."CRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary ccunts derived from the product inforwation 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. refers 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 d~ >ge form and strength for a given route of administration
with approval for marketing by a firm under . 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 '85 (BASELINE) JUL '86
DRUG PRODUCTS L ISTED 8048 8860

SINGLE SOURCE
MULT ISOURCE( !

THERAPEUTICALLY EQUIVALENT

NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIONS (2?

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPL ICANTS

DRUG PRODUCTS ADDED:
NEWLY APPROVED
DES| EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
W iTHDRAWN APPROVAL
RX TO OTC SWITCH
NET GAIN IN DRUG PRODUCTS
SINGLE SOURCE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS APPROVED
NEW MOLECULAR ENTITIES APPROVED:
AS THE ENTITY
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY

2096 (26,0%)

5952 (74,0%)
4864 (60,5%)
1054 13,18
34 ( 0.4%)

306

2137 (24,1%)

6723 € 75.9%)
5619 (63.4%)
1062 (12,1%)
42 ¢ 0.4%)

27
327

ACTIVITY FOR SUPPLEMENT NUMBER 15

NOV '86 -

8!
74
0

0

CUMULATIVE

8t

74

0

0

OCT 86

9066
2128 (23,5%)
6938 (76,5%)
5850 (&4,5%)

1039 (11.5%)
49 ¢ 0,5%)
8

330

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (1.e., AVAILABLE

FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE -8 OF THE LIST)

xit




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 / AUG'85 - NOV'86

ACETAMINOPHEN (PAGE 3-1)
INJECTABLE; INJECTION

INJECTAPAP
MCNEIL PHARM 100MG/MLX N17785 001
MAR 07, 1986
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
CAPSULE; ORAL
BANCAP
FOREST PHARM/FOREST 325MG;50MGNM NB8889 001
JAN 16, 1986
TABLET; ORAL
SEDAPAP-~10
MAYRAND 650MG ; 50MGH N88944 001
oCT 17, 1985
ACETAMINOPHEN; BUTALBIVAL; CAFFEINE (PAGE 3-1)
CAPSULE; ORAL
ACETAMTHOPHEN ALBYTAL, AND CAFFEENE
a8 MIKART 325G ; 50NG 5 G0MGR NB89007 001
MAR 17, 1986
ANOGUAN
aB MALLARD 325MG;50MG;40MGR N87628 001
oCT 01, 1986
MEDIGESYC PLUS
AB US CHEM MKTG GROUP  325MG350MG;40MGN N89115 001
JAN 14, 1986
ACETAMINOPHEN; CAFFEINE; DIHVDROCODEINE BITARTRATE (PAGE 3-1)
CAPSULE; ORAL
PA
aa REID-RONELL 356, GMG;330MG3 L6MEX N88584 001
MAR 04, 1986
SYNALCOS<DC-A
AR WYETH LABSZAMHO 356. GMG;30MB 3 16MGR N89166 001
MAY 14, 1986

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)
LET; ORA
AA  VITARINE
AA 200MG330MG
I _300MG; 601
g AEETmOmE EHE oS
ACETAMINOPHEN AND FANE
aa SUPERPHARM TOOMG 3 15MGH
o ) SPHAT
aa MIKART 300MG330MGK
AA PUREPAC/KALIPHARMA  300MG;30MGHM
AR SUPERPHARM 300MG;30MGx
AA 300MG330MG
) PHOSPHATE 816
AA MIKART 300hG; 60MGK
AR SUPERPHARM 300MG; 60MEK
AA 300MG 3 60MGst

188/

AA

ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-3)
CAPSULE; ORAL '

ab

PHEN
ENAPHEN .6
AN ROBINS

T
n

/881

ddrestors/

ETNE 86
ddigsédis/

650MG;30MG

CETAMTHOPHEN AND HYDROCODONE A

DM GRAHAM LABS

00MG ; 5HE

A

N87433 001
N85917 001
N§7423 001

N89231 001
MAR 03, 1986

N§9183 001
oCT 18, 1985

N§9238 001
FEB 25, 1986
N89080 001
JUL 17, 1986
N89184 001
OCT 18, 1985
N89253 001
MAY 19, 1986

N89244 001
FEB 25, 1986
N89185 001
OCT 18, 1985
N89254 001
MAY 19, 1986

/Ngsdid. 481/
/Ng#433.'dd1/
/N81423 ddt/

N85856 001

N89006 001
AUG 09, 1985
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LY.}

AR

AA

B

B

B

ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE (PAGE 3-3)
TABLET; ORAL

/éddvddet 144/

PROPACET 100
AB LEMMON 650MG3100MG

PROPONYFHENE NAPSYLATE AND ACETAMINOPHEN
AB BARR LABORATORIES  650MG;1O00MGH
a8 650133100}
48 650MG ;5 100MGm
AB CORD LABORATORIES  650MG3100OMGH
A8 LEMMON 650G s L00MGK
AB ZENITH LABORATORIES &50MG;100MGM
ACETAZOLAMIDE (PAGE 3-4)

TABLET; ORAL

ACETAZ0

AB DANBURY PHARMACAL  250MGn

DPHENS HYDR

CAPSULE; ORAL
DANCAP HC

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 7/ AUG'85 - NOV'86

ARTRATE (PAGE 3-3)

FOREST PHARM/FOREST 500MG35MG

JRRS  JORERL JONESEFELIIAN/ /5 ddriesenie/

DROCO!
MIKART

TABLET; ORAL

DURADYNE DHC

FOREST PHARM/FOREST S0Q0MG3EMG
HYDROCODIN AND_ACET: PH

MIKART S00MG ; 5MEM
NORCET

HOLLOWAY PHARMS 500MG 3 5MGN
TYCODONE

MCNEIL PHARM 500MG; 5MGEX

ATE AND ACET.

S00MG; BHGst

N87961 001

N1 dat
Prigtctty

N89008 001
FEB 21, 1986

N87809 GO0l
MAR 17, 1983

N89271 001
JUL 16, 1986

N88s71 001
MAY 15, 1986

N89385 001
AUG 27, 1986

N70107 001
JUN 12, 1985

N70615 001
MAR 21, 1986
N70771 001
MAR 21, 1986
N70775 001
MAR 21, 1986
N70443 001
JAN 23, 1986
N70732 001
JAN 03, 1986
N70146 001
AUG 02, 1985

N88ss2 001
OCT 22, 1985

ACETIC ACID, GLACIAL (PAGE 3-4)

SOLUTION/DROPS; OTIC
BOROFAIR
AT PHARMAFAIR

ACETOUEXAMIDE (PAGE 3-4)

TABLET; ORAL

27m

>_ADD >
>_ADD > AB COLMED LABORATORIES 250MGn
> _ADD >
>_ADD > AR 500MEs
>_ADD_> '
> _ADD > AB ELI LILLY INDSTRS/PR 250MG
>_ADD > AB 500MG
ACETVLCYSTEINE (PAGE 3-5)
SOLUTION; INHALATION
MUCCHMYST
AN MEAD JOHNSON/B-M JoZ
N 207
MUCOS0L=10
AN DEY LABORATORIES 107xt
MUEDE0L=20
AN DEY LABORATORIES 20/m
AGYCLOVIR (PAGE 3-5)
CAPSULE; ORAL
ZOVIRAX
BURROUGHS WELLCOME  200MG

ALBUTEROL SULFATE (PAGE 3-6)

TABLET; ORAL
PROVENTIL
SCHERING

LIN
GLAXO

BB BB

2MG_BASE
EQ 4MG _BASE

MG _BASEM
EQ 4MG BASEM

N88s06 001
AUG 1, 1985

N70753 001
NOV 03, 1986
N70754 001
NOV 03, 1986

N13378 002
N13378 001

N13601 002
N13601 001

N70575 001
OCT 14, 1986

N70576 001
OCT 14, 1986

N18828 001

13AN/28,. 1985/

JAN 25, 1985

N17853 001
MAY 07, 1982
N17853 002
MAY 07, 1982

N19112 001
JuL 10, 1986
N19112 002
JUL 10, 1986




RX DRUG PRODULT LIST / CUMULATIVE SUPPLEMENT MUMBER 15 / AUB'85 - NOV'86 3

ALLOPURINDI, (PAGE 3-6) LOROTHIAZIDE (PAGE 3-7)
TABLET3 ORAL TABLET; ORAL
ALLOPURTHOL, HYDRO-RIDE
a8 BARR LABORATORIES  100MGM eren ... N70466 001 AB PAR PHARMACEUTICAL  SMG:5OMGM N70267 001
R INgyY 34,1948 "% DEﬁ 732; 1::? DEC 25, 1990 : AUG 06, 1986
7 MODURETEC D30
Mgy, '34,.'1448."¢ "oEC 260, 1985 AR MSAD/MERCK 5MG350M5 N18201 001
AB CORD LABORATORIES  1OOMGM , N70268 001
N8V 34,.'1488."4 'oEC 31, 1985
AB N70269 001 AMINOG ACIDS (PAGE 3-7)
/gy 34,.'1988,° 'DEC 31, 1985
AB MYLAN PHARMS 200MGH " N18659 001 INJECTABLE; INJECTION
OCT 24, 1986 AMINOSYN-HBC 7 IN PLASTIC CONTAINER
AB 300M6H N18659 002 ABBOTT LABORATORIES 7.1 N19400 001
oCT 24, 1986 JuL 23, 1986
AB PAR PHARMACEUTICAL  ]oOMGHM N70150 001 AMINOSYN-PF 72
gy "3d; 1484 ¢ ‘'DEC 10, 1985 ABBOTT LABORATORIES 73t N19398 001
AB L g o 70167 001 : ) SEP 06, 1985
30944, ."1484 ' ¢ "pEC 10, 1985 AMINOSYN-PF 10%
AB PUREPAC/KALIPHARMA  100MGH N70579 001 ABBOTT LABORATORIES 10/ N19492 001
APR 14, 1986 OCT 17, 1986
a8 300MCH N70580 001 AMINOSYN II 3.5%
APR 16, 1986 ABBOTT LABORATORIES 3.5/ N19438 001
AB SUPERPHARM looken N70950 001 APR 03, 1986
NOV 30, 1988 : SEP 04, 1986 AMINDSYN IX 3.52 IN PLASTIC CONTAINER
A8 300MGK N70951 001 ABBOTT LABORATORIES 3.5/ N15%491 001
NOV 30, 1988 : SEP 04, 1986 OCT 10, 1986
AMINOSYN IT 5%
ABBOTT LABORATORIES 5/ N19438 002
AMANTADINE HYOROCLORIDE (PAGE 3-7) APR 03, 1986
AMTNOSYN IT 72
CAPSULE; ORAL ABBOTT LABORATORIES 7/t N19438 003
AMANTADINE HOL APR 03, 1986
a8 FORMUTEC Joomex N70589 001 AMINOSYN II 8.5%
AUG 05, 1986 ABBOTT LABORATORIES 8.5/ N19438 006G
a8 REID-ROWELL 200Men N71000 001 APR 03, 1986
SEP 04, 1986 AMINOSYN IT 10%
SNMETREL ABBOTT LABORATORIES 10 N19438 005
aB DUPONT PHARMS/DUPONT 100MB N16020 001 APR 03, 1986
A8 100t6 N17117 001 >_ADD > NOVAMINE 157
>_ADD > KABIVITRUM 15/m N17957 004
>_ADD > NOV 28, 1986
AMILORIDE HYDROCHLORIDE (PAGE 3-7)
TABLET; ORAL AMINO_ACTOS: M 3_GLYCERIN; MAGNESTUM ACETATE:
AMELORTOE MOL HORIC ACID; PO CHLORIDE; SODIUM ACET
A8 PAR PHARMACEUTICAL  5MGw N70366 001 CHLORIDE (PAGE 3-8)
JAN 22, 1986
MEDAMOR INJECTABLE; INJECTION
AB MS2D/MERCK 5MG N18200 001 -
IPERIPIRANINE/
PROCALAMINE

KENDALL MCGAW LABS  3%3;26MG/100ML33GM/100ML ;54MG/100ML 3
41MG/100ML 3 150MG/100ML 3 200MG/100ML 5

120MG/100ML N18582 001

MAY 08, 1982




>_ADp_>
> E!!E >
>_ADD_>
> ﬁ!!ﬂ >
> A!!Q >
>_ADD_>
> A!!Q >
> A!!Q >
> A!!!! >
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NAMBER 15 / AUG'85 - NOV'86

AMINO ACIDS; DEXTROSE (PAGE 3-8)

INJECTABLE ;INJECTION
AMINOSYN II 3.57 IN DEXTROSE 57 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.54;356M/100MLau N19506 001
NOV 07, 1986
AMINOSYN IX 3.52 IN DEXTROSE 254 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.5/325GM/100MLx N19505 001
NCV 07, 1986
AMINOSYN II 4.25/X IN DEXTROSE 252 IN PLASTIC CONTAINER
ABBOTT LABORATORIES &.25/;25G6M/100MLK N19504 002
NOV 07, 1986

WE_EME ”’AGE 39

INJECTABLE; INJECTION
AMINOSYN II 3.57 M
ABBOTT LABORATORIES 3.54332MG/100ML3128MG/100ML3
222MG/100ML 34 9MG/7100MLR  N19437 007
APR 03, 1986
AMINOSYN II 3.57 M IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.5X4332MG/100ML;128MG/100ML5
222MG/10GML 34 9MG/100MLI  N19493 001
OCT 16, 1986

WMMM‘PAGE 3-9)

INJECTABLE3; INJECTION
AMINOSYN 1IXI 77 W/ ELECTROLYTES
ABBOTT LABORATORIES 745102MG/100ML365M6/100ML 3
522MG/100ML 3410MG/100MLI N19437 006
APR 03, 1986
AMINOSYN IXI 8.5 W/ ELECTROLYTES
ABBOTT LABORATORIES 8.5%3102MG/100ML 345M5/7100ML3
522MG/100ML 3410M6/100MLI N19437 005
APR 03, 1386
AMINOSYN II 10% W/ ELECTROLYTES
ABBOTT LABORATORIES 10%3;102MG/100ML;45M5/100ML3
522MG/100ML ;610M46/7100MLu N19437 004
APR 03, 1986

AMINO_ACTDS; Mo PHAT! ASIC;
SODIUM ACETATE; SODIUN g ;,gg;gg (PAGE 5-97
INJECTABLE; INJECTION
TTRAVASSL W3, 82 W ELRCIROLIIE "ds/
TRAVASOL 3.5% N/ ELECTROLYTES
TRAVENOL LABS 3.57551MG/100ML; 131MG/100ML 3
218MG/100ML 3 35M6/100ML  N17493 003

AMINOCAPROTC ACID (PAGE 3-9)
INJECTABLE; INJECTION
0
AP LYPHOMED 250M8/MLK
AP QUAD PHARMS 250ME /ML
AMINOPHVLLINE (PAGE 3-10)

TABLET; ORAL
AMINOBHYLLINE
f%ﬂ/ CORD LABORATORIES

[e0R0." CREORATIREES/  /XSdNe/

AMIODARONE HVDROCHLORIDE (PAGE 3-11)

TABLET; ORAL
CORDARONE

IVES LABS/AMHO 200MEu

TABLET; ORAL
LIMBITR

/ﬂd#rum =LK 'RocHe /12 opgisie/ /118949 ‘4d1/

SHsfX8Ms/ /1gd49,'dd2/

EQ 12.5MB BASK ;5MG N16949 001

EQ 25MG BASE;10MG N16949 002

(PAGE 3-14)
TABLET; ORAL
i) E_AND

>_ADD > AB BARR LABORATORIES  10MG}2MGM N71077 001
> ADD > NOV 12, 1986
>_ADD_> AR 25MG 3 2Men N70297 001
> > NOV 12, 1986
>_aDD_> AB 10MG ;M6 N71078 001
>_ADD > NOV 12, 1986
>_ADD > AB 25MG 5 4MEx N71079 001
>_ADD_> NOV 12, 1986

N70522 001
JUN 17, 1986
N7069% 001
MAR 04, 1986

N85262 002

/ngs263. 46t/

N18972 001
DEC 24, 1985

{PAGE 3-14)
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il

> ADD >
>_ADD_>
>_ADD >
>_ADD >
>_ADD >
>_ADD >
> _ADD >
>_ADD >
> _ADD >
> _ADD >

TABLET; ORAL

RX DRUG PRODUCT LISY ¢/ CUMULATIVE SUPPLEMENT NUMBER 15 ¢ AUG'S85 - NOV'86 5
AMITRIPTYLINE HYRQCHLORYDE; PERPHENAZINE (PAGE 3-16)

1

aB BOLAR PHARMACEUTICAL 1OMG;2MGM
-3 25M8; 21
-3 20MG;6HEn
4B 25MG;4MGu
4B S0MG34MEx
AB CHELSEA LABORATORIES 1OMG;2MGw
AB 2545; 2M6n
AB 20MG;4MGR
AB 25MG;36M6m
Al PAR PHARMACEUTICAL  10MG;2MGn
AB 25MG; 2MGn
-3 A0MG s4Men
AB 25MG;54M6%
AB B0MG ;ahEn
AB ZENITH LABORATORIES 10MG:ZMGM
AB 258G 2ok
AB 210MG;36MGH
2B 25MG34Men
AB S0MG ;eMen
TRIAVIL 2
188/ /HSM/‘HEHCK/ 11dieidnis/
188/ /ﬁSiﬁ/HERCK/ /Eerigie/
TRIAVIL 4-10
oy ndey e
TRIAVIL 4-25
188/ /ﬁSM/‘ﬁEﬂst/ 1883834n8/
TRIAVIL 4-50
/B8 [RSABAERER/ /8dvesavs/

N70373 001
AUG 25, 1986
N70374 001
AUG 25, 1986
N70375 001
AUG 25, 1986
N70376 001
AUG 25, 1986
N70377 001
NOV 0%, 1986
N71384 001
NOV 03, 1986
N71385 001
NOV 03, 1986
N71386 001
NOV 03, 1986
N71387 001
NOV 03, 1986
N70565 001
SEP 11, 1986
N70621 001
SEP 11, 1986
N70620 001
SEP 11, 1986
N70595 001
SEP 11, 1986
N70574 001
SEP 11, 1986
N70935 001
SEP 11, 1986
N70936 001
SEP 11, 1986
N70937 001
SEP 11, 1986
N70938 001
SEP 11, 1986
N70939 001
SEP 12, 1986

/L8718, ddd/
/NY4iis. d4d2/

4718 'dd1
et

/14718 dds/
/Ni471s."ddg/

(PAGE 3-14)
TABLET; ORAL
AB MS&D/MERCK JOMG; 2MG N14715 004
AR MS&D/MERCK 2546;2M6 N14715 002
JIRTAVEL 4=10
aB MSAD/MERCK A0MBsaMG N14715 003
AB MS&D/MERCK 25MG5aM5 N14715 005
=50
AB MSRD/MERCK SOMG; MG N14715 006
AMORICILLIN (PAGE 3-15)
CAPSULE; ORAL
AMOXXCTLLTN
4B LABORATORIOS ATRAL  250MGm N62528 001
AUG 07, 1985
aB 500MGt N62528 002
AUG 07, 1985
AB /3/PARKE-DAVIS/H-L 250MG N62107 001
AB /3/ 500M6 N62107 002
POWDER FOR RECONSTITUTION; ORAL
AB PARKE-DAVIS/R-L 125M6/5ML N62127 001
AB 250MG/EML N62127 002
AMPICILLYN SODIUM (PAGE 3~17)
INJECTABLE; INJECTION
LY
AP ELI LILLY EQ 2GM BASE/VIALM N62565 003
JUN 24, 1986
ap ELKINS-SINN/AHROBINS EQ 125MG BASE/VIALM N62692 001
JUN 24, 1986
AP 250MG_BASE/VIALXM N62692 002
JUN 26, 1986
ap 00MG_BASE/VIA N62692 603
JUN 24, 1986
AP EQ_1G6M BASE/VIALW N62692 006G
JUN 26, 1986
Ap EQ_26GM BASE/VIALK N62692 005
JUN 24, 1986
AP EQ 10GM BASE/VIALW N62692 006
JUN 26, 1986
JOTACTLLIN=-H
AP BEECHAM LABS/BEECHAM EQ 10GM BASE/VIA N60677 001

E—
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RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 - NOV*86

wm {PAGE 3‘191

INJECTABLES INJECTION
M.V.I.-12 LVOPHILIZED
USV PHARMACEUTICAL

S IC_ACID; BIOTIN;

ERGOCALCIFEROL; FOLIC AC

100MG/VIAL;0.06MG/VIAL30.05MG/VIAL
15MGVIAL3200 IU/VIAL;0.4MG/VIALS
GOMG/VIAL 3GMG/VIAL;33.6MG/VIALS
3MG/VIAL;3,300 IUAVIAL310 IUAVIALR
N18§933 002
AUG 08, 1985

ALAMIN; DEXPANT
3 NIACINAMIDE: PYR

ERGOCALCTFEROL; FOLIC ACID; NIACINAMIDE: PYRIDOXINE
HYDROCHLORIDE ; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDES VITAMIN A; VITAMIN E (PAGE 3-19)

INJECTABLE; INJECTION
M,V,C, 983

AP LVPHOMED

MV, X, =12
AP USV PHARMACEUTICAL

MVC PLUS
Ap ASCOT HOSP PHARMS

ASCORBIC ACID: BIOTIN:

OMG/ML 30, 006MB/ML 30, SUGHM/ML 5
1.EMG/ML g TU/ML 0. 0GMG/NL 3GMG/NL 3
0. GHMG/HL 30, 36MG/HL 30, 3MG/NL 3

330 TU/ML3) IUu/MLm N18440 002
AUG 08, 1985

10MG/ML 30, 006ME/ML 30, SUGM/MY,

1. BMG/ML320_TU/ML 30, 04MG/N ;;' /UL 3

0. GMG/ML 30, 36ME/ML, 30, SMG/ML §

330_JU/ML;:3 Jusiim N08809 004
AUG 08, 1985

OMG/ML 30, 006MG/ML 3 0. SUGMAN 3
1.5MG/NL320_TU/ML 50, 04MG/NL 5aMGAML 3
0.4MB/ML 30, 26MG/ML 30, IMG/ML 5

330 TU/ML3) IU/MLK N18439 002
AUG 08, 1985
YANOCOBALAMIN;: DEXPANTHENOL 3

ERGOCALCIFEROL3 FOLIC ACID; NIACINAMIDE; PYRIDOXINE
0DIUMS THIAMINE

HYDROCHLORY

3 RIBOFLAVIN DHOSPHAT

HYDROCHLORIDE; VITAMIN A PALMITATE; VITAMIN E (PAGE 3-19)

INJECTABLE; INJECTION
BEROCCA PN
ROFFMANN-LA ROCHE

50MG/ML30.03MG/ML ;0. 0025MG/ML
7.5M6/7ML3100 TU/ZML30.2MG/7ML3 20MG/MLS
2MG/ML31.8MG/ML3 1. 5MG/ML31,650 TUAZMLS
5 Iu/Mum N0O6071 003
OCT 10, 1985

ASPIRIN;: BUTALBYTAL: CARFEINE (PAGE 3-19)
CAPSULE; ORAL
8 "CHELSEA LABORATORIES ;_am 5OMG;340MG

FRORTHAL
AB SANDD2 PHARMS/SANDOZ 325MG3EO0MG;QOMEs
LANORTHAL
B LANNETT S285MG 3 5OMG ; GOMEm

TABLET, ORAI.

8B WEST-HARD

EXORINAL
a8 SANDOZ PHARMS/SANDOZ 325MG3E0MG3GOMGH

LaNORTNAL
8B LANNETT 325MG;50MG 5 40MEw
ASPIRIN; CARISOPRODOL (PAGE 3-20)

TABLET; ORAL
CARXSOPRODOL COMPOUND
aB BOLAR PHARMACEUTICAL 325MG;200MGM

SOMA_CONMPOUND
B WALLACE PHARMS/C-N  325MG;200M6

ASPIRIN; MEPROBAMATE (PAGE 3-20)
TABLET; ORAL
P AND_AS
a8 PAR PHARMACEUTICAL  325MG;200MGH

ASPIRIN; METHOCARBAMOL, (PAGE 3-20)

TABLET; ORAL
METHOCARBAMOL AND ASPIRIN
AB MCNEIL CONSUMER PROD 325MG;400MGHt

N86231 002
FEB 12, 1985

N17534 005
APR 16, 1986

N86996 002
OCT 11, 1985

N86162 002
FEB 16, 198%

N17534 003
APR 16, 1986

N86986 002
OCT 18, 1985

N88809 001
OCT 03, 1985

N12365 005
JUL 11, 1983

N8912é6 001
AUG 19, 1986

N89193 001
FEB 12, 1986
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(PAGE 3-20)

TABLET; ORAL
/diiddddie oty "dddiii (ddru-diddidins/
ad ROXANE °, \BORATORIES 325MG34.5MG30. 384G

N87743 001
JUN 04, 1982

SULFATE “\PAGE 3-23)

OINT#ENT; TOPICAL
#RIISPORTN .

AT BURROUGHS WELLCOME 900 UNITS/GM31%: 3

5,000 UNITS/GM N50168 002

MAY 04, 1985
AT PHARMAFAIR 400 _UNITS/GM31%5EQ 3.5MG BASE/GM;
5,000 UNTTS/Gie N62381_001
SEP 06, 1985
BENZYL PENICILLOVL-POLVLYSINE (PAGE 3-25)
INJECTABLE; INJECTION
PRE~PEN . , .
/Kflﬁﬂﬁfl#-mm/ 184 " BiLAR/ sdiis "ddi/
SCHRARZ PHA 60 UMOLAR = .. . . N5011l%4 Q01
BETAMETHASONE BENZOATE (PAGE 3-25)
CREAM: TOPICAL
IBENISANE/ , ,
/PARKi PAVISALS 18,4282 INI$444 " 481/
PARKE-DAVIS/N-L 0.025% N169%98 002
GEL; TOPICAL
/BENISONES
UTICORT
NTMENT: TOPICAL
/ﬁl:'Ni$¢N£/
UTICORT
BETAMETHASONE DIPROPIONATE (PAGE 3-25)
CREAM: TOPICAL
DIPROLENE
BX SCHERING EQ 0.057% BASEn N19408 001

JAN 31, 1986

b5 0 o B ORI
AB E FOUGERA/ALTANA

(PAGE 3-25)

LOTION; TOPICAL
ALPHATREX
28 SAVAGE LABS/ALTANA  EQ_0.057 BASEM

SNATE
EQ _0.057 BASEM

AB PHARMADERM/ALTANA  EQ 0.05% BASEW

BETAMETHASONE VALERATE (PAGE 3-26)
CREAM; TOPICAL
va
4B CLAY-PARK LABS EQ 0.17 BASEM
OINTMENT; TOPICAL
BETA=VAL
a8 1 FMMON £Q 0.1% BASEM

BETAX0L0l, HYOROCHLORIDE (PAGE 3-27)

SOLUTION/DROPS; OPHTHALMIC
BETOPTIC
- ALCON LABORATORIES EQ 0.57 BASEm

BETHANECHOL _CHLORIDE (PAGE 3-27)
TABLET; ORAL

BETHANECHOL, CHLORTDE
AR SIDMAK LABORATORIES SMGM

.1} SoHen

BRETYLIUM TOSYLATE (PAGE 3-28)

INJECTABLE; INJECTION
BRETYLTUM TOSYLATE
AP ABBOTT LABORATORIES 5QMG/MLx

APR 29, 1986

AP ELKINS-SINN/AHROBINS 50MG/MLN
Ap 50MG/MLR

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

N19270 001
AUG 30, 1985

N89095 001
DEC 19, 1985
N89096 001
DEC 19, 1985

N19033 001

: APR 16, 1986
N70545 001
MAY 14, 1986
N70546 001
MAY 14, 1986
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BRETVLIUM TOSVLATE (PAGE 3-28)
INJECTABLE: INJECTION
R

TEVIYAY AdDJ ISIg

AP INTL MEDICATION SYS 5OMG/Mim N70119 001
APR 29, 1986 : MAR 06, 1986
AP LYPHOMED " N70134 001
APR 29, 1986 : FEB 12, 1986 )
P CONTATHER
AP ABBOTT LABORATORIES SOMG/MLRW N19030 001 BUPIVACAINE HYDROCHLORIDE (PAGE 3-29)
APR 29, 1986 : APR 16, 1986
BRETYLOL, INJECTABLE; INJECTION
AP AM CRITICAL CARE/AHS SOMG/ML N17954¢ 001 SENSORCAINE
AP ASTRA PHARM PRODS  0.25/m N70552 001
MAY 21, 1986
BRETYLIUM TOSYLATE; DEXTROSE (PAGE 3-28) AR 0.5/ N70553 001
MAY 21, 1986
INJECTABLE; INJECTION Ap 0.75/ N7055¢ 001
SYLATE SE 522 MAY 21, 1986
AP ABBOTT LABORATORIES 200MG/100ML35GM/100MI®  N19005 002
APR 29, 1986 : APR 16, 1986
AP L s5GMZ100ML  N19005 003 BUPIVACAINE HYDROCHLORIDE; DEXTROSE (PAGE 3-29)
APR 29, 1986 : APR 16, 1986
AP / 3 ML N19005 001 INJECTABLE; INJECTION
APR 29, 1986 : APR 16, 1986 MARCAINE SPINAL
BRETY TOSYLATE EXTROSE_ 52 IH P ATH 8 WINTHROP-BREON/STERL 0.75X38.25% N18692 001
AP ABBOTT LABORATORIES 200MG/100ML;SGM/100ML®  N19008 002 MAY 04, 1984
APR 29, 1986 : APR 16, 1986
AP 4 ML 3SGMZI00MLX  N19008 003
APR 29, 1986 : APR 16, 1986 BUPROPION HYDROCHLUREDE (PAGE 3-30)
ap 800MG/100MG;56M/200ML  N19008 001
APR 29, 1986 : APR 16, 1986 TABLET; ORAL
KENDALL MCGAW LABS  10OMG/100ML;SGM/100MLM  N19121 001 WELLBUTRIN
APR 29, 1986 ® BURROUGHS WELLCOME  50MGH N1864% 001
AP 200MG/300ML s5GM/100MLE  N19121 002 DEC 30, 1985
APR 29, 1986 ? 75M6n N18644 002
AP 400MG/100ML ;5GM/200M  N1922) 003 DEC 30, 1985
APR 29, 1986 3 100MGH Nl864% 003

t

L)

PAGE 3-28)

SYRUP; ORAL

BUSPIRONE HYDROCHLORIDE (PAGE 3-30)

TABLET; ORAL
BUSPAR

DEC 30, 1985

AMAENY
1841 STRARION LABORRIOREES 1A RN LONIRIE)  INAS319 408/ BRISTOL LABS/B-H  Eer N18731 001
JALORCRE L1 SEP 29, 1986
A7 FOREST LABORATORIES 12, 5MG/SML;10MG/EML N09319 006 10M6u N18731 002

JAN 10, 1984

SEP 29, 1986
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BUTOCONAZOLE NITRATE (PAGE 3-31)

CREAM; VAGINAL

FEMSTAT
SYNTEX LABS/SYNTEX 2/

SUPPOSITORY; VAGINAL

FEMSTAT
SYNTEX LABS/SYWNTEX  100MGR

JéA¢etddtd . ‘biidddug "I PAGE 3-31)
CALCIFEDIOL, ANHYDROUS (PAGE 3-31)

CALCITONIN, HUMAN (PAGE3-31)

INJECTABLE; INJECTION

CIBACALCIN
CIBA/CIBA-GEIGY 0.54G/VIALR

CALCITONIN, SALMON (PAGE 3-31)

INJECTABLE; INJECTION
MIACALCIN
SANDOZ PHARMS/SANDOZ 100 IU/MLm

CALCITROL (PAGE 3-31)
INJECTABLE; INJECTION
CALCIJEX
ABBOTT LABORATORIES 0.001MG/ML
0.002MG/ML

DE; DEXTROSE; MA

CALCI H
ACETATE: SODIUM CHLORIDE (PAGE 3-32)

(PAGE 3-32)

SOLUTION; INTRAPERITONEAL
DIALYTE W/ DEXTROSE 1.5%4 IN PLASTIC CONTAINER
26MG/100ML 51 . 5GM/LO00ML 3

N19215 001
NOV 25, 1985 KENDALL MCGAW LABS
5MG/100ML ; 530MG/L00ML 3
450MG/100MLt N18460 007
. JAN 29, 1986
N19359 001 DIALYTE W/ DEXTROSE 2.5% IN PLASTIC CONTAINER
NOV 25, 1985 KENDALL MCGAW LABS  26MG/100ML32.5GM/100ML;
"BMG/100ML 3 530MG/100ML 3
450MG/100MLY N18460 008
JAN 29, 1986

DIALYTE W/ DEXTROSE ¢.25Z IN PLASTIC CONTAINER
26MG/100ML 34 . 25GM/100ML 3

KENDALL MCGAW LABS
EMG/100ML 3530MG/L00ML 3
N18460 009

450MG/100MLX
JAN 29, 1986
DIANEAL PD-1 W/ DEXTROSE 3.5Z IN PLASTIC CONTAINER
TRAVENOL LABS 25.7MG/1000ML 33 . 5GM/100ML 3
N18470 001 15,2MG/100ML 3 56 7MG/100ML 5
QCT 31, 1986 392MG/100MLx N17512 010
NOV 18, 1985
DIANEAL PD-2 W/ DEXTROSE 3.5/ IN PLASTIC CONTAINER
TRAVENOL LABS 25. 7MG/100ML 33 . 5GM/L00ML 3
5.08MG/100ML 3538/7100ML 3
448MG/100MLK N17512 011
NOV 18, 1985
N17808 001
JUL 03, 1986
CALCIW RIDE E3 SODIUM_LACTATE
(PAGE 3-32)
SOLUTION) INTRAPERITONEAL
INPERSOL-ZM W/ DEXTROSE 1.5% IN PLASTIC CONTAINER
ABBOTT LABORATORIES 25.7MG/100ML51.5GM/L00ML;
N18874 001 538MG/100ML ;448MG/100MLy N19395 001
SEP 25, 1986 MAR 26, 1986
N18874 002 INPERSOL-ZM W/ DEXTROSE 2.5Z IN PLASTIC CONTAINER
SEP 25, 1986 ABBOTT LABORATORIES 25.7MG/1O00ML32.5GM/100ML3
538MG/100ML 3448MG/100MLI N19395 002
MAR 26, 1986

INPERSOL-ZM W/ DEXTROSE %.25Z IN PLASTIC CONTAINER
ABBOTT LABORATORIES 25.7MG/100ML;4%.25GM/100ML;

538MG/100ML ;448MG/L00MLM N19395 003

MAR 26, 1986

SGLUTION; INTRAPERITONEAL
DIALYTE ¥/ DEXTROSE 2.5% IN PLASTIC CONTAINER
2%10,°100ML3 2. 5GM/7100ML 3

KENDALL MCGAW LABS
15MG/100ML 5 610MG/100ML 5
N18460 006

560MG/100MLK

JAN 29, 1986
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SALCTIUM CHLORIDES MAGNESIUM CHLORIDE SSTUM CARBAMAZEPINE (PAGE 3-36)
SODIUM _ACETATE; SODIUM CHLORIDE (PAGE 3-34)
TABLET; ORAL
INJECTABLE; INJECTION BpITol
TPN ELECTROLYTES IN PLASTIC CONTAINER AR LEMMON 200Meu
ABBOTT LABORATORIES 16.5MG/ML325.4MG/ML;}76.6MG/MLS
121MG/ML 526 . 1MG/MLR N19399 001 TEGRETOL
JUN 16, 1986 AB GEIGY/CIBA-GEIGY 200M6
16.5MG/ML325.4MG/ML 3 74 . 6MG/ML 3
121MG/ML 316, 1MG/7ML N1889%95 001
JUL 20, 1984 CARNITINE, l- (PAGE 3-37)
SOLUTIONS ORAL
CALCTIUM CHLORIDE ASSIUM CHLORIDES SODIUM € RIDE ] VITACARN
LACTATE (PAGE 3-35) KENDALL MCGAW LABS  1GM/10MLM
INJECTABLE; INJECTION
LACTATED RTHRIR®S IN PLASTIC CONTATNER TABLET; ORAL
Ap ABBOTT LABORATORIES 20MG/100ML;30MG/100ML; 3 JE=CARUTINE/
Z10MG/100MLY N19485 001 CARNITOR
OCT 24, 1985 SIGMA-TAV 330M6n
SOLUTION; IRRIGATION
LACTATED RINGER®S XN PLASTIC CONTATNER
AT ABBOTT LABORATORIES 20MG/100ML ;30MG/100ML ;609ME/100ML, LEFAMANDOLE NAFATE (PAGE 3-37)
210MG/100MLM N19416 001
JAN 17>, 1986 INJECTABLE; INJECTION
MANDOL
ELY LILLY EQ 1GM BASE/VIALM
CAPTOPRIL (PAGE 3-36)
EQ 2GM BASE/VIALM
TABLET; ORAL
CAPOTEN
ER SQUIBB AND SONS 37.5M6m N18343 006
SEP 17, 1986 CEFAZOLIN SODIUM (PAGE 3-38)
INJECTABLE; INJECTION
CARBACHOL, (PAGE 3-36) > ADD > GEFAZOLIN SODIWY
>_ADD > AP LYPHOMED EQ_500MG BASE/VIALK
INJECTABLE; INJECTION > ADD >
CARDBACHOL > ADD > AP EQ _1GM BASE/VIALM
Ap PHARMAFAIR 0.01/m N70292 001 >_ADD_>
MaY 21, 1986 >_ADD > AP EQ _10GM BASE/VIALM
MIOSTAT >_ADD >
AP ALCON LABORATORIES 0.01% N16968 001 KEF201,
ap ELT LILLY EQ_S00MG BASE/VIALM
CARBAMAZEPINE (PAGE 3-36) AP BAS| A
TABLET; ORAL
CARPAMAREFINE
AB COLMED LABORATORIES 200MGR N70300 001
MAY 15, 1986
AB INKOOD LABS/FOREST  200MGwm N70231 001

AUG 14, 1986

10

N70541 001
SEP 17, 1986

N16608 001

N19257 001
APR 10, 1986

N18948 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
N62557 002
SEP 10, 1985
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INJECTABLE; INJECTION
CEFOBID IN PLASTIC CONTAINER
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 - NOV'86

. (PAGE 3-38)

EQ 40MG BASE/ML;336MG/MLR N50613 Q01

CEFOTETAN DISODIUM (PAGE 3-38)

INJECTABLE; INJECTION

CEFOTAN

STUART PHARMS/ICI

CEFTAZIDIME (PAGE 3-39)
INJECTABLE; INJECTION
w2 Tolaro
ap
ap
ap
ap
AP
ap
ap
AZED:
AP ELT LILLY
ap
AP
AP
ap
TAZEDIME TN P
ap ELT LILLY
-A_P.

SK&F LABORATORIES

EQ 1GM BASE/VIALR
EQ 2GM BASE/VIALM

5OOMG/VIALS
JEeM/VIALR
AEMW/VIALK
6EM/VIALR

500Ma/VIALR
1GM/VIALR
IGM/VIALK
2GM/VIALR
2eM/VIALM

CONTATNER

ICM/VIALR
2GM/VTALE

JUL 23, 1986

N50588 001
DEC 27, 1985
N50588 002
DEC 27, 1985

N50578 001
JUL 19, 1985
N50578 002
JUL 19, 1985
N50578 Q03
JUL 19, 1985
N50578 00%
JUL 19, 1985

N62662 001
MAR 06, 1986
N62662 002
MAR 06, 1986
N62662 003
MAR 06, 1986
N62662 004
MAR 06, 1986

N62640 001
NOV 20, 1985
N626%0 002
NOV 20, 1985
N62655 001
NOvV 20, 1985
N62655 002
NOV 20, 1985
N62640 003
NOV 20, 1985

N62739 001
JUL 10, 1986
N62739 002
JUL 10, 1986

\'4
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v
2
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=

v
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b
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CEEUROXIME SODIUM {PAGE 3-40)

INJECTABLE; INJECTION
ELT LILLY £Q _750MC BASEZVIALM

EQ.750MG BASE/VIALN

FER BREBR

GLAXO

BB

CEPHALOTHIN SODIUM (PAGE 3-40)

INJECTABLE; INJECTION
B

SEPHALOTHEN SODIWMY

ABBOTT LABORATORIES EQ 1GM BASE/VIALM
EQ_1GM BASE/VIALNM
EQ_26M BASE/VIALNM

EQ _26M BASE/VIALM

ATNER
£Q_16M BASE/VIAL®

EQ _26YM BASE/VIALM

Bk B

ELI LILLY

EkE B

CEPHAPIRIN SODIUM (PAGE 3-41)

INJECTABLES INJECTION
CEFADYL

BRISTOL LABS/B-M EQ_S00MG BASE/VIAL
EQ_1CM BASE/VIAL
EQ_1GM BASE/VIAL
EQ_2GHM BASE/VIAL
EQ 2GH BASE/VIAL
EQ 4GM BASE/VIAL
EQ 20GM BASE/VIAL

1

N62591 001
JAN 10, 1986
N62592 001
JAN 10, 1986
N62591 002
JAN 10, 1986
N62592 002
JAN 10, 1986

N62590 001
JAN 10, 1986
N62590 002
JAN 10, 1986

N50558 002
OCT 19, 1983
N50558 003
OCT 19, 1986

N62547 001
SEP 11, 1985
N62548 001
SEP 11, 1985
N62547 002
SEP 11, 1985
N62548 002
SEP 11, 1985

N62549 001
SEP 10, 1985
N62549 002
SEP 10, 1985

N50446 005
N50446 001
N61769 001
N50446 002
N61769 002
N50446 003
N50446 004
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12
CEPHAPIRIN SODIUM (PAGE 3-41) CHLORPROPAMIDE (PAGE 3-48)
INJECTABLE; INJECTION TABLET; ORAL
>_ADD > PERIN GHLORPROPAMIDE
> ADD > AP LYPHONED EQ_500MG BASE/VIALM N62723 001 A8 HALSEY DRUG 100Mom N89321 001
> ADD > ~ NOV 17, 1986 JAN 16, 1986
> ADD_> AP EQ_1GM BASE/VIALM N62723 002 AB 250M6m N88662 001
>_ApD_> ; . NOV 17, 1986 JAN 09, 1986
>_ADD > AP £8_26M BASE/VIALM N62723 €03
>_ADD_> NOV 17, 1986
> ADD > AP EQ_4GM BASE/VIALR N62723 004 CHLORTHALIDONE (PAGE 3-49)
> ADD > ~ NOV 17, 1986
>_ADD > AP EQ_206M BASK/VIALM N62723 005 TABLET; ORAL
>_ADD > NOV 17, 1986
a8 MUTUAL PHARM 25Mex N89285 001
JUL 21, 1986
CHLORAMPHENICOL (PAGE 3-92) a8 5OMGM N89286 001
JUL 21, 1986
SOLUTION/DROPS; OPHTHALMIC AB PUREPAC/KALIPHARMA  25MGNM NS9139 001
CHLORAMPHENTCOL JUL 16, 1986
AT CARTER-GLOGAU LABS Q.52 N62628 001 AB SIDMAK LABORATORIES 25MGM N88902 001
SEP 25, 1985 SEP 19, 1985
AB . SoMExn NB8903 001
_ SEP 19, 1985
CHLORHEXIDINE GLUCONATE (PAGE 3-44)
SOLUTION; DENTAL CHROMIC CHLORIDE (PAGE 3-50)
PERIDEX
PROCTER AND GAMBLE  0.12/x N19028 001 INJECTABLE; INJECTION
ﬁ AUG 13, 1986 CHROMIC CHLORIDE IN PLASTIC {:ONTAINER
=4 ABBOTT LABORATORIES EQ 0.004MG CHROMIUM/MLEM N18961 001
2 JUN 26, 1986
“a CHLORPHENIRAM)
.- (PAGE 3-46)
= CHYMOPAPAIN (PAGE 3-50)
= CAPSULE, CONTROLLED RELEASE; ORAL
= DRIZE INJECTABLE; INJECTION
o BC  BF ASCHER 12MG; 75MG% N88359 001 CHYMODIACTIN , ,
E ORNADE FEB 13, 1986 I8, M&W#S/ 145844 " ONLTSVIAL/ / A;llg gf‘ 23 gg:z
BC  SK&F LABORATORIES  12MG;75MG N12152 004 16,466, ONETSIVEAL/ / rg gﬂ :Sggy
‘ TRAVENOL LABS 4,000 UNITS/VIAL N18663 002
CHLORPROPAMIDE (PAGE 3-48) AUG 21, 1984
‘ 10,000 UNITS/VIAL N18663 001
TABLET; ORAL NOV 10, 1982
CHLCRPROPAMIDE .
> ADD_> AB BARR LABORATORIES  100MGox N89%%46 001
>_ABD > , © NOV 17, 1986
>ADD > AB 4  2noMGN N89447 001
> ADD > :

NOV 17, 1986
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CLONAZEPAM (PAGE 3-52)

CILASTATIN SODIUM; IMIPENEM (PAGE 3-50)
INJECTABLE; INJECTION
PRIMARIN
MS8D RES LABS/MERCK EQ 250MG BASE/VIAL;
250M6/VIALK N50587 001
NOV 26> 1985
EQ S00MG BASE/VIAL;
B00MG/VIALK N50587 002
NOV 26, 1985
CIMETIDINE (PAGE 3-50)
TABLET; ORAL
TAGAMET
SK&F LAB 800MGx N17920 005
APR 30, 1986
(PAGE 3-50)

INJECTABLE; INJECTION
TAGAMET IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER

SK&F LAB EQ 6MG BASE/ML;OMG/MLE  N19434 001
OCT 31, 1985
CLINDAMVCIN PALMITATE HYDROCHLORIDE (PAGE 3-51)
PORDER FOR RECONSTITUTION; ORAL
CLEOCIN
AA UPJOHN EQ_75MC BASE/BMLR N62644 001
APR 07> 1986
AR UPJOHN MANUFACTURING EQ_75MG BASE/SML N61827 001
CLOBETASOL PROPIONATE (PAGE 3-51)
CREAM; TOPICAL
TEMOVATE
GLAXO 0.05m N19322 001
DEC 27, 1985
OINTMENT; TOPICAL
TEMOVATE
GLAXO 0.05”1 N19323 001
DEC 27, 1985
CLOFIBRATE (PAGE 3-51)
CAPSULE; ORAL
ATROMED=-8
AB AYERST LABS/AMHO S00M8 N16099 002
CLOFTBRATE
AB FORMUTEC 50016 N70531 001

JUN 16, 1986

CLONIDINE HYOROCHLORIDE (PAGE 3-52)

EEBBEBEERBREEEEBEERE BBE

BB B

5

TASLET; ORAL
JErSngpny
ONOPIN
HOFFMANN-LA ROCHE

TABLET3 ORAL

0.5M6
1MG
2MG

CATAPRES
BOEHRINGER INGELHEIM 0,1M5
0.3M6

AM THERAPEUTICS

BIOCRAFT LABS

DANBURY PHARMACAL

DURAMED PHARMS

INTERPHARM

PAR PHARMACEUTICAL'

2,348
0, 2t6n

it

;

(=]
%

JUL 08, 1986
JUL 08, 1986
JUL 08, 1986
JUL 08, 1986
JUL 08, 1986
JUL 08, 1986
JUL 08, 1986
JUL 08, 1986

JUL 08, 1986

JUL 08, 1986
JUL 08, 1986

JUL 08, 1986

13

N17533 001
N17533 002
N17533 003

N17407 001
N17407 002
N17407 003

N70881 001
MAY 27, 1986
N70882 001
MAY 27, 1986
N70883 001
MAY 27, 1986
N70747 001
MAR 20, 1986
N70702 001
MAR 20, 1986
N70659 001
MAR 20, 1986
N70965 001
JuL 01, 1986
N70964 001
JuL 01, 1986
. N70963 001
JuL 01, 1986
N71103 001
AUG 14, 1986
N71102 001
AUG 14, 1986
N71101 001
AUG 14, 1986
N71252 001
ocT 01, 1986
N71253 001
OCT 01, 1986
'N71254 001
OCT 01, 1986
N70461 001
NOV 22, 1985
N70460 001
NOV 22, 1985
N70459 001
NOV 22, 1985
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CODE]

HYDROCHLORIDE (PAGE 3-531
SYRUP; ORAL

Y HR CENCI LABS

HYDROCHLORIDE (PAGE 3-53)
SYRUP; ORAL
HEISTAFED €
AA LIFE LABORATORIES

10MG/EML ; 20MG/BML 3
1.25MG/5HiLn

COPPER (PAGE 3-54)

INTRAUTERINE DEVICES INTRAUTERINE
cu-7
@ SEARLE PHARMS iy
TATUN-T

2 SEARLE PHARMS 12006

CROMOLYN SODIUM (PAGE 3-55)

AEROSOL; INHALATION
INTAL

FISONS 0.8MG/ TN

CUPRIC CHLORIDE (PAGE 3-55)
INJECTABLE; INJECTION

CUPRIC CHLORIDE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ 0.4M6 COPPER/MLM

AoMG/5ML 56 . 25MG/BMLR

N8aslé 001
NOV 22, 1985

(PAGE 3-53)

Nagsl4 001
NOV 22, 1985

N8%018 001
JUL 23, 1986

N17408 001
N18205 001

N18887 001
DEC 05, 1985

N1896C 001
JUN 265 1986

CYCLOPHOSPHAMIDE (PASE 3-57)
INJECTABLE; INJECTION

ELKINS-SINN/AHROBINS 100MG/VIALM
Z00MG/VIALR
SOONGIVIALM

SEP 24,

BRISTOL LABS/B-M

AUG 27,
AUG 27,
AUG 27,

EeERrRERE BEE B BRBRBEBRE
E

2GN/VIALN

CYPRONEPTADINE HYDROCHLORIDE (PAGE 3-58)

SYRUP3 ORAL
P!

A HALSEY DRUG 2MB/5MLE

TABLET; ORAL
PROHERTA!

AR HALSEY DRUG aMGu

CYSTEINE HYDROCHLORIDE  (PAGE 3-58)

INJECTABLE; INJECTION
CYSTEINE HCL

KABIVITRUM 7.25/n

1986

2002
2002
2002

1%

N8g371 001
JUL 03, 1986
N88372 001
JUL 03, 1986
NB8373 001
JUL 03, 1986
N88374 001
JUL 03, 1986

N12142 005
AUG 30, 1982

N8919% 001
JUL 07, 1986
N89195 001
JUL 07, 1986
N89196 001
JUL 07, 1986

N12142 006
DEC 05, 1985
Nl2142 007
DEC 10, 1985
N12142 008
JAN 04, 1984
Ni2142 010
SEP 24, 1985
N12142 009
DEC 105 1984

N89199 001

JUL 03, 1986

N89057 001

JUL 03, 1986

N19523 001
oCT 22, 1986
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DACARBAZINE (PAGE 3-58)
INJECTABLE3 INJECTION

ap LYPHOMED 100MG/VIALR N70962 001
AUG 28, 1986
ap 200MG/VIALY N70990 001
AUG 28, 1986
AP QUAD PHARMS 100MG/VIALK N70821 001
0CT 09, 1986
AP 200MG/VEALM N70822 001
oCT 09, 1986
=DOM
ap MILES PHARMS/MILES  100MG/VIAL N17575 001
AP 200MS/VIAL N17575 002

XAMETH, (PAGE 3-60)
ELIXIR; ORAL

DEXAMETHASONE
AR NASKA PHARMACAL 0.5MG/5MLI N88997 001
OCT 10, 1986

XAl P HATE (PAGE 3-62)

INJECTABLE; INJECTION
EXAMETHASONE S0D: PHOS

AP CARTER-GLOGAU LABS EQ 4MG_PHOSPHATE/MLm N89169 001
APR 09, 1986

XAMETHA PHOSPHATE ; NEOMVCIN SULFATE (PAGE 3-63)
SOLUTION/DROPS; OPHTHALMIC
NEOMYCEN SULFATE- ETHASONE SODIWY SPHA
AT CARTER-GLOGAU LABS .17 _PHOSPHATE;
EQ 3.85MG BASE/MLM N62714 001
JuL 21, 1986
EXAMETHASONE 3 NEOMYCIN SULFATE; POLYMYXIN FATE (PAGE 3-62)

SUSPENSION/DROPS; OPHTHALMIC

HECMYCIN AND POLYMYMIN B SULFATES AND DEMAMETHASONE
AT CARTER-GLOGAU LABS  0.143EQ_3.S5MG BASE/MLS
10,000 UNITS/MLR Ne62721 001
NOV 17, 1986

DEXCHLORPHENIRAMINE MALEATE (PAGE 3-63)
TABLET} om.

Y "STONAK LABORATORTES N88682 001

JAN 17, 1986

POLARAMENE
AR SCHERING e N86835 001

DEXTROSE (PAGE 3-64)
INJECTABLE; INJECTION

AP ABBOTT LABORATORIES n N19479 001

SEP 17, 1985
ap TRAVENOL LABS 5OMG/MLM N16673 003
ocT 30, 1985
s P CONTATN!
ap ABBOTT LABORATORIES S00MG/ZMLM N19445 001
JUN 03, 1986
DEXTROSE; DOPAMINE HYDROCHLORIDE (PAGE 3-65)
INJECTABLE; INJECTION
PAMIN
KENDALL MCGAN LABS  5GM/100ML;4OMG/100MLK  N19099 001
OCT 15, 1986
AP 5GM/100ML ;80MG/100MLKE  N19099 002
OCT 15, 1986
ap 5GM/100ML ;160MG/100MLI  N19099 003
OCT 15, 1986
AP EGM/100ML ;320MGZ100ML 190990 004

OoCcT 15, 1986

DOPAMINE HEL XN PLASTIC CONTAINER
AP ABBOTT LABORATORIES SGM/100ML ;320MG/I00ML N18826 003
SEP 30, 1983

DEXTROSE 3 LYDOCAINE HYDROCHLORIDE (PAGE 3-66)

INJECTABLE3 INJECTION
LIDOCAINE HCL 0.2% IN DEXTROSE 5Z IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML;200MG/100MLE  N18954 001
JuL 09, 1985
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SODTUM PHASPHATE, MONOBASTE (PAGE 3-66)

INJECTABLES INJECTION
IONOSOL B AND DEXTROSE 5% IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML353MG/100ML;100MG/100ML 3
100MG/100ML ;180MG/100ML 3

280MG/100ML 3 16MG/100MLKH  N19515 001
HAY 08, 1986

" PHOSPHAT MONOBA
MONOBASIC (PAGE 3-66)

INJECTABLE; INJECTION
IONOSOL MB AND DEXTROSE 54 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML;30MG/100ML3141MG/100MLS

15MG/100ML 5 260MG/100ML 3
25MG/100MLn N19513 001
MAY 08, 1986
3 A RIDE; POTASS
§_@IUM gHLQRIQg; $0D ;m PHOSPHATE , MONOB §1§ (PAGE 3-66)

INJECTABLE; INJECTION
IONOSOL T AND DEXTROSE 54 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML3111MG/L100ML3256MG/100MN 3
146MG/100ML ; 207G/100MLI N19514 001
MAY 08, 1986

DEXTROSE; POTASSIUM CHLORIDE; SODYUM CHLORIDE (PAGE 3-68)

INJECTABLE; INJECTION
DEXTROSE 57 AND SODIUM CHLORIDE 0.3%Z W/ POTASSIUM CHLORIDE
0.0754 IN PLASTIC CONTAINER
ABBOTT LABORATORIES SGM/100ML;374.5MG/100MLS
300MG/100MLu N18876 001
JAN 17, 1986
DEXTROSE 5/ AND SODIUM CHLORIDE 0.3Z W/ POTASSIUM CHLORIDE
0.157Z IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML;149MG/100ML;
300MG/100MLu N18876 002
JAN 17, 1986
DEXTROSE 57 AND SODIWM CHLORIDE 0.37Z W/ POTASSIUM CHLORIDE
0.226Z IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5CGM/100ML;224MG/100ML3
300MG/100MLR N18876 003

JAN 17, 1986

16

&m.mmm
ap KENDALL MCGAR LABS  SGM/Z100ML,; 75MG/100ML;
S30MG/100ML,

N18268 011
JAN 18, 1986

9,152 IN_PLASTIC CONTATNER
ap KENDALL MCGAN LABS  5GM/100ML3150MGZ100ML 3
2I0MG/100MLX N18268 012

JAN 18, 1986
DEXTROSE 57, SODIUM CHLORIDE 0.33Z AND POTASSIUM CHLORIDE
0.227 IN PLASTIC CONTAINER

KENDALL MCGAW LABS  5GM/100ML3220MG/100ML 3
330MG/100MLR N18268 013
JAN 18, 1986

ap KENDALL MCGAW LABS §sw;oou; 300MG/100ML 3
2330MG/100MLx N18268 014
JAN 18, 1986

DEXTROSE; SODTUM CHLORIDE (PAGE 3-70)

INJECTABLE; INJECTION
HD_S0! RXDE 00,2257 PLASTIC COWTATNE

AP ABBOTT LABORATORIES 5GM/100ML;225MGZ100ML  N17606 001
ap BGM/100ML 3225MG7100MLM  N19482 001
OCT 04, 1985

N CHLORTIDE 0,372 TN PLASTIC CONTATNER

AP ABBOTT LABORATORIES 5GMZ100ML;300MG/100MLM  N19486 001
OCT 04, 1985

DEXTROSE 52 AND SODIUM CHLORIDE 0,457 YN PLASTIC CONTATHER

ap ABBOTT LABORATORIES 5GM/10OML3;450MG/100MLM  N1948¢ 001

OCT 04, 1985
K] Z ARD_SODIUM CHLORTIDE 0,97 IN PLASTXC CONTATINER

AP ABBOTT LABORATORIES 5GM/Z100ML;900MG/100MLM  N19483 001

OCT 04, 1985
DEXTROSE s THEOPHYLLINE (PAGE 3-70)
INJECTABLE; INJECTION
EQPHYLLTNE AND D SE 572 IN PLA CONTATH
TRAVENOL LABS S5GM/100ML;320MG/100MLe  N18649 006
NOV 13, 1985
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DIAZEPAM (PAGE 3-72)
TABLET; ORAL

DIAZEDPAN (PAGE 3-72)
INJECTABLE; INJECTION

"AYUYAY Ad03 1S39

AP CARTER-GLOGAU LABS  SMG/MLw N70296 001 a8 LEDERLE LABS/AM CVAN 2MGx N70226 001
FEB 12, 1986 SEP 26, 1985

ap ELKINS-SINN/AHROBINS SMG/MLM N70311 001 A8 5MGx N70227 001
DEC 16, 1985 SEP 26, 1985

AP BMG/MLR N70312 001 a8 20MGu N70228 001
DEC 16, 1985 SEP 26, 1985

ap SMG/MLM N70313 001 AB MYLAN PHARMS 2Mem N70323 001
Q DEC 16, 1985 SEP 04, 1985

ap LEMMON SME/MLR N70911 001 B EMGY N7032¢ 001
AUG 28, 1986 SEP 04, 1985

AP BMG/MLI N70912 001 AB LoMet N702325 001
AUG 28, 1986 SEP 04, 1985

ap LYPHOMED BMG/MLM N70662 001 a8 PAR PHARMACEUTICAL  2Mc N70462 001
JUN 25, 1986 FEB 25, 1986

VALTUM a8 5MGK N70463 001

AP HOFFMANN-LA ROCHE  SMG/ML N16087 001 FEB 25, 1986
aB aoMen N7046% 001

TABLET; ORAL FEB 25, 1986
DIAZEPAM AB PARKE-DAVIS/N-L 2Men N70209 001

AB BARR LABORATORIES  2MGw N70152 001 SEP 04, 1985
NOV 01, 1985 a8 5MEa N70210 001

B 5MGn N70153 001 SEP 04, 1985
NOV 01, 1985 a8 10M6u N70222 001

AB 10MEn N70154 001 SEP 04, 1985
NOV 01, 1985 AB PUREPAC/KALIPHARMA  2MGX N70781 001

AB CHELSEA LABORATORIES 2MGM N70456 001 MAR 19, 1986
NOV 01, 1985 a8 5MGu N70706 001

AB 5MoR N70457 001 MAR 19, 1986
NOV 01, 1985 A8 10MGn N70707 001

AB 0Mex N70458 001 MAR 19, 1986
NOV 01, 1985 AB ROXANE LABORATORIES 2MGx N70356 001

AB CORD LABORATORIES  2MGw N70302 001 JUN 17, 1986
DEC 20, 1985 AB 5MGs N70357 001

AB 5MEw N70303 001 JUN 17, 1986
DEC 20, 1985 a8 1oMeu N70358 001

AB 10Men N70304 001 JUN 17, 1986
DEC 20, 1985 AB SUPERPHARM 2Men N70642 001

A8 DURAMED PHARMS 2Mem N70894 001 DEC 11, 1985
AUG 27, 1986 A8 5MEH N70643 001

a8 5MER N70895 001 DEC 11, 1985
auUG 27, 1986 a8 10M6m N7064% 001

aB 10MGk N70896 001 DEC 11, 1985
AUG 27, 1986 A8 ZENITH LABORATORIES 2MGK N70360 001

AB HALSEY DRUG 2Men N70987 001 SEP 04, 1985
AUG 15, 1986 a8 5MEn N70361 001.

AB SMGw N70996 001 SEP 04, 1985
AUG 15, 1986 AB 10MGn N70362 001

AB 20Mex N70956 001 SEP 04, 1985

AUG 15, 1986
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DIELORASONE DIACETATE (PAGE 3-74)

CREAM3 TOPICAL
DIFLORASONE DIACETATE

DIAZEPAM {PAGE 3-72)
TABLETS ORAL

Q=PAM
AB QUANTUM PHARMICS 2w
AB Ehea
AR JoMem
vaLTuM

4B HOFFMANN-LA ROCHE 24§
AB Bl
a8 one

DICYCLOMINE HYDROCHLORIDE (PAGE 3-73)
CAPSULE3 CRAL

BENTYL
MERRELL DOW/DOW CHEM 1OMG

&

DICYCLOMINE MOL
AB BOLAR PHARMACEUTICAL }OMG
a8 CHELSEA LABORATORIZES 10MGM

INJECTABLE; INJECTION
BENTYL
ap MERRELL DOW/DOW CHEM 1OMG/ML

DICYCLOMINE MCL
AP CARTER-GLOGAU LABS  )OMG/MLM

TABLET; ORAL
BENTYL
a8 MERRELL DOW/DOW CHEM 20MG

DICYCLOMINE HCL
a8 BARR LABORATORIES  20MG

AB BOLAR PHARMACEUTICAL 20tem
AB PIONEER PRARMS 20M6x

N70423 001
DEC 12, 1985
N70424 001
DEC 12, 1985
N70425 001
DEC 12, 1985

N13263 002
N13263 004
N13263 006

N07409 001
0CT 15, 1984

N83179 001
FEB 12, 1986
N85082 001
JUN 19, 1986

N08370 001
OCT 15, 1984

N80614 001
FEB 11, 1986

N07409 001
OCT 15, 198¢

N84600 001
JUL 29, 1985
N84361 001
FEB 06, 1986
N8g585 001
AUG 20, 1986

BX UPJOHN 0,051
FLORONE
xR UPRJOHN 0,052
OINTMENTS TORICAL
DIFLORASONE DIACETATE
Bx UPJORN 0,05,
FLORONE
B8R URJOHN 0.05%
e (PAGE 3-76)
CAPSULE; ORAL
Ad PIONEER PHARMS 25MGw
A7 soMen
DISOPYRAMIDE PHOSPHATE (PAGE 3-77)
CAPSULE; ORAL
1 BARR LABCRATORIES  EQ_100MG BASEM
AB EQ_150MG BASEM
B BOLAR PHARMACEUTICAL EQ_100MG BASERM
48 EQ_150MG BASEM
AB CORD LABORATORIES EQ_10OMG BASEM
a8 EQ_150MG BASEM
A8 ZENITH LABORATORIES EQ 100MG BASEM
g EQ_150MG BASEM

18

N19259 001
AUG 28, 1985

N17741 001

N19260 001
AUG 28, 1985

N17994 001

N89101 001
DEC 20, 1985
Nggaso 001
DEC 20, 1985

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
N70471 001
DEC 10, 1985
N70186 001
NOV 18, 1985
N70187 001
NOV 18, 1985
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DOXEPIN HYDROCHLORIDE (PAGE 3-78)

(PAGE 3-78)

AOMG/MLR
8oMeMLR
SoMGALT
aoMe/MLr
leoHe/MiR
leoneAtin
160MG/MLM
160MGMLR

SOLOPAK LABORATORIES SOMG/MLM

DOPASTAT
PARKE=-DAVIS/HW-L

TNTROPEN

A0MEAMLR

aoMe/MLe

4OME/MLK
80MG/HLT

AM CRITICAL CAREZAHS 160MG/MY

DOXEPIN HYDROCHLORIDE (PAGE 3-78)

BB & B

&

CAPSULE; ORAL
DOMEPTN MCL

CHELSEA LABORATORIES EQ 25MG BASEM

CORD LABORATORIES

EQ 50MG BASER
EQ_100MG BASER
EQ 28MG BASEM
_EQ_50MG_BASEM
EQ 75MG BASEM

N70087 001
ucT 23, 1985
N70089 001
ocT 23, 1985
N70090 001
oCT 23, 1985
N70091 00)
oCT 23, 1985
N70092 001
OCT 23, 1985
N70093 001
OCT 23, 1985
N7009% 001
OCT 23, 1985
N70364 001
DEC 0%, 1985
N70011 001
AUG 29, 1985
N70046 001
AUG 29, 1985
N70047 001
AUG 29, 1985

N70558 001
SEP 20, 1985
N70559 001
SEP 20, 1985

N17395 903

N70953 001
MAY 15, 1986
N70954 001
MAY 15, 1986
N70955 001
MAY 15, 1986
N70827 001
MAY 15, 1986
N70828 001
MAY 15, 1986
N70825 001
MAY 15, 1986

B BEEBB

CAPSULE; ORAL
MYLAN PHARMS

EQ.J0MG BASEM
EQ_25M8 BASEM
£Q_5OMG_BASER

. EQ.75MG BASEM

EQ_100MG BASEW

DOXVCYCLINE HVCLATE (PAGE 3-79)
CAPSULE, COATED PELLETS; ORAL

an FAULDING EQ_100MG BASE
a8 PARKE-DAVIS/N-L EQ_100MG BASEM
CAPSULE; ORAL
148/ / Wﬁfﬁw /€4 1068 "dhse/
TA8)  TRAGREZDRVISILS 184 100N B/
a8 MUTUAL PHARM EQ_50MG BASEM
- EQ_100MG BASEM
4B PARKE =DAVIS/H-L EQ_5S0MG BASEM
4B EQ_100MG BASEM
B PRIVATE FORMULATIONS EQ _BOMG BASEM
a8 EQ _100MG BASEM
INJECTABL@; INJECTION
rus) "STHSEE e seens dasey
LINE HYCLATE
AP * QUAD PHARMS EQ 100MG BASE/VIALM
AP EQ.200MG BASE/VIALM -

19

N70789 001
MAY 13, 1986
N70790 001
MAY 13, 1986
N70791 001
MAY 13, 1986
N70792 001
MAY 13, 1986
N70793 001
MAY 13, 1986

N50582 001
JUuL 22, 1985
N62653 001
OCT 30, 1985

N62675 001
JUL 10, 1986. -
N62676 001
JUL 10, 1986
N6259¢ 001
DEC 05, 1985
N6259%% 002
DEC 05, 1985
N62631 001
JUL 24, 1986
N62631 002
JUL 24, 1986

‘adi/
g

N62643 001
FEB 13, 1986
N62643 002
FEB 13, 1986
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DOXYCYCLINE HVCLATE (PAGE 3-79)
TABLET; ORAL

4B MEDICOPHARMA EQ_100MG BASER
4B  MUTUAL PHARM EQ_100MG BASER
a8 PARKE -DAVIS/H-L £Q_100MG _BASEM

/48/ /84 4dvia "ddses/

/é8/ /84 14406 "ddsgr/

DOXVLAMINE SUCCINATE (PAGE 3-80)
TABLET; ORAL

LY.\

SUCCINAT)
COPLEY PHARM

DROPERIDOL (PAGE 3-80)
INJECTABLE; INJECTION

>_ADD > ROP
>_ADD > AP LYPHOMED 2.5M6/MLn
>_ADD >
>_ADD > AP 2. 5MG/MLR
> ADD >
E
>_ADD > AP JANSSEN PHARMA 2.5M6/ML
EDROPHONIUM CHLORIDE (PAGE 3-81)
INJECTABLE; INJECTION
ENLON
AP ANAQUEST/BOC 20MG/MLK
ENST
2P HOFFMANN-LA ROCHE  1OMG/ML

ENALAPRIL MALEATE (PAGE 3-81)

TABLET; CORAL
VASOTEC
MSE&D RES LABS/MERCK 5MGu
10MGx
20MGn

N62538 001
APR 07, 1986
N62677 001
JUL 10, 1986
N62593 001

N88%00 001
OCT 08, 1985

N70993 001
NOV 17, 1986
N709%2 001
NOV 17, 1986

N16796 001

N88873 001
AUG 06, 1985

ND7959 001

N18998 001
DEC 24, 1985
N18998 002
DEC 24, 1985
N18998 003
DEC 24, 1985

TABLET; ORAL
VASERETIC
MS8D RES LABS/MERCK 1OMG;25MGRn

EPINEPHRINE (PAGE 3-81)
INJECTABLE; INJECTION

SUS-PHRINE
TERRLEAMSCHERING/ /88AL/

FOREST LABORATORIES SMG/ML

INJECTABLE; INJECTION
~ LIDOCATHE WL _AND_EPTNEPHRINE
AP ABBOTT LABORATORIES 0.005MG/ML; 1_54‘

XYLOGAINE R/ EPTNEPHRINE
AP ASTRA PHARM PRODS  0.005MG/ML
Ap 0.005M

ERGOLOID MESVLATES (PAGE 3-82)
TABLET3 ORAL

ERGOLOID MESYLATES
AB BARR LABORATORIES Mo

TABLET; SUBLINGUAL

s (PAGE 3-81)

AA SUPERPHARM 0. 5MEx
AA e
ERYTHROMYCIN (PAGE 3-83)
CAPSULE, ENTERIC-COATED PELLETS; ORAL
ER::RKE-DAVIS/N-L 250Meu
ERYC 125
PARKE-DAVIS/H-L 125Mex

20

E (PAGE 3-81)

N19221 o001
oCT 31, 1986

/1d1942.'dd1/

NO7942 001

Nag571 001
SEP 13, 1985

N10418 010
N06488 017
AUG 29, 1986

NB8891 001
NOV 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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€
el
ERYTHROMYCIN

o (PAGE 3-83)
Z9>_ADD >  PONDER; FOR RX COMPOUNDING

TS > app > ERYTHROMYCIN
o= >_apD_> PADDOCK LABORATORIES 100:
S >7a00 >

£ 500t > /HABLELS ANERIL ORI PARHICIESS RN/

¥ >]app >

PCE

TABLET, COATED PARTICLES; ORAL

ABBOTT LABORATORIES 333MGu

ERYTHROMYCIN LACTOBIONATE (PAGE 3-85)

B

B

AP

5

>_ADD > AP
>_ADD >
> _ADD > AP
> _ADD >
>_ADD > AP
>_ADD >
> ADD > AP
>_ADD >

ESTRADIOL (PAGE 3-86)
FILM, CONTROLLER RELEASE; PERCUTANEOUS

INJECTABLE; INJECTION
ERYTHROCIN LACTORYONATE
ABBOTT LABORATORIES EQ _S500MG BASE/VIALM

LYPHOMED

QUAD PHARMS

ESTRADERM

CIBA/CIBA-GEIGY

EQ_16M BASE/VIAL®
EQ_500MG BASE/VIALM
EQ_1GM BASE/VIALR
EQ_500MG BASE/VIALM
EQ_16M BASE/VIALM
EQ_500MG BASE/VIALM
EQ_1GM BASE/VIALM

Ly e
8

NE0610 001
NOV 07> 1986

N50611 001
SEP 09, 1986

N50609 001
SEP 24, 1986
N50609 002
SEP 24, 1986
N62638 001
QT 31, 1986
N62638 C02
CCT 31, 1986
N&é260% 01
NOV 26, 1986
N62604 002
NOV 2&, 1986
N62660 001
NOV 24, 1986
N62660 003
NOV 24, 1986

N19081 Q02
SEP 10, 1986
N19081 003
SEP 10, 1986

ESTROGEN, CONJUGATED; MEPROBAMATE (PAGE 3-87)
TABLET; ORAL

/ﬁS/ /mps\‘ LABSIMS/ /4. dvesiddne/

AYERST LABS/7AMHO 0.45MG;200MG

/55/ Mﬁf‘Sf LRSS/ /4. drigidddiis/
AVERST LABS/AMHO 0.45MG;400MG

R 3 NORETHINDRONE (PAGE 3-89)

TABLET; ORAL-21
ORTHO-NOVUM 7/14-21

9 ORTHO PHARMACEUTICAL 0.035MG;0.5MG AND 1MG

TABLET; ORAL-28
ORTHO-NOVUM 7/14-28

9 ORTHO PHARMACEUTICAL 0.35MG;0.5MG AND 1MG

2
(PAGE 3-86)
INJECTABLE: INJECTION
20 upJouN  gea;sonea, N17968 001
A0 CARTER-GLOGAU LABS mmn N85603 001
MAR 13, 1986
ESTROGEN, CONJUGATED (PAGE 3-86)
TABLET; ORAL
1881 AN PARRAGEDTIGAYS/ /8 40/ INaR48E 481/
[ i ISt
183/ 13808/ IN83243 'dd1/
BS  DURAMED PHARM 0.3M6 N86492 001
BS 0.625M6 N83272 001
BS 1.25M6 N83296 001
BS 2.5M6 N83295 001

/N1971, dds/

N10971 005

/N1d971."8d3/

N10971 003

N19004 001

APR 04, 198%

N19004 002
APR 04, 1984

ETHINYL ESTRADIOL; NORETHINDRONE; FERROUS FUMARATE (PAGE 3-89)

TABLET; ORAL-28
NORQUEST FE

SYNTEX (FP) 0.035MG; 1MG; 75MG

N18926 001
JUL 18, 1986
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ETHOXZOLAMIDE (PAGE 3-90)

TABLET; ORAL
ETHAMIDE
@ ALLERGAN PHARMS 12546

ETRETINATE (PAGE 3-91)

CAPSULE; ORAL
. TEGISON -
HOFFMANN-LA ROCHE  10MGR

25MGt
FAMOTIDINE (PAGE 3-31)
INJECTABLE; INJECTION
PEPCID
MSD RES LABS 10MG/MLY
TABLET; ORAL
PEPCID :
MSD RES LABS 20MG%
a0McH
ELECAINIDE ACETATE (PAGE 3-92)
TASLETS ORAL
TAMBOCOR o
RIKER LABS/3M . 100MGM
200MGx
FLUNISOLIDE (PAGE 3-92)
A?RDSOL;'ié;n;AI.ATION ' .
FSNERLABS/SNNTER/ /9 d28ver R/
AEROBID

KEY PHARMACEUTICALS 0.Q025MG/INN

N16l44 001

N19369 001
SEP 30, 1986
N19369 002
SEP 30, 1986

N19510 001
NOV 04, 1986

N1%462 001
OCT 15, 1986
N1%462 002
0CT 15, 1986

N16830 001
OCT 31, 1985
N18830 002
OCT 31, 1985

44, 'dd
ek

N18340 001
AUG 17y 1984

- AD  QUAD PHARMS

FLUDCINOLONE ACETONIDE (PAGE 3-92)
SOLUTION; TOPICAL .

AL IUILOING QLG T ORNLDE
AT THAMES PHARMACAL 9,017

ELUOROMETHOLONE (PAGE 3-93)
QINTMENT; OPHTHALMIC
FML
ALLERGAN PHARth 0,14t
SUSPENSTON/DROPS3 OPHTHALMIC
FLUOR-0P
AB COOPERVISION PHARMS 0,1/

Bt :
2B ALLERGAN PHARMS .37 -
FML FORTE
ALLERGAN PHARMS 0.25”m

ELUOROMETHOLONE ACETATE (PAGE 3-93)
SUSPENSION/DROPS; OPHTHALMIC

OMNITROL
ALCON LABORATORIES 0.17:

FLUOROURACTL, (PAGE 3-93)"
INJECTABLE; INJECTION

S0ME/MLK

B0MG/MLt

ELUOROURACIL
AP INTL PHARM PROD
AP LYPHOMED

FLUPHENAZINE DECANOATE (PAGE 3-94)

INJECTABLE; INJECTION
FLUPHENAZINE
25MG/MLu

PROLITN DECANOATE

AQ ER SQUIBB AND SONS  25MG/ML

22

N89124 001
SEP 11, 1985

N17760 001
SEP 04, 1985

N70185 001
FEB 27, 1986

N16851 002
JUL 28, 1982

N19216 001
APR 23, 1986°

N19079 001
FEB 11, 1986

N&88929 001
MAR 04, 1986 .
N89152 001
MAR 21, 1986

N70762 001
FEB 20, 1986

N16727 001
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ELUPHENAZINE HVDROCHULORIDE (PAGE 3-94) EOLIC ACID (PAGE 3-95)
CONCENTRATE; ORAL TABLET; ORAL
PERMETXL EOLXG ACXD
A7 SCHERING BMeA, N16008 001 A7 BARR LABORATORIES Mem N89177 001
PROLDIIN JAN 08, 1986
AA ER SQUIBB AND SONS  5MG/MLM N70533 001 AA PIONEER PHARMS MeH N88949 001
NOV 07, 1985 SEP 13, 1985
ELURAZEPAM HYDROCHLORIDE (PAGE 3-95) FURDSEMIOE (PAGE 3-96)
CAPSULE; ORAL INJECTABLE; INJECTION
a8 ROCHE PRODUCTS 1545 N16721 001 AP ASTRA PHARM PRODS  JOMG/MLM N70014 001
AB 20MG N16721 002 SEP 09, 1985
AZEP. ap J0MG/MUR N70095 001
2B BARR LABORATORIES  }15Mom N70454 001 SEP 09, 1985
AUG 04, 1986 AP 10MG/MLR N70096 001
B 30MG N70455 001 SEP 09, 1985
AUS 04, 1986 Ap CARTER-GLOGAU LABS  10MG/MLE N70019 001
> ADD_> AB DANBURY PHARMACAL  15MGxt N71205 001 SEP 22, 1986
>_ADD > NOV 25, 1986 AR SOLOPAK LABORATORIES 10OMG/MLM N70023 001
> ADD_> AB 30MeR N71068 001 FEB 05, 1986
>_ADD > NOV 25, 1986 aAp 10MG/MLY N70078 001
aB MYLAN PHARMS 15M6u N70344 Q01 FEB 05, 1986
NOV 27, 1985
L\:] 30MGn N70345 Q01 TABLET; ORAL
NOV 27, 1985
AB PAR PHARMACEUTICAL  15MGmt N70444 001 AB BARR LABORATORIES  20Moxt N70043 001
MAR 20, 1986 SEP 26, 1985
AB 20MGm N70445 001 B DANBURY PHARMACAL  20MG N70412 001
MAR 20, 1986 FEB 26, 1986
AB GOMGN N70413 001
FEB 26, 1986
JEdLALE "Sddtd/ (PAGE 3-95) aB MVLAN PHARMS 80MGx N70082 001
ocT 29, 1986
/I?ggggﬁ:é;{',tﬂ,lﬂffiﬂﬂ/ a8 ROXANE LABORATORIES 8OMGM N70086 001
LVETES , , , , JAN 24, 1986
JEEBERLE, LABS AN X AN/ 51e. BASEAL/ /Nds8d3. dd8/ AB RATSON LABORATORIES 20MGw Noyg;wlgg;
14
AB 4QMGH N70450 001
FOLIC ACID (PAGE 3-95) NOv 22, 1985
B 80Mcu N70528 001
INJECTABLE; INJECTION JAN 07, 1986
FOLTC ACED
Ap LYPHOMED SMeMLm N89202 001
FEB 18, 1986 GENTAMICIN SULFATE (PAGE 3-97)
FOLVETE
AP LEDERLE LABS/AM CYAN SMG/ML NO5897 008 INJECTABLE; INJECTION
GENTAFATIR '
AR PHARMAFAIR EQ_4OMG_BASE/MLM N62493 001
AUG 28, 1985

GENTAMEOIN SULFATE
AP ABBOTT LABORATORIES EQ_10MG BASE/MLM N62612 004
FEB 20, 1986
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GENTAMICIN SULFATE (PAGE 3-971

SOLUTION/DROPS; OPHTHALMIC

AT CARTER-GLOGAU LABS £Q 3MG BASE/MIM N62523 001
NOV 25, 1988
GENTAMICIN SULFATE: SODIUM CHLORIOE (PAGE 3-98)
INJECTABLES INJECTION
BENTAMTOEN PLAS ER
AP ABSOTT LASORATORIES EQ GOMS BASE/100ML;
S00MG/100M b N62588 006
JAN 06, 1986
Ap rd A 3
900MG/100MLxt N62588 007
JAN 06, 1986
AP H
500HGZ100MLR N62588 008
JAN 06, 1986
& EQ_90MG_BASEZ100ML;
S00MG/100MLR N62588 009
JAN 06, 1986
ap EQ_l0OMG BASE/100ML;
200MG/300ML N62588 010
JAN 06, 1986
AP EQ 1.2MC BASE/ML;OME/MLK N62588 001
JAN 06, 1986
AP £Q 1.4MC BASE/MLOMG/MM N62588 002
JAN 06, 1986
AP £Q_).6MG BASE/ML ;9MG/MLR N62588 003
JAN 06, 1986
AP EQ 1.8MG BASE/M. ; MBALM N62588 004
JAN 06, 1986
AP EQ_2MG BASE/ML;MGAMM  N62588 005
JAN 06, 1986
GLUTETHIMIDE (PAGE 3-100)
TABLET; ORAL
BLUTETHIMIDE
AA HALSEY DRUG 250MGEn N89453 001
OCT 10, 1986
AA 500MeR N8%9459%9 001
OCT 10, 1986

GLYCINE (PAGE 3-100)
SOLUTION. IRRIGATION

S TRAVEROL | tAbS

GLYCOPYRROLATE (PAGE 3-100)

ae

INJECTABLE} INJECTION
BLYCOPYRROLATE
LUITPOLD PHARMS

2. 2M6/MLn

GUANABENS ACETATE (PAGE 3-102)

GUANFACTNE HYDROCHLORIDE (PAGE 3-102)

HALOPERIDOL (PAGE 3-102)

TABLET3 ORAL
WYTENSIN
WYETH LABS/AMHO

TABLET3 ORAL
TENEX
AH ROBINS

TABLET; ORAL
MCNEIL PHARM

HALOPERIDOL
CORD LABORATORIES

EQ 16MG BASEm

BB G BER

26

/f£5§g§g§1¢¢

N18522 001
FEB 19, 1982

7

N§9335 001
JUL 23, 1986

N18587 003
SEP 07, 1982

N19032 001
OCT 27, 1986

N15921 001
N15921 002
N15921 003
N15921 004
N15921 005
N15921 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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HALOPERIDOL (PAGE 3-102)

TABLET; ORAL

RX DRUEG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 15 ¢/ AUG'8S - NO'''86
HALOPERIDOL LACTATE (PAGE 3-102)

SEP 24, 1986 @

o
AB MYLAN PHARMS 9. 5MEn
AB AdGm
AB akgm
AB EMgn

>_ADD > AB PAR PHARMACEUTICAL  Q.5MGW

>_ADD >

>_ADD > AB Men

>_ADD >

>_ADD > AB 2hem

>_ADD >

>_ADD > AB SMcn

>_ADD >

>_ADD > AB PUREPAC/KALIPHARMA  0.5MGM

>_ABD >

>_ARD > AB pLoe

>_ADD >

>_ADD_> AB 2Mem

> Agg >

>_ADD > AB e

>_ADD >
AB SEARLE PHARMS Q. 5hem
AB e
4B aHem
aAB Shcat
aB 0Mem
AB
HALOPERIDO: DECANDATE (PAGE 3-102)

INJECTABLE; INJECTION

HALDOL DECANCATE
MCNEIL PHARM

EQ 50MG BASE/MLA

N70276 001
JUN 10, 1986
N70277 001
JUN iv, 1986
N¥0278 001
JUN 10, 1986
N70279 001
JUN 10, 1986
N71233 001
NOV 03, 1986
N71234 001
NOV 03, 1986
N71235 001
NOV 03, 1986
N71236 001
NOV 03, 1986
N71071 001
NOV 03, 1986
N71072 001
NOV 03, 1986
N71073 001
NOV 03, 1986
N71074 001
NOV 03, 1986
N70720 001
JUN 10, 1986
N70721 001
JUN 10, 1986
N70722 001
JUN 10, 1986
N70723 001
JUN 10, 1986
N7072¢ 001
JUN 10, 1986
N70725 001
JUN 10, 1986

N18701 001
JAN 24, 1986

AR
A4
1.}
Ad

CONCENTRATE; ORAL

MCNEIL LABORATORIES
BAY LABORATORIES

EQ._2HE BASE/ML,

Mix
APR 15, 1986

NATL PHARM MFG/BARRE EQ 2MG BASE/MLM

SEARLE PHARNMS

APR 15, 1986
EQ_2MG BASE/MLm

HEPARIN SODIUM (PAGE 3-103)

INJECTABLE; INJECTION

188/ M%fﬁ%ﬁf(‘ﬂ#ﬂﬂﬁﬁiﬂf»/ﬁﬂiﬁéﬂﬂ

188/

B B

BE kB BRE

b

~
3.
(G
~

Bk

5

HEP=LOOK U/P

/146 nttsiie/

ELKINS-SINN/AHROBINS 10 UNITS/ML

pA E
CARTER-GLOGAU LABS
LUITPOLD PHARMS

vA
ABBOTT LABORATORIES

CARTER-GLOGAU LABS

100 UNITS/ML,
100 UNXTS/ML
10 UNITS/MLm
100 \NITS/MLu

2,000 UNITS/Mim
2,500 UNITS/MLm
/168 Ittt/
2,500 UNITS/ML
72500 UNITS/ML
3,000 UNITS/ML

4,000 UNITS/ML
6,000 UNTIS/ML

ELKINS-SINN/AHROBINS 5,000 UNITS/0,5MLM
HEPARTN SODIUM PRESERVATIVE FREE

INVENEX/LYPHOMED

MARSAM

000 UNITS/ML®
000 _UNITS/M

25

N15922 001

N70710 001
MAR 07, 1986
N70318 001
APR 11, 1986
N70726 001
JUN 10, 1986

N17037 010
JUN 10, 1983
N17037 011
JUN 10, 1983

N17064 001
N89063 001
OCT 09, 1985
N89064 001
OCT 09, 1935

NO5264 013
APR 07, 1986
NO5264 014
APR 07, 1986
/NL#des ddt/
N17064 015
N17064 019
N17064 016
N17064 017
N1706¢ 018
N17037 013
APR 07, 1986

N17029 010
APR 28, 1986
N89464% 001
JUN 03, 1986
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HEPARTN SODIUM (PAGE 3-103)

AP
AR
ap

j88 TeARs '(KS/ 131808 OutsINL/
) PR
RN

7

INJECTABLE; INJECTION

SODTM PRESERVATIVE FREE
ORGANON/AKZONA 1,000 UNITSAMLR
5,000 UNITS/HLM
10,000 UNITS/MiW

HEXACHLOROPHENE (PAGE 3-106)

SPONGE3 TOPIUAL

¥ ﬁxéﬁ%”ﬁé%ﬁw’ 1480ne/
DESERET/P-D G50MG

HYDRALAZINE HYDROCHLORIDE (PAGE 3-107)

EEEEREEREBIE

=

INJECTABLE; INJECTION
HYDRALAZINE HOL
SOLOPAK LABORATORIES 20MG/MLm

TABLET; ORAL

HYDRALAZTNE HC,
HALSEY DRUG 2oMGH
25MGn
SoMeun
100MGxt
MUTUAL PHARM 20Men
25en
S0MGR
SIDMAK LABORATORIES 1OMGM
100ME

N00552 011
APR 11, 1986
N00552 012
APR 11, 1986
NO0552 013
APR 11: 1986

/(#6452 "dd/
N17652 001

N8ss517 001
AUG 22, 1985

N39218 001
JAN 22, 1986
N89130 001
JAN 15, 1986
N§9222 001
JAN 22, 1986
Ng9178 001
JAN 15, 1986
N§9359 001
JUL 25, 1986
N89258 001
MAY 05, 1985
N89259 ¢01
MAY 05, 1986
N39097 001
DEC 18, 1985
N89098 001
DEC 18, 1985

AR P:R PHARMACEUTICAL  25MG325MGM
.3 5S0MG 5 50MG
B 100MG; 50MEn
HYDROCHLOROTHEAZIOE 3 METHYLDOPA (PAGE 3-~110)
TABLET; ORAL
a8 nsaomszcx 30163 500M6
aB Mg&DIMERCK 50MG ;5 500M6
. ng:omsncx 15MG6;5250M6
ALDORYL 25

a8 MS&D/MERCK 25MB;5250M6

LUOPA Al ROCHLOROTHIAZTD
A8 BOLAR PHARMACEUTICAL ]5MG;250MGK
4B 25MG; 250MGK
a8 20MG 5 500MGx
48 50MG; 500MGH
aB CORD LABORATORIES  15MG;250mMGx
a8 25MG; 250MGn
.12 30MG;500M6M
a8 50MG 3 500MGM
28 MYLAN PHARMS A5MG; 250M6M
AB 25MG63250MG
AB PUREPAC/KALIPHARMA  )BMG;250McM
AB 25MG; 250MG
a8 30MG;500MGx
a8 50MG ;500163

CAPSULE; ORAL

26

E (PAGE 3-108)

N88957 001
OCT 21, 1985
N88946 001
OCT 21. 1985
N88961 001
OCT 21, 1985

N13402 003
N13402 004
N13402 001
N13402 002

N70365 001
MAR 19, 1986
N70366 001
APR 16, 1986
N70367 001
MAR 19, 1986
N70368 001
APR 16, 1986
N70182 001
JAN 15, 1986
N70183 001
JAN 15, 1986
N70543 001
JAN 15, 1986
N70544 001
JAN 15, 1986
N70264 001
JAN 23, 1986
N70265 001
JAN 23, 1986
N70853 001
OCT 08, 1986
N70688 001
APR 24, 1986
N70854 001
OoCT 08, 1986
N70689 001
APR 24, 1986
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TABLET; ORAL

ERTDE4

AB AYERST LABS/AMHO 25MG;340MG

£

28 AYERST LABS/AMHO 25MG;80MG

HOLOL_HE ROCHLORO
aB BARR LABORATORIES  25MB;40MGn
AB 25MG; 80MER
aB CHELSEA LABORATORIES 25MG;40MGM
A8 251G ;50Mew
4B PUREPAC/KALIPHARMA  25MG3;40MGM
AB 2BMG;80MeR

4B PWEPAALIPMRMA S TG 25N, AZEDE
4B SUPERPHARM 253

/iididddddie] didifridididiiid/ (pace 3-112)

gy i

/PMWJ‘.’PIWW /ﬁ%:#é.' A4S

HYDROCORTISONE {PAGE 3-112)

CREAM; TOPICAL
ALA=CORT
AT DEL-RAY LABORATORIES 1%

HYDROCORTISONE
AT PHARMADERMH/ALTANA 1

f (PAGE 3-111})

N18031 001
N18031 002

N70704 001
0CT 01, 1986
N70705 001
0CT 01, 1986
N70302 €01
APR 18, 1986
N70305 001
APR 18, 1986
N70851 001
MAY 15, 1986
N70852 001
MAY 15, 1986

N37999 001
NOV 06, 1985
N89137 001
AUG 26, 1985

/NAd768. 868/

N80706 001

N88845 001
FEB 27, 1986

HYDROCORYISONE (PAGE 3-112)
LOTION; TOPICAL

ALA=CORT
AT DEL-RAY LABORATORIES )% N83201 001
ALA-SCALP
DEL-RAY LABORATORIES 2% N83231 001
HYDROCORTISONE
AT THAMES PHARMACAL m N8902¢ 001
FEB 12, 1986
STZE-00RT
AT STIEFEL LABORATORIES 1/ N89066 001
NOV 25, 1985
AT 2.5/ N89074 001
NOV 26, 1985

OINTMENT; TOPICAL

AT  CAROLINA MED PRODS “ N88138 001
SEP 06, 1985

(PAGE 3—115)

SUSPENSION: OTIC
AT CARTER-GLOGAU LABS i w&m
10,000 UNITS/MLM

N62488 001
NOV 06, 1985
ATE f DROCORTISONE
AT PHARMAFAIR 1/3EQ 3,56 BASEALS
10,000 UNITS/MLn N62617 001

SEP 18, 1985

SUSPENSION/DROPS; OPHTHALMIC
SORTISPORIN
A BURROUGHS WELLCOME  1#3EQ 3.5MG BASE/ML;

10,000 UNTTS/ML N50169 001
HEOMYCTIN_SULFATE-POLYMYXCIH B SULFATE-HYDROCORTISONE
AT PHARMAFATR 17:EQ_3.5MG BASE/ML;
10,000 UNITS/MLM N62623 001

SEP 24, 1985
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CREAM; TOPICAL

CORTISPORIN

BURROUGHS WELLCOME  0.543EQ 3.5MG BASE/GM;
10,000 UNITS/GM

HYDROCORTISONE BUTVRATE (PAGE 3-116)

CREAM; TOPICAL
HYDROCORTISONE BUTYRATE
BX 9 GIST-BROCADES 0.1%

LOCOID
BX OWEN LABS/DERM PRODS 0.1%

OINTHMENTS TOPICAL
HYDROCORTISONE BUTYRATE
BX 2 GIST-BROCADES 0.1

LOCOID
BX OWEN LABS/DERM PRODS 0.1%

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-117)

TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE
BP PAR PHARMACEUTICAL 50MG30.125M6n

HYDROXVZINE HYDROCHLORIDE (PAGE 3-118)

INJECTABLE; INJECTION
HYDRONYZINE
P ELKINS-SINN/RHROBINS 50MG/ML

A
I48) TREONE ST RS/ SeA
AP PHARMAFAIR 25MG/MLR
a0 285M6/MLN
a» SoMS/ N
ap SoMGAR

HYDROXVZINE HYDROCHLORIDE (PAGE 3-118)
TABLET; ORAL

AB AMIDE PHARMACEUTICAL 2OMGHM
N50218 001 AR 25M6m
AUG 09, 1985
ap SoMext
aB COLMED LABORATORIES )OMoM
a8 25Mem
N18514 001 4B S0MGu
MAY 31, 1982
AB MUTUAL PHARM 20MGu
N18795 001
JAN 07> 1983 a8 25MGu
ap S0MGR
N18652 001 a8 QUANTUM PHARMICS oM
ocT 29, 1982
aB 25M6u
N19106 001
JUL 03, 1984 a8 50MGM
aB SIDMAK LABORATORIES }OMGM
aB " 25Mex
a8 S0uen
N88907 001
SEP 20, 1985
HYDROXVZINE PAMOATE (PAGE 3-120)
CAPSULE; ORAL
HYDROXYZYNE PAMOATE
a8 PAR PHARMACEUTICAL EQ 25MG_HCLM
N85551 002
. EQ 50MG_HCEM
Mdsss] a8/
N88s62 001
FEB 14, 1986
N89106 001
FEB 14, 1986
N88881 001
FEB 14, 1986
N89107 001

FEB 14, 1986

28

N89071 001
JUL 22, 1986
N89072 001
JUL 22, 1986
N89073 001
JUL 22, 1986
N89121 001
MAR 20, 1986
N89122 001
MAR 20, 1986
N89123 001
MAR 20, 1986
N89381 001
MAY 19, 1986
N89282 001
MAY 19, 1986
N§9383 001
MAY 19, 1986
N88540 001
OCT 22, 1985
N88551 001
ocT 22, 1985
N88529 001
ocT 22, 1985
N88617 001
JAN 10, 1986
N88618 001
JAN 10, 1986
N88619 001
JAN 10, 1986

N89145 001
MAR 17, 1986
N89146 001
MAR 17, 1986
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>_ADD_>
>_ADD >
> A!!n >
> AQD >

JIBUPROFEN (PAGE 3~120)
TABLET; ORAL

BB EEEEREBEERBEREBEBRBEEBRBEREEBEBI®B

7
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BOOTS PHARMACEUTICAL ,00MGM

CHELSEA LABORATORIES 400MGM

CORD LABORATORIES

DANBURY PHARMACAL

INTERPHARM

S00MER
300HEm
400MGw
600MEn
400HGR
$00t1cn
400HEM
600HEH

LEDERLE LABS/AM CVAN 400MGM

600G

MCNEIL CONSUMER PROD 40OMGHM

MUTUAL PHARM

MYLAN PHARMS

OHM LABORATORIES
[3/PAR PHARMACEUTICAL

600HGn
300tem
400Men
£00HER
400MGw
£00HGER
400MGn
300Mcn
400MGCH
600HER
800teH

PRIVATE FORMULATIONS 300MGm

~ N71264 001
JUL 25, 1986
N70038 001
SEP 06, 1985
N70041 001
SEP 06, 1985
N70734 001
JUN 12, 1986
N70735 001
JUN 12, 1986
N70736 001
JUN 12, 1986
N70436 001
AUG 21, 1985
N70437 001
AUG 21, 1985
N71334 001
NGOV 25, 1986
N71335 001
NOV 25, 1986
N70629 001
SEP 19, 1986
N70630 001
SEP 19, 1986
N70081 001
JUN 165 1986
N70476 001
JUN 16, 1986
N71230 001
oCT 22, 1986
N71231 001
oCT 22, 1986
N71232 001
oCT 22, 1986
N70045 001
SEP 24, 1985
N70057 001
SEP 24, 1985
N70818 001
DEC 26, 1985
N70328 001
AUG 06, 1985
N70329 001
AUG 06, 1965
N70330 v0l
AUG 06, 1985
N70986 001
JUL 25, 1986
N71266 001

IBUPROFEN (PAGE 3-120)
* TABLET; ORAL
- . ZBUPROFEN

AR \ 400Men
aAn £00MGw
AB  PUREPAC/KALIPHARMA  300MGX
a8 ‘ 400MGw -
1 §00MER
AR SUPERPHARM " 400MGw
a8 §00MGn
a8 B LASORATORIES a00MGR
- A kchen puarys ggéugn
aB ‘ £00MG
> LT > AB f3fooom _ 200M5

. 4B ' " 800Mexn

8B BOOT PHARMACEUTICAL S0OMGM

= (PAGE 3-121)
INJECTABLE; INJECTION

INDIUM IN-111 OXYQUINOLINE
AMERSHAM/RADIOCHEM . . N/A

INDOMETHACIN (PAGE 3-122)
CAPSULE; ORAL

THDO-LEMMON
a8 LEMMON 25Mem
13 5ot

29

OCT 15, 1986
. N71267 001 °

_OCT 15, 1986

N71268 001
0CT 15, 1986
N71123 001
SEP 19, 1986 -
N71124 001
SEP 19, 1986
N71125 001
SEP 19, 1986
N70708 001
APR 25, 1986
N70709 001

"APR 25, 198%

N70469 001
AUG 29, 1985

N71145 001
SEP 23, 1986
N71146 001

_ SEP 23, 1986

N17463 003
N17463 005
MAY 22, 1985

N70745 001
JUL 23, 1986

N19044 001
DEC 23, 1985

N70266 001
NOV 07, 1985
N70267 001
NOV 07, 1985
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INDOMETHACIN (PAGE 3-122)

EEEEBEERBELR

EEBEBEERE

CAPSULE; ORAL
THOOMETHACTN
BARR LABORATORIES  25MGw

20Mca
BOLAR PHARMACEUTICAL 25MGNt
SoMeH
DURAMED PHARMS 25MGR
Soticn
MYLAN PHARMS 50MGI

PAR PHARMACEUTICAL  50MGn

PIONEER PHARMS 25Men
SoMee
SUPERPHARM 25MG0
S0MG
WATSON LABORATORIES 25MGM
Somen
ZENITH LABORATORIES 25MGW
SoMes

SUSPENSION; ORAL
INDOCIN
MSED RES LABS/MERCK 25MG/5MLR

JOHEXOL (PAGE 3-123)

INJECTABLE; INJECTION
OMNIPAQUE 180
WINTHROP-BREON/STERL 38.8/m

OMNIPAQUE 240
WINTHROP-BREON/STERL 51.8/%

OMNIPAGUE 300
WINTHROP-BRECN/STERL 64.77K

OMNIPAGUE 350
HWINTHROP-BREON/SYERL 75.5/:

N70067 001
OCT 03, 1986
N70068 001
oCT 03, 1986
N70784 001
AUG 20> 1986
N70785 001
AUG 20, 1986
N70326 001
OCT 18, 1985
N70327 001
OCT 18, 1985
N70624 001
SEP 04, 1985
N70651 001
MAR 05, 1986
N70813 001
AUG 11, 1986
N70592 001
AUG 11, 1986
N70487 001
OCT 10, 1986
N70488 001
OCT 10, 1986
N70529 001
OCT 18, 1985
N70530 001
oCT 18, 1985
N70719 001
FEB 12, 1986
N70756 001
FEB 12, 1986

N18332 001
oCT 10, 1985

N18956 001
DEC 26, 1985

N18956 002
DEC 26, 1985

N18956 003
DEC 26, 1985

N18956 004
DEC 26, 1985

JOPAMIDOL, (PAGE 3-123)

INJECTABLE; INJECTION
ISOVUE-300
ER SRUIBB AND SONS 61%m

ISOWUE-370

ER SRUIBB AND SONS 76/
ISOVUE-M 200

ER SQUIBB AND SONS 4ldm
ISOVUE-M 300

ER SQUIBB AND SONS 61/

ISOETHARINE HVDROCHLORIDE (PAGE 3-124)

SOLUTION; INHALATION
ZSVETHARINE HCL, S/F
aN DEY LABORATORIES Im

ISONTAZID (PAGE 3-125)
SYRUP; ORAL

LANTAZYD
.1} LANNETT SOMG/SMLR

ISCIORBIDE DINITRATE (PAGE 3-126)
TABLET3 ORAL
ISOSORBIDE DINITRATE
BARR LABORATORIES  5Mcx
10MG
20MGH
30MG
TABLET; SUBLINGUAL
ISOSORBIDE DINITRATE
BARR LABORATORIES  2.5MGw
sMeH

loMext

30

N18735 002
DEC 31, 1985

N18735 003
DEC 31, 1985

N18735 001
DEC 31, 1985

N18735 004
DEC 31, 1985

N89252 001
SEP 15, 1986

N89243 001
FEB 03, 1986

N86166 001
SEP 19, 1986
N86169 001
SEP 19, 1986
N86167 001
SEP 19, 1986
N87564 001
SEP 18, 1986

N84204 001
SEP 18, 1986
N86168 001
SEP 18, 1986
N87545 001
SEP 18, 1986




T@VIVAY Ad0J 1338

RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 15 ¢/ AUG'85 - NOV'86 3

KANAMYCIN SULFATE (PAGE 3-126) LACTULOSE (PAGE 3-127)
INJECTABLE; INJECTION SYRUP; ORAL
F& MACTULOSE
AP QUAD PHARMS EQ_75MG BASE/Z2MLM N62642 001 AA ROXANE LABORATORIES JOGM/IBML N17906 001
FEB 03, 1986
AR EQ_500MG BASE/2MLM No2642 002
FEB 03, 1986 LEUCOVORIN CALCIUM (PAGE 3-127)
ap EQ_1GM BASE/IMLM N62642 003
FEB 03, 1986 TABLET; ORAL
AP SOLOPAK LABORATORIES EQ 75MG BASE/2Min N62605 003 LEUCOVORIN CALCIUM
FEB 26, 1986 BX  LEOERLE LABS/AM CVAN EQ S5MG BASEM N18459 001
AP EQ _500MG BASE/2MLM N62605 001 JAN 30, 1986
FEB 26, 1986 WELLCOVORIN
AP EQ_1GM BASE/3MLM N62605 002 BX  BURROUGHS WELLCOME EQ 5MG BASE N18342 001
FEB 26, 1986 JUL 08, 1983
KETOCONAZOLE (PAGE 3-127) LEVOBUNOLOL_HYDROCHLORIDE (PAGE 3-128)
CREAM; TOPICAL SOLUTION/DROPS; OPHTHALMIC
NIZORAL BETAGAN
JANSSEN PHARMA 2 N19084 001 ALLERGAN PHARMS 0.57% N19219 002
DEC 31, 1985 DEC 19, 1985
> ADD >  SUSPENSION; ORAL
>_ADD > NIZORAL LITHIUM CITRATE (PAGE 3-132)
>_ADD > JANSSEN PHARM 100MG/BNLE N70767 001
>_ADD > NOV 07, 1986 SYRUP; ORAL
LETHRM CTTRATE
AA MY-K LABS EQ_Z00MG CARBONATE/EMI,  N70755 001
KETOPROFEN (PAGE 3-127) MAY 21, 1986
CAPSULE; ORAL
ORUDIS LORAZEPAM (PAGE 3-132)
WYETH LABS/AMHO 50MEH N18754 002
JAN 09, 1986 TABLET; ORAL
75M6% N18756 003 ATIVAN
JAN 09, 1986 AB WYETH LABS/AMHO 0.5M6 N17794 001
AB MG N17794 002
2B M6 N17794 003
LABETALOL HYDROCHLORIDE (PAGE 3-127)
INJECTABLE; INJECTION LORAZEPAM (PAGE 3-132)
HORMODYNE
ap SCHERING EMG/ML N18686 001 TABLET; ORAL
AUG 01, 1984 LORAZEPAM
IRANDATE AB AM THERAPEUTIC 0. 5MoY N70727 001
ap GLAXO BMG/MLK N1%425 001 MAR 07, 1986
DEC 31, 1985 aB MG N70728 001
MAR 07, 1986
aB 2MGu N70729 001

MAR 07, 1986
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MANNITOL (PAGE 3-134)

LORAZEPAM (PAGE 3-132)
TABLET; ORAL

LORAZEPAM
BARR LABORATORIES 0. 5MGM

2B N70472 001
DEC 10, 1985
AB p(Lie N70473 001
DEC 10, 1985
A8 2uen N70474 001
DEC 10, 1985
AB DANBURY PHARMACAL  0.5MGm N71117 002
JUL 24, 1986
aB Mem N71118 001
JUL 26, 1986
a8 2Mem N71110 001
JUL 24, 1986
B QUANTUM PHARMICS 0.5MGR N70200 001
AUG 09, 1985
aB meat N70201 @01
AUG 09, 1985
a8 2Meu N70202 001
AUG 09, 1985
LOXAPINE SUCCINATE (PAGE 3-132)
TABLET; ORAL
LOXITANE
® LEDERLE LABS/AM CYAN EQ 10MG BASE N17525 006
3 EQ 2BMG BASE N17525 007
) EQ 50MG BASE N17525 008
MAGNESTUM SULFATE (PAGE 3-134)
INJECTABLE; INJECTION
MAGNESTIUM SULFATE
LVPHOMED S00MG/MLK N19316 001
SEP 08, 1986
MANGANESE CHLORIDE (PAGE 3-134)

INJECTABLE; INJECTION

SOLUTION; IRRIGATION
RESECTISO
i N e (L
RESECTISOL IN PLASTIC CONTAINER
AM MCGAW/AM HOSP 5GM/100ML

MECLIZINE H(DROCHLORIDE (PAGE 3-135)

44
aa
.1}
.1}

44

TABLET; ORAL

SIDMAK LABORATORIES 12.5MGx
a5Mew

SUPERPHARM 12, BMGx
25Mem

TABLET, CHEWABLE; ORAL
SIDMAK LABORATORIES 25MGM

HECLOFENAMATE SODIUM (PAGE 3-136)

CAPSULE; ORAL
LOF

MANGANESE CHLORIDE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ 0.1Me MANGANESE/MLEM  N189%62 001
JUN 26, 1986

T M
> AD" > AB  ROLAR PHARMACEUTICAL EQ SOMG BASEM
>_4ADp > :
>_ADD > AB EQ_100MG BASEM
>_ADD >
a8 MYLAN PHARMS EQ 50MG BASEM
48 EQ 100MG BASEN
MECLOMEN
AB PARKE ~DAVIS/W-L EQ_SOMG_BA
AB EQ_100MG BASE
ROXYPR ONE _Al TE (PAGE 3-136)
TABLET; ORAL
PROVERA
UPJOHN MG

32

INi8112/8d2/

Nl6772 002

N8g732 001
DEC 11, 1985
N88734 001
DEC 11, 1985
N§9113 001
AUG 20, 1985
Ng9114 001
AUG 20, 1985

N8g733 001
DEC 11, 1985

N70400 001
NOV 25, 1986
N70401 001
NOV 25, 1986
‘N71080 001
SEP 03, 1986
N71081 001
SEP 03, 1986

N18006 001
N18006 002

N11839 003
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MENOTROPINS (PAGE 1-137) METHOTREXATE SODIUM (PAGE 3-143)
INJECTABLE; INJECTION INJECTABLE; INJECTION
FTSERSN Lhes/ 24" L0/ 11646 841/ METEOERLE LABS/AM CYAN EQ 251G BASEML
), . AP LEDERLE LABS/AM CYAN EQ_2 BASE/M N11719 007
/m 19/ A/ /N Ni7648."483/ MAR 31, 1982
SERONO LABS 75 IU/AMP N17646 001 METHOTRENATE SODIUM ’
150 IU/AMP N17646 002 AP BEN VENUE LABS EQ 25MG BASE/Miu N89340 001
MAY 20, 1985 SEP 16, 1986
AP EQ 25MG _BASE/MLK N89341 001
SEP 16, 1986
METAPROTERENOL SULFATE (PAGE 3-140) AP EQ 25MGC_BASE/MLx N89342 001
SEP 16, 1986
SOLUTION; INHALATION AP EQ _25MC BASE/MLK N89343 001
ALUPENT SEP 16, 1986
SBOEHRINGER INGELHEIM 0.47/x N18761 002 AP INTL PHARM PRODS EQ _25MG BASE/MLK N88648 001
OCT 10, 1986 MAY 09, 1986
AP LYPHOMED EQ 2.8MG BASE/MixM N89323 001
JUN 13, 1986
METHACHOLINE CHLORIDE (PAGE 3-140) AP EQ 20MG_BASE/VIALM N88935 001
OCT 11, 1985 .
POWDER FOR RECONSTITUTION; INHALATION AP EQ_25MG BASE/MLM N89322 001
PROVOCHOLINE JUN 13, 1986
HOFFMANN-LA ROCHE 100MG/VIALx N19193 001 AP EQ 25MG BASE/MiM N89263 003
OCT 31, 1986 JUN 13, 198¢
AP EQ 50MG_BASE/VIALM N88936 001
OCT 11, 1985
METHOCARBAMOL (PAGE 3-142) AP E 0 BASE/VIA N899237 001
OCT 11, 1985
TABLET; ORAL AP QUAD PHARMS EQ_25MG BASE/MLRW N89308 001
METHOCARBAMOL JUL 10, 1986
AA PIONEER PHARMS 5oomMen N88731 001 AP EQ 25MG BASE/Mimt N89309 001
DEC 13, 1985 JUL 10, 1986
AA 750MGn N89082 001 AP EQ 20MG BASE/VIALM N89293 001
DEC 13, 1985 JUL 10, 1986
AP EQ S0MG_BASE/VIALX N89294 001
JUL 10, 1986
METHOTREXATE SODIUM (PAGE 3-16433 AP 0 A A N89295 001
JUL 10, 1986
INJECTABLE; INJECTION Ap EQ 250MG BASE/VIALM N89296 001
FOLEX JUL 10, 1986
AP ADRIA LABS/ERBAMONT EQ 250MG _BASE/VIALM N8895¢ 001 METHOTRENATE
OCT 24, 1985 AP LEDERLE LABS/AM CYAN EQ 2.5MG BASE/ML N11719 004
FOLEX PFS MEXATE
AP ADRIA LABS/ERBAMONT EQ 28MG_BASE/MLmn NB89180 001 AP BRISTOL LABS/B-M EQ 250MG_BASE/VIAL N86358 0G4
JAN 03, 1986
> DLY >/4¢/ 84 28448 "dASE uri/ / m dd;l/
> DLT > ks s . 1A 83, 1984/ METHOXSALEN (PAGE 3-143) a
> DLT >/4B/ /84 46 "dAse i/ 1149 i,’s,z 61/ ;
> BLY > /JAN 85/ CAPSULE, LIQUID FILLED; ORAL |
OXSORALEN-ULTRA ) |
ELDER PHARMS 10MGx N19600 001

CCT 30, 1986
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M THYCLOTHIAZIDE (PAGE 3-143)

TABLET; ORAL
METHYCLOTHTAZIDE

PAR PHARMACEUTICAL 2.5MGn
5MGeN

METHYLDOPA (PAGE 3-144)

AB

B ®

&

B & &

ERERBREERBREERRBIE

-3

TABLET3; ORAL

METHYLDOPA
BARR LABORATORIES 125Mcn
250M6n
500MGK

BOLAR PHARMACEUY..CAL 125MGx

DANBURY PHARMACAL 250M6%

LEDERLE LABS/AM CYAN 125Mcx

PARKE-DAVIS/W-L 125M6n

PUREPAC/KALIPHARMA  125MGH

N89135 001
FEB 12, 1986
N89136 001
FEB 12, 1986

N70073 001
OCT 09, 1986
N70060 001
OCT 09, 1986
N70074 001
OCT 09, 1986
N70245 001
FEB 25, 1986
N70246 001
FEB 25, 1986
N70247 001
FEB 25, 1986
N70703 001
JUN 06, 1986
N70625 001
JUN 06, 1986
N70070 003
OCT 15, 1985
N7008% 001
OCT 15, 1985
N70085 001
OCT 15, 1985
N70331 001
APR 15, 1986
N70332 001
APR 15, 1986
N70333 001
APR 15, 1986
N70749 001
FEB 07, 1986
N70750 001
FEB 07, 1986
N70452 001
FEB 07, 1986
N70192 001
APR 25, 1986
N70193 001
APR 25, 1986
N70194 001
APR 25, 1986

METHYLDOPA (PAGE 3-144)
TABLET; ORAL

METHYLDOPA
a8 ZENITH LABORATORIES 250MGHM
AB 500MGx

METHYLDOPATE HYDROCHLORIDE (PAGE 3-1494)
INJECTABLE; INJECTION

ALDOMET
Ap MS&D/MERCK oME/M
METHYLDOPATE HCL
AP ELKINS-SINN/AHROBINS 50MG/MLM
AP LYPHOMED oME/MLI
AP QUAD PHARM BOMG/MLY

METHYLPREDNISOLONE SODIUM_SUCCINATE (PAGE 3-145)

INJECTABLE; INJECTION
METHYLPREDNISOLONE SODIUM SUCCINATE

Ap LYPHOMED EG 4OMG BASE/VIALM
AP EQ 125MG BASE/VIALM
ap EQ_500MG_BASE/VIALN
AP EQ_500MG_BASE/VIALW
AP EQ 1GM BASE/VIALM

AP EQ_1GM BASE/VIALW

AP QUAD PHARMS EQ _40MG BASE/VIALH
AP EQ 125MG BASE/VIALM
AP EQ_500MG BASE/VIALn
AP £9 1CM BASE/VIALN

34

N70098 001
FEB 20, 1986
N70343 001
FEB 20, 1986

N13401 001

N70291 001
JUL 01, 1986
N70652 001
JUN 03, 1986
N71024 001
SEP 18, 1986

N89143 001
MAR 28, 1986
N89144 001
MAR 28, 1986
N89186 ©01
MAR 28, 1986
N89187 001
MAR 28, 1986
N89188 001
MAR 28, 1986
N89189 001
MAR 28, 1986
K19264 001
JAN 22, 1986
N89265 001
JAN 22, 1986
N89266 001
JAN 22, 1986
N89267 001
JAN 22, 1986
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AP

AP
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METOCLOPRAMIDE HYDROCHLORIDE (PAGE 3-147)

INJECTABLE; INJECTION

EQ_10MG BASE/2MLX

LYPHOMED
QUAD PHARMS EQ_10MG BASE/2Mix
REGLAN
AH ROBINS EQ_10MG BASE/ZML
EQ 50MG BASE/10ML

EQ 150MG BASE/30ML

TABLET; ORAL

AB

AB

AB
AB
AB

B 5

&

CLOPRA'YELLCH'®
QUANTUM PHARMICS EQ_10MG BASEX

MAXOLON
BEECHAM LABS/BEECHAM EQ 10MG BASEM

METOCLOPRAMIOE HCL

CHELSEA LABORATORIES EQ _10MG BASEM
EQ 10MG BASEM
£Q_10MG_BASEM
EQ 10MG BASEM
EQ 10MG BASEM
EQ 10MG BASEN

DANBURY PHARMACAL

HALSEY DRUG
INTERPHARM
PAR PHARMACEUTICAL
PUREPAC/KALIPHARMA

METRONIDAZOLE (PAGE 3-148)

INJECTABLE; INJECTION
METRONIDAZOLE
CARTER-GLOGAU LABS

500MG/100M

AP
TABLET; ORAL
METRONIDAZOLE

a8 HALSEY DRUG 500ME

AB MUTUAL PHARM 250M5m

AB 500MGx

AB VITARINE 250M5
500MG

t5

870293 001
JAN 264, 1986
N70671 001
MAY 27, 1986

N17862 001
N17862 003
AUG 03, 1984
N17862 002
AUG 03, 1984

N70632 001
OCT 28, 1985

N70106 001
MAR 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
N18620 001

MAR 04, 1982
N18620 002
JUN 02, 1983

METRONIDAZOLE (PAGE 3-148)

TABLET; ORAL

METRYL
1R8] IVETRRANE/ /Erde/
METRYL 500
1R8] JVETARANE/ /58drs/

METRONIDAZOLE HYDROCHLORIDE (PAGE 3-148)

INJECTABLE; INJECTION

ELAGYL .V,
AP SEARLE PHARMS E OMG_BASE/VIAL
METRONIDAZOLE HCL
AP LYPHOMED - EQ 500MG BASE/VIALKM

MEXILETINE HYDROCHLORIDE (PAGE 3-149)

CAPSULE; ORAL

MEXITIL
BOEHRINGER INGELHEIM 150MGxt
200MG
250MGx

MIDAZOLAM HYDROCHLORIDE (PAGE 3-149)

INJECTABLE; INJECTICN

VERSED

HOFFMANN-~LA ROCHE EQ 5MG BASE/Minm

MONOOCTANOIN (PAGE 3-150)
LIQUID; PERFUSION, BILIARY
MOCTANIN
JRSCOT HOSP. PrRdns/  [1dd7%8/

ETHITEK PHARMS 100738

N18353 001

N70295 001
OoCT 15, 1985

N18873 002
DEC 30, 1985
N18873 003
DEC 30, 1985
N18873 004
DEC 30, 1985

N18654 001
DEC 20, 1985

9344 "dd

I8 44, 1388)
N19368 001

ocT 29, 1985
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 - NOV'86

MORPHINE_SULFATE (PAGE 3-150)

INJECTABLE; INJECTION
ASTRAMORPH PF

0.5MG/M

AP ASTRA PHARM PRODS
AP 0. EMG/Mix
AP IMG/MLR
AP 1MG/MLY
DURAMORPH PE
AP ELKINS-SINN/AHROBINS 0.5MG/ML
AP IMG/M
NABILONE (PAGE 3-150)
CAPSULE; ORAL
CESAMET
ELT LILLY 1MGu
NADOLOL (PAGE 3-150)
TABLET; ORAL
CORGARD
ER SQUIBB AND SONS  20MGu

NALBUPHINE HYDROCHLORIDE (PAGE 3~151)

INJECTABLE; INJECTION

HALBUPHIHE
AP LYPHOMED 10MG/M
ap 20Me/MLK
SEP 24, 1986
AP QUAD PHARMS 10MG/M
AP 20MG/MLK
SEP 24, 1986
HUBAIN
ap DUPONT PHARMS/DUPONT 1OMG/ML
AP 20MG/ML

N71050 001
OCT 07, 1986
N71051 001
OCT 07, 1986
N71052 001
OCT 07, 1986
N71053 001
OCT 07, 1986

N18565 001
SEP 18, 1984
N18565 002
SEP 18, 1984

N18677 001
DEC 26, 1985

N18063 005
OCT 28, 1986

N70751 001
JUL 02, 1986
N70752 001
JUL 02, 1986
N70692 001
MAR 25, 1986
N70693 001
MAR 25, 1986

N18024 001
N18024 002
MAY 27, 1982

NALICIXIC ACID (PAGE 3-151)

>-]
[o-]

& |

-9t

TABLET; ORAL

HALTDDCC ACID
BARR LABORATORIES

NEGGRAM

WINTHROP~BREON/STERL

1GM

JUN 29, 1988
JUN 29, 1988

JUN 29, 1988

NALOXONE HYDRQQHLORIDE (PAGE 3-151)

EREEBERREREIR

s

Bk KB

5

AR
AP

INJECTABLE; INJECTION

HALOXONE

ELKINS-SINN/AHROBINS 0.4MG/MLst

SEP 24, 1986

| 0.4MG/MLN

SEP 24, 1986

- GMG/MLR

SEP 24, 1986

INTL MEDICATION SYS 0.4MG/MLn

WYETH LABS/AMHO

HALOXCHE HC
LYPHCMED

SEP 24, 1986

0.4Me/MLE

SEP 24, 1986

0.02MG/MLK

SEP 24, 1986

0.02MG/MLK

SEP 24, 1986
SEP 24, 1986

SEP 24, 1986

0.02MG/MLM

0.02MG/MLX
0.4MG/MLK

WINTHROP-BREON/STERL 0.02MG/MiK

HARCAN

SEP 24, 1986

0.4MG/HLR

SEP 24, 1986

DUPONT PHARMS/DUPONT 0.02MG/ML
9.4ME/ML

13/

IMG/ML

36

N70270 001
MAR 28, 1986
N70271 001
MAR 28, 1986
N70272 001
MAR 28, 1986

N14214 002
'N14214 004
N14216 005

N70298 001
ocT 22, 1985
N70299 001
oCT 22, 1985
N70495 001
ocT 22, 1985
N70417 001
NOV 06, 1985
N70639 001
JAN 17, 1986
N70188 001
ocT 02, 1985
N70189 001
oCT 02, 1985
N70190 001
ocT 02, 1985
N70191 001
ocY 02, 1985

N70648 001
NOV 17, 1986
N70661 001
NOV 17, 1986
N70649 001
NOV 17, 1986
N70171 001
APR 18, 1986
N70272 001
APR 18, 1986

N16636 002
N16636 001
N16636 003
JUN 14, 1982
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 ~ NOV'86

NALOXONE _HYDROCHLORIDE; PENTAZOCINE HYDROCHLORIDE (PAGE 3-151)

TABLET; ORAL

TALWIN NX
JRIRTHROA-BREGN/ STERL/ 6.8, Ve JEd 5610 "BASE/

WINTHROP~BREON/STERL EQ 0.5MG BASE;
EQ 50MG BASE

NANDROLONE DECANOATE (PAGE 3-151)

INJECTABLE; INJECTION

DECA-DURABOLTH
A0 ORGANON/AKZONA 50MG/MLY
A0 100MG/MLKI
AO 200MG/ML3t
HANDROLONE DECANOATE
A0 CARTER-GLOGAU LABS  50M/ML
A0 100MG/ML
20 LEMMON 50MG/MLM
A0 50MG/ML
AD QUAD PHARMS SOMG/MLK
A0 100MG/MLK
AQ 200MG/MLI

NANDROLONE PHENFROPIONATE (PAGE 3-151)

INJECTABLE; INJECTION
NAHDROLOHE FHENPROPTONATE

A0 QUAD PHARMS 2EMB/MLK
A0 EOMG/MLY

/8

5141, 441
WS

N18733 001

DEC 16, 1982

N13132 001
JUN 12, 1986
N13132 002
JUN 12, 1986
N13132 003
JUN 12, 1986

N86385 001
JAN 13, 1984
N86598 001
JAN 13, 1984
Negs54 001
FEB 10, 1986
N87598 001
OCT 06, 1983
N89248 001
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 3-153)

SOLUTION; IRRIGATION
HEOMYCIN AHD POLYMYKIH B SULFATES

AT CARTER-GLOGAU LABS EQ_40MG_BASE/ML;
200,000 UNITS/MLX

N62664 001
APR 08, 1986

37

NECGMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3~153)

SOLUTION; IRRIGATION
HEOSPORYN G,U, IRRIGANT

AT BURROUGHS WELLCOME  EQ 40MG BASE/ML;

200,000 UNITS/ML

NEOMYCIN SULFATE; TRIAMCINOLONE ACETONIDE (3-153)

CREAM; TOPICAL
MYTREX A

AT SAVAGE LABS/ALTANA EQ 3.5MG BASE/GM;0.17m N62598 001
JUL 21, 1986

N60707 001

NEOMYCIN SULFATE~TRIAMCINOLONE ACETON:DE
AT E FOUGERA/ALTANA EQ 3.5MG BASE/GM;0.1/ N62600 001
JUL 21, 1986

AT PHARMADERM/ALTANA EQ 3.5MG BASE/GM;0.1/M N62595 001
JUL 21, 1986

OINTMENT; TOPICAL
MYTREX A

AT SAVAGE LABS/ALTANA EQ 3.5MG BASE/GM30.1/m N62609 001
MAY 23, 1986

NEOMYCIH SULFATE-TRTAMCINOLONE ACETOMNIDE

AT E FOUGERA/ALTANA EQ 3.5MG _BASE/GM;0.1/mM  N62608 001
MAY 23, 1936

AT PHARMADERM/ALTANA EQ_3.5MG_BASE/GM;0.1/% N62607 001
MAY 23, 1986

NIFEDIPINE (PAGE 3-154)

CAPSULE; ORAL

ADALAT

aB MILES PHARM/MILES  1OMGH N19478 001

' Nov 27, 1985

2B 20MGn N19478 002

. SEP 17, 1986
PROCARDIA

8 PFIZER LABS/PFIZER  10MG N18482 001

AB 20MGN N18482 002

JUL 24, 1986

NITROGLYCERIN (PAGE 3-154)

AEROSOL3 ORAL
NITROLINGUAL

G POHL-BOSKAMP 0.4MG/SPRAY# N18705 001

OCT 31, 1985




ngyIYAY Ad03 1836

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 -~ NOV'86

NITROGLYCERIN (PAGE 3-154)

INJECTABLE; INJECTION
HITROGLYCERTN

aAp INTL MEDICATION SYS BMG/MLM
AP LYPHOMED BMG/M

AP SOLOPAK LABORATORIES SMG/MLM
AP SMG/MLY

JHdrt¢énd e "MACEATE/ ( PAGE 3-155)

i
IRLIAEL ousser) /ey
13/ Jédvie/

NORFLOXACIN (PAGE 3-155)

TABLET; ORAL
NOROXIN
MS&D RES LABS/MERCK 200MGx

400MGx

NYSTATIN (PAGE 2-156)

OINTMENT; TOPICAL
MYKIHAC

AT NMC LABORATORIES 100,000 UNITS/GM1

POWDER; ORAL
HELSTAT
AA LEDERLE LABS/AM CYAN 100%

HYSTATIN
AA PADDOCK LABORATORIES 1007k

SUSPENSION; ORAL
HYSTATIN

AA NASKA PHARMACAL 100,000 UNITS/MLX

N70026 001
SEP 10, 1985
N70077 001
DEC 13, 1985
N70633 001
JUN 19, 1986
N70634 001
JUN 19, 1986

N19384% 001
ocT 31, 1986
N19384 002
OCT 31, 1986

N62731 001
SEP 22, 1986

N50576 001
DEC 22, 1983

N62613 091
NOV 26, 1985

N62571 001
OCT 29, 1985

NYSTATIN (PAGE 3~156)

TABLET; ORAL

NHYSTATIN
AA LEMMON 500,000 UNITS
AA PHARM BASICS 500,000 UNITSKH
TABLET; VAGINAL
HYSTATIN
AT SIDMAK LABORATORIES 100,000 UNITSH

NYSTATIN; TRYAMCINOLGNE ACETONIDE (PAGE 3-157)

CREAM: TOPICAL

MYCO-TRTACET

AT LEMMON 100,000 UNITS/GM;0.17
MYTREX F

AT SAVAGE LABS/ALTANA 100,000 UNITS/GM;0.17m

HYSTATIN=TRIAMCTINOLONE ACETONIOE
AT E FOUGERA/ALTANA 100,000 _UNITS/GMs50.17/)

100,000 UNITS/GM;0.1/%

NYSTATIN AND TRIAMCINOLONE ACETONIDE
AT PHARMAFAIR 100,000 UNITS/GM;0.1:/x

AT PHARMADERM/ALTANA

OINTMENT; TOPICAL

MYCO-TRIACET IX

AT LEMMON 100,000 UNITS/GH;0.1/%
MYCOLOG-ZT

AT ER SGUIBB AND SONS 100,000 UNITS/GM50.1%
MYTREX ¥

AT SAVACE LABS/ALTANA 100,000 UNITS/GM;0.1/%

HYSTATIN-TRIAMCIHOLONE ACETONIDE
AT E FOUGERA/ALTANA 100,000 UNITS/GM;0, 173

100,000 UNITS/GM30.317%

HYSTATIN AND_TRIAMCINOLONE ACETONIOE

AT PHARMADERM/ALTANA

AT CLAY-PARK LABS 100,000 UNITS/GM;0.1/K%
AT PHARMAFAIR 100,000 UNITS/CM50.173

38

N62506 001
JAN 16, 1984
N62524 001
NOV 26, 1985

N62615 001
OCT 17, 1985

N61954 002
SEP 20, 1985

N62597 001
OCT 08, 1985

N62599 001
OCcT 08, 1985
N62596 001
OCT 08, 1985

N62657 001
JUL 30, 1986

N62045 002
NOV 26, 1985

N60572 001
JUN 28, 1985

N62601 001
ocT 09, 1985

N62602 001
ocT 09, 1985
N62603 001
OcT 09, 1985

N62280 002
ocT 10, 1985
N62656 0C2
JUL 30, 1986
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'S5 - NOV'86
PHENYLBUTAZONE (PAGE 3-168)
TABLET; ORAL
200MGn N88863 001
DEC 0%, 1985

BARR LABORATORIES

OXYPHENBUTAZONE (PAGE 3-159)
N88399 001 a8

TABLET; ORAL
3 BOLAR PHARMACEUTICAL )0OMG
SEP 17, 1984

PHENYLEPHRINE
tPAGE 3-168)
SYRUP; ORAL '

PROMETHAZINE VG PLATN
SMG/EML 3 6. 25MB/5HLN ;
NOV 22, 1985

PARGYLINE HYDROCHLORIDE (PAGE 3-160)
N13¢48 004
AR HR CENCI LABS

A8
Ns88s15 001

TABLET; ORAL
EUTONYL
3 ABBOTT LABORATORIES 50MG
PENICILLIN G POTASSIUM (PAGE 3-161)
; B , (PAGE 3-169)
N60752 003 c;;sme; glgm. ,
g RN AT e ety
BEE. 2151984/
| N88711 001

POWDER FOR RECONSTITUTION; ORAL
PENTCTLLYN G POTASSIUM

AL 3 MYLAN PHARMS 200,000 UNITS/SML
250,000 UNITS/EMI, N60752 002
400,000 UNITS/SML Ne0752 001
/$t18dL/

BOLAR PHARMACEUTICAL 100MG
-~ DEC 21, 1984

AR 3
AR 3
PERMETHRIN (PAGE 3-164)
LOTION; TOPICAL &
NIX
BURROUGHS WELLCOME 14 N19435 001
MAR 31, 1986 (PAGE 3-169)
CAPSULE; ORAL
168/ TANEORY PUARIARALS  /18018/ /44948 481/
TR R o el ey
PROMPY PHENYTOIN SODIUM
100MG N80905 001
N§0259 001

DANBURY PHARMACAL

PHENTERMINE HYDROCHLORIDE (PAGE 3-167)
CAPSULE; ORAL
L
/ /3évg/ N87126 001 BX
BX  ZENITH LABORATORIES 100MG
N88548 001
APR 2B, 1986
PIPERAZINE CITRATE (PAGE 3-170)
: N09102 003

184/ "/
PMENTERMINE Mol
AA DURAMED PHARMS 20MGH
Y LEMMON 20MEm N87777 001
NOV 01, 1985
AA Z0MG N87126 001 TABLET3; ORAL
ANTEPAR
@ BURRCUGHS WELLCOME EQ 500MG BASE
PHENVLBUTAZONE (PAGE 3-168)
CAPSULE; ORAL POLYETHYLENE GLYCOL 33503 POTASSTUM CHLORIDE; SODIUM
PHENYLBUTAZONE BICARBONATE: SODIUM CHLORIDE; SODIUM SULFATE (PAGE 3-170)
100MGn N889%4 Q01
DEC 04, 1985 SOLUTION; ORAL
ocL
2 ABBOTT LABORATORIES 6GM/100ML;75MG/100ML 3168MG/100ML 3
146MG/100ML 5
1.29GM/7100MLR N19286 001
APR 30, 1986

AB BARR LABORATORIES
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'85 - NOV'86

POTASSIUM CHLORIDE (PAGE 3-171)
INJECTABLE; INJSCTION

POTASSIWM CHLORYDE
AP MAURRY BIOLOGICAL  2MEQ/MLR
TABLET, CONTROLLED RELEASE; ORAL

K-DUR 10
BC KEY PHARMACEUTICALS 10MEGR

K-DUR 20
KEY PHARMACEUTICALS 20MEQM
KALINORM .
18] [RS8 eEnday/ 1141/
BC  CIBA/CIBA-GEIGY 10MEQ
KLOR-CON
BC  UPSHER-SMITH LABS  8MEGM
BC 10MEG
SLON-K
BC  CIBA-GEIGY SMEQ

POTASSIUM CITRATE :PAGE 3-173)
TTABLETS. RAL/

TABLET, CONTROLLED RELEASE; ORAL

[POTASS IO ‘CLIRATE/
UROCIT-K

UNIV TX HLTH SCI CTR BMEGR

PRALIDOXIME CHLORIDE U{PAGE 3-174)
INJECTABLE; INJECTION

PRALTDONIME CHLORTDE
ap SURVIVAL TECHNOLOGY 300MG/ML

148/ ’%ﬁ%fmwmsﬂ/mm

PREDNISOLONE (PAGE 3-17¢)

SYRUP; ORAL
PRELONE
MURD PHARMACEUTICAL 15MG/5MLR

N88286 001
SEP 05, 1935

N1%439 002
JUN 13, 1986

N18439 001
JUN 13, 1986

/

N19381 001
APR 16> 1986

N19123 001
APR 17, 1986
N19123 002
APR 17, 1986

N17476 002

N19071 001
AUG 30, 1985

N18986 001
APR 26> 1983

44 44
oty

N8%081 001
FEB 04, 1986

3481 ‘dd
gy

40

EREDNISOLONE ACETATES SULFAGETAMIDE SODIUM (PAGE 3-178)

SUSPENSION/DROPS; OPHTHALMIC

AT ALLERGAN PHARMS 0.2%320%
FREDHULFATR XX
AT PHARMAFAIR 024310/

PHATE (PAGE 3-176)

SOLUTION; ORAL
PEDIAPRED
FISONS EQ 5MG BASE/SMLM

PREDNISONE (PAGE 3-176)
TABLET; ORAL
DELTASONE

AB UPJOHN M6
AB 0MG
AR 20M6
st TRETHRONELL ARS) 1y
IeR il
Y ot
TR Y
AR REID-ROWELL LABS 1MG
AB 46
4B aoMe
AR 20M6
AB SoMG
PREDNTSONE
> ADD > AB  AM THERAPEUTICS EhE
>"ADD >
>7ADD > AB aomex
>-ABD >
>7aDD "> 4B 20MG
>7A0D >
84 ISR LSSIONSS] 98]
V% it
AB BARR LABORATORIES éﬂE
8 -
[ ISR RURAAER)  [BE]
[
[ s

N12813 002

N88837 001
DEC 24, 1985

N19157 001
MAY 28, 1986

N09986 002
N09986 006
N09986 007

N83009 001
N83009 002
N8300% 003
-~ ‘N83009 004

~ N85999 001

Ng9387 001
NOV 06, 1986
N89388 001
NOV 06, 1986
N89389 001
T
[8eads ddi/
/N84g34 ddL/
N80701 001
N86595 001
R
s ., S0L)
IN8EILs "dd1/
/NgsIsL ad1/
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> _ADD >

>_ADD >

> DLT >

PREDNISONE (PAGE 3-176)
TABLET; ORAL

RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 ¢/ AUG'85 - NOV'86

AB mDMURY PHARMACAL M6
aB © 10MG
25355 JOORAED S/ ;g%z '
e, ity
4B DURAMED PHARMS MG
AB A0M6
AB 206
AB  MUTUAL PHARM She
AB JoMen
AB 20Me
KT PORAIAT
B3] PRI FORAHOW3/
ﬁ_ﬁ PREIVATE FORMULATIONS 5MG
JHERANE. LASORROREES) 10T
16/ J:80
1 i
y it
1/ e,
AB ROXANE LABORATCRIES MG
AB 2.5M6
AB SMe
AB A0M6
AB 20M6
AB 28M6
AB 50MG
AB TOWRNE PAULSEN oMen
N
183 Estoncs) ol
A8 WEST-WARD Big
AB loMen
T/ fidvey
AB 50MG

N80356 001
N85162 001
N85161 €01
ey
RIS,
N883%4 001
OCT 04, 1983
N88395 001
OCT 04, 1983
N883%6 001
OCT 04, 1983
N89245 001
DEC 04, 1985
N89246 001
DEC 04, 1985
N89247 001
e,
RSN,

N80209 001

z
LYY YN

APR 22, 1982
N87801 001
APR 22, 1982
N80352 001
Na4l22 001
N87342 001
N87833 001
MAY 04, 1982
N84283 001
N89028 001
i
/1\88485."861/
N80292 001
N88832 001
DEC 04, 1985
N83677 001
/83633, °461/
N88465 001
JUN 01, 1984

PREDNISONE (PAGE 3-176)

> T >

> LY >

> LQ! >
>_ADD >
> A!!!! >
>_ADD >

TABLET; ORAL

.
) R R tEa v
(PAGE 3-178)
CAPSULE; ORAL
4B CORD LABORATORIES  25QMGM
AB 278MEm
48 500MEx
INJECTABLE; INJECTION
ap B eOrT LABSARYORTES 200MG/MLM
aAp S00MG/MLX
AP ELKINS-SINN/AHROBINS 100MG/MLM
AR E00MG/MLX
AP LYPHOMED 200MG/MLN
ap BOOMG/NLK
AP PHARMAFAIR 100MG/MLY
&R B00MG/MLY
AP GQUAD PHARMS 100MG/MLM
ap S00MG/MLM
TABLET, CONTROLLED RELEASE; ORAL
HAMEDE
AB  DANBURY PHARMACAL  250MGM
A8 500MGu
L 750M6x
4B INVAMED 500MGY
4B SIDMAK LABORATORIES 250MGHM
a8 500MGw

41

N89219 001
JUL 01, 1986
Ng9220 001
JUL 01, 1986
N89221 001
JUL 01, 1986

N89069 001
FEB 12, 1986
N89070 001
FEB 12, 1986
N89029 001
APR 17, 1986
N§9030 001
APR 17, 1986
N89415 001
NOV 17, 1986
N89416 001
NOV 17, 1986
N8882% 001
NOV 20, 1985
N88830 001
NOV 20, 1985
N89256 001
MAY 30, 1986
N89257 001
MAY 30, 1986

N89026 001
OCT 22, 1985
N89027 001
OCT 22, 1985
N89042 001
0oCT 22, 1985
N89284 001
JUN 23, 1986

N88958 001
DEC 02, 1985
N88959 001
DEC 02, 1985
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PROMETHAZINE WYDROCHLORIDE (PAGE 3-181)

EROPRANOLOL_HYDROCHLORIDE (PAGE 3-183)

gyIVAY Ad09 1538

SVYRUP; ORAL

TABLET3 ORAL

EROPRANOLOL,_HEL
CORD LABORATURIES

AA LIFE LABORATORIES  6.25MG/EMLM N89013 001 aB 20Met N70663 001
SEP 20, 198% JUN 13, 1986

a 20M6m N7066% 001

TABLET; ORAL JUN 13, 1986
PROMETHAZINE HCL AB A0MGR N70665 001

BP  LEMMON 25MeH N89109 001 JUN 13, 1986
SEP 10, 1985 a8 SOMGM N70666 001

OCT 10, 1986

a8 aoMeR N70667 001

PROPRANOLOL HYDROCHLORIDE (PAGE 3-183) JUN 13, 1986
B DANBURV PHARMACAL  JOMGw N70175 001

INJECTABLE; INJECTION MAY 13, 1986
AB 20M6m N70176 001

AP AVERST LABS/AMHO MM, N16419 001 MAY 13, 1986
PROPRANOLOL HOL 4B A0MGH W70177 001

AP SOLOPAK LABORATORIES IMG/MLR N70135 001 MAY 13, 1986
ATR 15, 1986 a8 HOMGH N71098 001

ap e/MLm N70136 001 OCT 06, 1986
APR 15, 1986 AB BOMGH N70178 001

AP MG/MLm N70137 001 MAY 13, 1986
APR 15, 1986 B 90MGx N71183 001

OCT 06, 1986

TABLET; ORAL AB DUPAMED PHARMS 20MG% N70206 001
SEP 09, 1985

AB AYERST LABS/AMMO 4O N16418 009 aB 20M6 N70307 001
OCT 18, 1982 SEP 09, 1985

a8 o0MG N16418 010 AR AOMEM N70308 001
OCT 18, 1982 SEP 09, 1985

a8 S0MEN N70309 001

AB MYLAN PHARMS 10MGx N70211 001 OCT 01, 1986
NOV 19, 1985 B aoMeu N70310 001

a8 20ME% N70212 001 SEP 09, 1985
NOV 19, 1985 AB 20MG N71327 001

a8 4OMGN N70213 001 oCcT 01, 1986
NOV 19, 1985 AB LEMMON 20Men N70233 001

a8 80MER N7021¢ 001 JUN 23, 1986
NOV 19, 1985 a8 40MGN N70236 001

JUN 23, 1986

aB BARR LABORATORIES  1OMGH N70319 001 a8 MARTEC PHARMS 1oMcu N70120 001
ocT 22, 1985 AUG 06, 1985

A8 20M6m N70320 001 AB 20MG6m N70121 001
OCT 22, 1985 ' AUG 06, 1985

aB 40MGR N70103 001 a8 GOMGH N70122 001
ocT 22, 1985 AUG 06, 1985

a8 60MG" N70321 001 aAB 60MGw N70123 001
SEP 26, 1986 : SEP 15, 1986 oCcT 29, 1986

aB 80MER N70322 001 AB 8OMGH N70124¢ 001
AUG 04, 1986 AUG 06, 1985
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>_ADD_>
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ApD >
>_ADD >

EEEEEEEEEREEEEEEEEEBEEEERBR

RX DRUS PRODUCT

PROPRANOLOL_HVDROCHLORIDE (PAGE 3-183)
TABLETS ORAL

DAR PHARMACEUTICAL  10MGw
20Mon

PARKE-DAVIS/N-L 20H5

PUREPAC/KALIPHARMA  10MGM

ROXANE LABORATORIES 10MGRm

2oMen
NATSON LABS JoMex
20Men
40MGw

SEP 24, 1986

SEP 24, 1986 :

SEP 24, 1986

SEP 26, 1986

N70217 001
AUG 02, 1986
N70218 001
AUG 01, 1986
N70219 001
AUG 01, 1986
N70220 001
JUN 05, 1986
N70221 001
APR 14, 1986
N71288 001
OCT 22, 1986
N70438 001
SEP 15, 1986
N70439 001
SEP 15, 1986
N70440 001
SEP 15, 1986
N7044) 001
SEP 15, 1986
N70442 001
SEP 15, 1986
N70814 001
NOV 03, 1986
N70815 001
NOV 03, 1986
N70816 001
NOV 03, 1986
N70817 001
NOV 03, 1986
N70757 001
NOV 03, 1986
N70516 001
JUL 07, 1986
N70517 001
JUL 07, 1986
N70518 001
JUL §7, 1986
N70519 001
SEP 11, 1986
N70520 001
JUL 07, 1986
N70521 001
SEP 11, 1986
N70548 001
JUL 10, 1986
N70549 001
APR 11, 1986
N70550 001
APR 11, 1986
N70551 001
JUL 10, 1986

LIST 7 CUMULATIVE SUPPLEMENT MWRMBER 15 / AUG'85 - NOV'86

EROTAMINE SULFATE (PAGE 3-184)

INJECTABLE; INJECTION

AP ELY LILLY

> ADD > AF

> Agn >

>_ADD > AP

>_ADD_>
AR QUAD PHARMS
ae
AP UPJORN

JoMemt,
ELKINS-SINN/AHROBINS 10MG/MLM

JOMB/MLN
1OMB/MLN
S0MG/VIALM
S0MG/VIAL

BROTEIN HVDROLVSATE (PAGE 3-184)

INJECTABLE; INJECTION

HYPROVIGEN 5Z

KENDALL MCGAW LABS 5Z

GUAZEPAN (PAGE 3-186)

TABLET; ORAL
DORMALIN
SCHERING

15MGt

QUINIDINE GLUCONATE (PAGE 3-186)
TABLET, CONTROLLED RELEASE; ORAL

QUINALAN
BC  LANNETT 324MGx
AR SUPERPHARM 324MGw
RANITIOINE HYDROCHLORIDE (PAGE 3-187)
TABLET; ORAL
TAc/ . .
[erAxS/ 164 1806 BASE/
ZANTAC 150
GLAXO EQ 150MG BASE
ZANTAC 300
GLAXO EQ 300MG BASEM

43

N06460 002
N89%474 001
NOV 05, 1986
N89%475 001
NOV 05, 1986
N89306 001
MAY 30, 1986
N89307 001
MAY 30, 1986
N07413 001

NO6170 003
JAN 10, 1984

N18708 001
DEC 27, 1985

N88081 001
FEB 10, 1986

N89164 001
NOV 21, 1985

163 'dd
gy

N18703 00
JUN 09, 1985

N18703 002
DEC 09, 1985
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RIBAVIRIN (PAGE 3-189)

POWDER FOR RECONSTITUTION; INHALATION

VIRAZOLE
VIRATEK 6GM/VIALM
RITODRINE HYDROCHLORIDE (PAGE 3-189)
INJECTABLE; INJECTION
RITODRINE HCL
AP QUAD PHARMS 10MMm
ap A5MGMLun
PAR
AP ASTRA PHARM PRODS  1OMG/ML
AP AsteAn,
SECRETIN (PAGE 3-190)
INJECTABLE; INJECTION
SECRETIN-KABI ,
JXABENETRR/ 138¢0/VEAL/

PHARMACIA/PHARMACIA 75CU/VIAL

(PAGE 3-191)
CREAM; TOPICAL

1ty Wmmsmg/

MARION LABORATORIES
/ﬂl Thawoc ey 1y
A8 TRAVENOL LABS x
T RA
AB  CHESEBROUGH-PONDS 1

SODTUM BICARBONATE (PAGE 3-191)

INJECTABLE; INJECTION

SODIUM BICARBONATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 0.9MEQ/MLA

1MEQAMLH

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'8%

N18859 001
DEC 31, 1985

N70700 001
OCT 06, 1986
N70701 001
OCT 06> 1986

N18580 001
N18580 002

J18296. 481/
N18290 Q01

/Ni1381." 841/

N17381 001

74,44
g

N18578 001
FEB 25, 1982

N1881¢ 001
DEC 23, 1985

N19463 001
JUN 03, 1986
N1%443 002
JUN 03, 1986

- NOV'86 %
ACYID (PAGE 3-191)
GRANULE, EFFERVESCENT; ORAL
BAROS
MALLINCKRODT G60MG/GM;3420MG/GM N18509 001
AUG 07, 1985
SODIUM CHLORIDE (PAGE 3-191)
INJECTABLE, INJECTION
& ABBOTT LABORATORTES ggg_umg_gug,u " N19480 001
SEP 17, 1985
AP TRAVENOL LABS ME/MLM N16677 004
OCT 30, 1985
SODIUM JODIDE, I-123 (PAGE 3-193)
CAPSULE; QRAL
SODIY_TODTDE ¥wi23
® BENEDICT NUCLR PHARM 400 UCT N18671 003
MAY 27, 1982
S0DIUM NITROPRUSSIDE (PAGE 3-194)
INJECTABLE; INJECTION
NXIROPRESS
4P  ABBOTT LABORATORIES 50MG/VIALM N70566 001
JUN 09, 1986
SODIUM, _POLYSTYRENE SULFONATE (PAGE 3-195)
SUSPENSION; ORAL, RECTAL
SODIUM_POLYSTYRENE SULFONATE
> ADD > AR ROXANE LABORATORIES 15GM/6OMLM N89049 001
NOV 17, 1986
SOMATREM (PAGE 3-195)
INJECTABLE ; INJECTION
PROTROPIN
GENENTECH SMG/VIALX N19107 001

0CcT 17, 1985
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 15 / AUG'S85 - NOV'86

SOMATROPIN (PAGE 3-195)

INJECTABLE; INJECTION
ASELLACRIN 10

9 SERONO LABS 10 IW/VIAL N17726 001
ASELLACRIN 2
2 SERONO LABS 2 TU/VIAL N17726 002
JUL 21, 1983
CRESCORMON
2 KABIVITRUM & JU/VIAL N17992 001
SPIRONOLACTONE (PAGE 3-196)
TABLET; ORAL
SPIRONDLACTONE
a8 MUTUAL PHARMACAL S5Hen NB9424 001
JUL 23, 1986
>_ADD > AB SUPERPHARM 25Meu N89364 001
>_ADD > NOV 07, 1986
STANOZOLOL, (PAGE 3-1963
TABLET; ORAL
WINSTROL
WEINTHROP-BREON/STERL 2MGu N12885 001
MAY 14, 1984
SULCONAZOLE NITRATE (PAGE 3-197)
SOLUTION; TOPICAL
SULCCSYN
SYNTEX LABS/SYNTEX 1¥m N18738 001
AUG 30, 1985

CREAM; VAGINAL

SYNE-SULE
AT € AND W LABORATORIES 3,7432.86433.427;0,64/m N88607 001
JUN 09, 1986
SULEAMETHOXAZOLE 3 TRIMETHOPRIM (PAGE 3-198)
SUSPENSION: ORAL
SEPTRA GRAPE
AB BURROUGHS WELLCOME  200MG/BML 540MG/5MLM N17598 002
FEB 12, 1986
AL EREIG (FRIRNGLG QNG 41
AB PLANTEX/IKARHARN 200MG/5ML ;40MG/EMLI N70028 001
JUN 02, 1987 t OCT 29, 1985

LE: UREA (PAGE 3-197)

SULMERPREM
AB MY-K LABS

>_ADD > AB SOOMG 3 80MGH
>_ADD >
>_ADD > AB £00MG;3 160MEM
>_ADD >
AB MUTUAL PHARM 400MG 3 80MEN
800MG;160MEN

PHARM BASICS

ﬁ%ﬁ

45

N70063 001
AUG 01, 1986

N7006% 001
AUG 01, 1986

N70889 001
NOV 13, 1986
N70890 001
NOV 13, 1986
N71016 001
AUG 25, 1986
N71017 001
AUG 25, 1986
N70203 001

‘83,1981 '¢ 'nov 08, 1985

N70204 001

‘42,1984 ' ‘nov 08, 1985

N70215 001

'd3, 1487 5 /sep 10, 1985

70216 001

ot 1981 ::/se'.i Yoy 1088

ENCTH
N70037 001
3 SEP 19, 1985

a8
a8
a8
28 SIDMAK LABORATORIES
s
AR
Ap

= PLANTEX/TKAPHARM

JUN 02, 1987 :

SULEANILAMIDE (PAGE 3-199)
cnem. VAGINAL

_D.LL>/éiI ﬁfﬂ# K. BORION, Y/ L84/

VAGITROL
LEMMON 15/
>aLT > /%;@;iﬂﬂ.’ﬂﬁiml
> DL > TPERRELE. DOR/ o0 CHEN/ L. 8t/
> DLT >

N70030 901
SEP 19, 1985

dés3d "dd
18

N88718 001
SEP 19, 1985
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'S85 - NOV'86

SULFINPYRAZONE (PAGE 3-200)
CAPSULE; ORAL

SULFINPYRATONE
28 PAR PHARMACEUTICAL  200MGw

TABLET; ORAL
SULEINPYRAZONE
a8 PAR PHARMACEUTICAL  100MG

SULFISOXAZOLE DIOLAMINE (PAGE 3-200)
SOLUTION/DROPS; OPHTHALMIC
SULFISONAZOLE DIOLAMEINE

AT 2 BARNES-HIND PHARMS £ 47 BASE

AT HOFFMAN-LAROCHE £Q 47 BASE

SUPROFEN (PAGE 3-201)

CAPSULE; OQRAL
SUPROL
ORTHO PHARMACEUTICAL 20CMGn

TECHNETIUM, TC-99M, SULFUR COLLOID (PAGE 3-203)
INJECTABLE; INJECT

T T ‘9 MK
ROy

SOLUTION; INJECTION, ORAL
TECHNETIUM TC 99M SULFUR COLLOID

GAMMA DIAG LABS 3MCIML
TECHNETIWM, TC-99M, LIDOFENIN KIT (PAGE 3-202)

INJECTABLE; INJECTION
TECHNESCAN HIPA RIT
MS&D RES LABS/MERCK N/am

N&go34 001
SEP 06, 1985

N88933 001
SEP 06, 1985

N84148 001
NO7757 002

N18217 001
DEC 24, 1985

/L3134 881/

N17724 001

N18489 001
oCT 31, 1986

INJECTABLE; INJECTION

/w SRR

CIS-US | : NZA

;I, 1/ /8é8/
/A!/ tﬁﬁ ﬁ XE8, AN, d0Ns/ /usd/
SOLUTION; INJECTION, ORAL

JECHNECOLL

AP MALLINCKRODT nwa
Isagn

AP ER SQUIBB AND SONS N/A

TEMAZEPAM (PAGE 3-203)
CAPSULE; ORAL

AB SANDDZ PHARMS/SANDOZ 1SMG
AB 20M8
/8d383/
IEMAZ
a8 QUANTUM PHARMICS 15Meu
AR 30Men
IEAZERAN
AB BARR LABORATORIES  )5Mow
aB 3aMet
AB COLMED LABORATORIES 15MGM
4B 3oMext
AR MYLAN PHARMS 15MEx
aB 30Mexn
JESTOSTERONE ENANTHATE (PAGE 3-204)
INJECTABLE; INJECTION
TESTOSTERONE ENANTHATE
A0 QUAD PHARMS 0OMG,
40 200MG/MLK

46

(PAGE 3-203)

/N17488 861/

N17858 001
/NL#ds8/481/
/18923, 624/

N17059 001
N1l6923 001

N18163 001
N18163 002

N70564 001
OCT 15, 1985
N70547 001
OCT 15, 1985

N71174 001
JUL 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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RX DRUB PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMDER 18 7/ AUG'85 - NOV'86

JESTOSTERONE PROPIONATE (PAGE 3-204)
INJECTABLE; INJECTION

>"aDD ">
JETRACYCLINE HYDROCHLORIDE (PAGE 3-205)
CAPSULES URAL
TETRACYCLINE MO
AB ~ PRIVATE FORMULATIONS 250MGt
AB SooMen
JHEOPHYLLINE (PAGE 3~206)
CAPSULE; ORAL
168 RIS 10888/
144/ /4608
SOMOPHYLLIN-T
1681 T seNs 118688/
188/ ey
83X BERLEX/SCHERING 10006
BX 200MG
SOMOPHYLLIN-T
BX FISONS 100M6
BX 200MG
> ADD > BX 25046
THEOPHYLLINE
> ADD > BX RP SCHERER 100MGn
> ADD >
> ADD > BX 200MG
> ADD >
> ADD > BX 250MG1
> AQD >
CAPSULE, CONTROLLED RELEASE; ORAL
> ADD > AERQLATE IIX
>_ADD_> FLEMING 65MGn
> A!!Q >

N89283 001
NOV 03, 1986

N62686 001
JUL 24, 1986
N62686 002
JUL 24, 1986

Z
Uy
e
v, Pty

S~

b=

T

12
Toon
(-5
, Joty.

&

b
=
-
Bt
;‘:Nuv -,
=
&
BN

TETE

Y .'N.
Fete M
bl
28

.

v o\
o

2
o

B e

= =
TR,

g
g,

01
JUL 31, 1984

N83921 001
JUL 31, 1984

N87155 001
FEB 25, 1985
NB87155 002
FEB 25, 1985
N87185 003
FEB 25, 1985

N84731 002
NOV 07, 1986
N84731 001
NOV 07, 1986
N84731 003
NOV 07, 1986

N85075 003
NOV 29, 1986

JHEOPHYLLINR (PAGE 3-206)
CAPSULE, CONTROLLED RELEASE3 ORAL

AEROLATE JR
BC FLEMING 130MGxt
AEROLATE SR
BC FLEMING 260McH
THEQ-DUR SPRINKLE
BC REY PHARMACEUTICALS 50MGH
BC 128MM
BC 200MeRr
5N
THEOPHYLLINE-SR
BC RP STHERER 300MGn
ELIXIRS ORM.
THEOPHYL 2
G mmrucﬁoﬁwxié S L1
112, SWISML
SYRUP; ORAL
ACCURDRON
AA MERRELL DOW/DOW CHEM 150MG/)SMLm
THEOPHYLLING
AA NATL PHARM MFG/BARRE 150MGZIEML
TABLETS ORAL
QUIBRON-T
HMEAD JOHNSON/B-M 300MGa
1680 SIEYLIS YRR, 440y
T8 iy,
a8 WILLIAM H RORER JOOMG
AB 200M6

THEOPHYL-~225

/KM X '#HA#M¢£MI¢KL/¢25H¢/

TABLET, CHEHWABLE; ORAL
THEOPHYL

MCNEIL PHARM 100MGx

TABLET, CONTROLLED RELEASE; ORAL
KEY PHARMACEUTICALS 450MGCx

a7

N85075 002
NOV 24, 1986

N85075 001
NOV 24, 1986

N88022 001
SEP 10, 1985
N88016 001
SEP 10, 1985
N87995 001
SEP 10, 1985
N88015 001
SEP 10, 1985

N88255 001
JUN 12, 1986

1838485, dd1/

N86485 001

N88746 001
NOV 22, 1985

N86545 001

N88656 001
AUG 22, 1985

d2.'dd
e
NE5202 001
N85204 001

/ig4i2e. ed1/

N84726 001

N86506 001
SEP 12, 1985

N89131 001
JUN 25, 1986




RX DRUS PRODUCT LIST ¢ CUMULATIVE SUPPLEMENT NARMBER 15 / AUG'85 - NOV'@6 ‘ 48
THIORIDAZINE HYDROCHLORIDE (PAGE 3-209) TOLAZAMIDE (PAGE 3-212)
TABLET3 ORAL

a COLMED LABORATORIES 250MGH N70168 001
AR N88%41 001 APR 02, 1986
DEC 16, 1988 AB 500MGxu N70169 001
AR JooMsanm N88%42 001 APR 02, 1986
DEC 16, 1985 a CORD LABORATORIES  250MGH N70289 001
MAR 13, 1986
TABLETS ORAL aAB 500MGH N70290 001
MAR 13, 1986
AB CORD LABORATORIES  1S5O0MGHM Nasl136 001 8 DANBURY PHARMACAL  10OMGa N70513 001
SEP 17, 1986 JAN 09, 1986
aB 200Mem Na8137 001 AB 250MBx N70514 001
SEP 17, 1986 JAN 09, 1986
A8 MUTUAL PHARM JoMew N89431 001 aB 500MGu N70515 001
AUG 01, 1986 JAN 09, 1986
AB 25M6n N89432 001 AB DURAMED PHARMS Joonen N70165 001
AUG 01, 1986 JAN 10, 1986
a8 50MG NB89433 001 AB 250MEH N70166 001
AUG 01, 1986 JAN 10, 1986
: AB 500MEN" N70167 001
JAN 10, 1986
TINOLOL MALEATE (PAGE 3-211) aB INTERPHARM 250MEm N71270 001
SEP 23, 1986
SOLUTION/DROPS; OPHTHALMIC B 500MGR N71271 001
>_ADD > TIMOPTIC IN OCUDOSE SEP 23, 1986
>_ADD > MSD RES LABS EQ 0.25% BASEm N19463 001 AB MYLAN PHARMS 250MGn N70259 001
>_ADD > NOV 05, 1986 JAN 02, 1986
>_ADD_> EQ 0.5 BASEM N1%9463 002 AB 500MEu N70913 001
>_ADD > MW 05, 1986 MAR 17, 1986
4B PAR PHARMACEUTICAL  100MGM N70159 001
JAN 06, 1986
TOLAZAMIDE (PAGE 3-212) B 250M6u N70160 001
JAN 06, 1986
TABLET; ORAL AB 500MGH N70161 001
JAN 06, 1986
AB BARR LABORATORIES  looMen N70162 001 AB SUPERPHARM 250MGn N70763 001
JAN 14, 1986 JUN 16, 1986
aB 250M6u N70163 001 AB 500ME N70764 001
JAN 14, 1986 JUN 16, 1986
AB 5006 N70166& 001
JAN 14, 1986 _
AB BOLAR PHARMACEUTICAL }O0MGH N70262 001 TRAZODONE HYDROCHLORIDE (PAGE 3-212)
AUG 01, 1986 .
AB 250M6n N70243 001 TABLET; ORAL
AUG 01, 1986
AB 500MEm N70244 001 AB MEAD JOHNSON/B-M 50MG N18207 001
aAUG 01, 1986 AB 100MG N18207 002
aAB CHELSEA LABORATORIES 100MGw N70285 001
JAN 09, 1986
AB 250M6n N70286 001
JAN 09, 1986
a8 500MeK N70287 001

JAN 09, 1986




RX DRUG PRODUCT LIST / CLRULATIVE SUPPLEMENT NUMBER 15 / AUB'85 - NOV'd6

{PAGE 3-212)

TABLET; ORAL

IRAZODONE NI,
48 AM THERAPEUTICS 50MEn
48 logien

0 >_ADD > AB BOLAR PHARMACEUTICAL S0MGM

e >_ADD >

™4 > ADD > AB 100Mem
&2 > apD >

:Ss AB CHELSEA LABORATORIES SOMem

% a8 200Mex
g AR DANBURY PHARMACAL  SOMGM

3 a8 URS.]

TRIAMCINOLONE ACEVONIDE (PAGE 3-213)

LOTION; TOPICAL

AT THAMES PHARMACAL 0,171

PASTE; DENTAL
KENALOG IH ORABASEH
AT ER SQUIBS AND SONS 0.)}%

ORACORT _
AT TARO PHARMS 0.1
TRIENTINE HYDROCHLORIDE (PAGE 3-216)
CAPSULE3; ORAL
CUPRID

MS8D RES LABS/MERCK 250MGH

E (PAGE 3-217)

INJECTABLE; INJECTION

TRIMETHOBENPAMIDE HEL
AP SOLOPAK LABORATORIES 100MG/MLM
Ap 200ME/MLR
aAp 200G

N71139 001
0CT 29, 1986
N71140 001
0CT 29, 1986
N71112 001
NOV 17, 1986
N71113 001
NOV 17, 1986
N70568 001
0CT 10, 1986
N70569 001
0CT 10, 1986
N70857 001
0CT 10, 1986
N70858 001
0CT 10, 1986

N89%129 001
AUG 14, 1986

N12097 001

N70730 001
OCT 01, 1986

N191%94 001
NOV 08, 1985

N88%0 001
APR 04, 1986
N8%043 001
APR 04, 1986
N8%0%% 001
APR 04, 1986

TRIMETHORRIM (PAGE 3-218)
TABLET; ORAL

IRIMETHOPRIM
AB BARR LABORATORIES  100MGw
Au s,

SEP 24, 1986 :

TROPICAMIDE (PAGE 3-219)
SOLUTION/DROPS; OPHTHALMIL

JROPICAMEDE
AT MAURRY BIOLOGICAL  1im

UROFOLLITROPIN (PAGE 3-220)
INJECTABLE; INJECTION

METRODIN

SEROND LABS 75IU/ANPH

VALPROATE SODIUM {PAGE 3-220)
SYRUP3 ORAL
DEPAKENE
4 ABBOTT LABORATORIES EQ 250MG BASE/SML
HYEROXC ACED
AA hY-K LABS £Q._250MG BASE/SHLM

YALPROIC ACID (PAGE 3-220)
CAPSULE; ORAL
DEPAKENE
AR ABBOTT LABORATORIES 250MG
VALPROTG ACID
aB PAR PRARMACEUTICAL  250MGM

VANCOMYCIN HYDROCHLORIDE (PAGE 3-220)

CAPSULE; ORAL
VANCCCIN HCL
ELI LILLY EQ 125MG BASEH

EQ 250MG BASEX

%9

N704%4 001
JAN 22, 1986
N70495 001
MAR 14, 1986

N88447 001
AUG 28, 1985

N19415 001
SEP 18, 1986

N18082 001

N70868 001
JUL 01, 1986

N18081 001

N70431 001
FEB 28, 1986

N50606 001
APR 15, 1986
N50606 002
APR 15, 1986
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INJECTABLE; INJECTION
VANCOGEN MEl,
ELX LILLY

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 / AUG'S85 - NOV'86
YANCOMYCIN HYDROCHLORIDE (PAGE 3~220)

ap EQ _5S00ME BASE/VIAL
AP £Q _500MG BASE/VIALSR
EQ 16M BASE/VIALM
EQ 1GM BASE/VIALR
AP LEDERLE PARENTERALS EQ _S00MG BASE/VIALM
VERAPAME!, WYOROCHLORIDE (PAGE 3-220)

EEEEER

EEEBBEBREBREBERBEBLE

INJECTABLE; INJECTION

LUITPOLD PHARMS

LYPHOMED
QUAD PHARMS

TABLET3 CRAL
v
BARR LABORATORIES

VERARAMEL HEL
INTL MEDICATION SYS 2,.5MG/Min

25BN
£.5M6MLM
2.5M80m
2.3MB/MLR

80Mew
20t

SEP
SEP

CHELSEA LABORATORIES S0MGHM

DANBURY PHARMACAL

PARKE-DAVIS/H-L

PUREPAC/KALIPHARMA

SEP
lzomea

S0MGM

SEP
SEP
SEP
SEP
SEP

SEP

24,
24y
26,
26,
24,
26,
2%»
26y
26,

24,

1986
1986
1986
1986
1986
1986
1986
1986
1986

N6018D 001
N62476 001
MAR 15, 1986
N62476 002
MAR 21, 1986
N60180 Q02
HAR 21, 1986

N62682 001
JUL 22, 1986

N70451 001
DEC 16, 1985
N70225 001
NOV 12, 1985
N70617 Q01
NOV 12, 1985
N70348 001
MAY 01, 1986
N70672 001
MAR 07, 1986

N70482 001
SEP 23, 1986
N70483 001

SEP 23, 1986

N70421 001
SEP 17, 1966
N70422 001
SEP 17, 1986
N70855 001
SEP 23, 1986
N70856 001
SEP 23, 1986
N70340 001
AUG 20, 1986
N70341 001
AUG 20, 1986
N7101% 001
SEP 23, 1986
N70468 001
SEP 23, 1986

VERAPAMIL _HYDROCHLORIOE (PAGE 3-220)
TABLET3 ORAL
WATSON LABS 80MGw
£oMew
A20Me
lagiex

BBEEE

VINBLASTINE SULFATE (PAGE 3-221)
INJECTABLE; INJECTION

”féﬁ!’u

1188 4is/

ELI LILLY 10MG/VIAL
ap LYPHONED 10MG/VIALM
AR QUAD PHARMS JOMG/VIALR

YINCRISTINE SULEATE (PAGE 3-221)
INJECTABLE; INJECTION

ONOCOVIN

AP ELI LILLY Jue/m,
AP LYPHOMED IMEMLm
Ap QUAD PHARMS ug/mm
ap MG ML

HWARFARIN SODIUM (PAGE 3-221)
TABLET; ORAL

Il STRRONY A SO 48/

DUPONT PHARMS/DUPONT 2.5MG
WARFARTN_SODTUM
AB COLMED LABORATORIES 2.5Mew

80

N70995 001
OCT 01, 1986
N71366 001
0CT 01, 1986
N70994 001
oCT 01, 1986
N71367 001
OCT 01, 1986

/817648, °dd1/

N12665 001

N89011 001
NOV 18, 1985
N89365 001
AUG 07, 1986

N14103 003
MAR 07, 1984

N70411 001
SEP 10, 1986
N70777 001
APR 29, 1986
N70778 001
MAY 01, 1986

/\89218.'818/

N09218 018

N88720 001
AUG 06, 1985




“ETIVAY Ad03 1538

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NABER 15 / AUG 85 - NOV'86 51

ZING_CHLORIDE (PAGE 3-223)
INJECTABLE; INJECTION
ZINC CHLORIDE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ 1MG ZINC/MLR N19559 001
JUN 26, 1986




OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 15 7 AUG'8E - NOV'86

(ALL PRODUCTS - SEE INTRODUCTION) 52
‘ BACTTRACIN ZINC3 POLYMYXIN 8 SULFAYE (PAGE 3-224) ENTRAM] REX (PAGE 3-225)
AEROSOL3 TOPICAL SYRUP} ORAL
LANABIOTIC PENNTUSS
COMBE 500 UNITS/GM3 PENNNALT PHARM EQ OMG MALEATE/SML;
5,000 UNITS/Git N50598 001 EQ 10MG BASE/SML N18928 001
SEP 22, 1986

AUS 19, 1985

CHLOR, 'EXIDINE GLUCONATE [(PAGE 3-224)
SOLUTION; TOPICAL

(PAGE 3-225)

CIDA-STAT
HUNTINGTON LABRS 2m N19258 001 HALSEY DRUG 12.8M6/5MLK N89179 001
JUL 22, 1986 JUN 05, 1986
CHG SCRUB DIPHEN
HUNTINGTON LABS 4 N19258 002 BAY LABORATORIES 12, 8MG/5MLR N70118 001
JUL 22, 1986 OCT 01, 1985
EXIDINE HYDRAMINE
XTTRIWM LABS 2/ N1%422 €01 NATL PHARM MFG/BARRE 12.5MG/8MLM N70205 001
DEC 17, 1985 JAN 28, 1986
2.5/ N19421 €01
DEC 17, 1985
55 STERI-STAT DOXYLAMINE SUCCINATE (PAGE 3-225)
s MEDICAL SVS RES o N70104 001
s JUL 24, 1986 CAPSULE; ORAL
e UNISON
=9 PFIZER LABS/OFIZER  25MGR N1%440 001
i FEB 05, 1986
=
LN
= T&JLET, CONTROLLED RELEASED; ORAL >_ADD > EPINEPHRINE (PAGE 3-225)
é PHENYLPROPANDLAMINE HCL W/ CHLORPHENIRAMINE MALEATE
T DORSEY LABS/SANDOZ  12MG;75MGH N19613 €0 > ADD >  AEROSOL3; INHALATION
JUN 165 1986 >_ADD > BRONKAID MIST
>_ADD > WINTHROP-BREON/STERL 0.25M/INH N16803 001
>_ADD > EPINEPHRINE MIST
CHLORPHENIRANVINE MALEATE; PSEUDDEPHEDRINE MYDROCHLORIDE >_ADD > NATL PHARM MFG/BARRE 0.2MG/INH N87907 001
(PAGE 3-225) >_ADD_> MAY 23, 1986
>_ADD > PRIMATENE MIST
CAPSULE, CONTROLLED RELEASE; ORAL >_ADD > WHITEHALL LABS/AMHO 0.2MG/INH N16126 001
ISOCLOR
AM CRITICAL CARE/AHS  8MG3120MGH N18747 001

MAR 06, 1986 >_ADD > EPINEPHRINE BITARTRATE (PAGE 3-225)

>_ADD > AEROSOL; INHALATION

>_ADD > BRONITIN MIST

>_ADD_> WHITEHALL LABS/AMHO 0.3MG/INH ) N16126 002
>_ADD > MEDIHALER EPI

>_ADD_> RIKER LABS/3M 0.3MG/INH N10374 003
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CALL PRODUCTS - SEE INTRODUCTION)

JIBUPROEEN (PAGE 3-225)
TABLET; ORAL

, TBUPROFEN
BARR LABORATORIES  200MGM N70493 001
o SEP 24, 1986 : DEC 24, 1985
o 200MGm N70908 001
& SEF 26, 1986
o 200MG N71462 001
. 0CT 02, 1986
o CHELSEA LABORATORIES 200MGt N70605 001
& SEP 24, 1986 : MAY 07, 1986
= CORD LABORATORIES  200MGH N70733 001
g SEP 24, 1986 : SEP 19, 1986
DANBURY PHARMACAL  200MGt N70435 001
SEP 24, 1986 : MAR 05, 1986
OHM LABORATORIES  200MGH N71163 001
SEP 26, 1986 t JUL 15, 1986
PAR PHARMACEUTICAL  200MGt N70481 001
SEP 24, 1986 : OCT 18, 1985
PURPEC/KALIPHARMA  200MGt N71122 001
OCT 03, 1986

MEDIPREN
MCNEIL CONSUMER PROD 200MGt N70475 001
SEP 24, 2986 ¢ FEB 06, 1986
200ME N71215 001
SEP 24, 1986 ¢ JUN 26, 1986

PROFEN

PRIVATE FORMULATIONS 200MG N71265 001
OCT 15, 1986

" YSOPHANE ;. PURTFIED HUMAN (SEMISYNTHETIC) (PAGE 3-226)

INJECTABLE; INJECTION
NOVOLIN 70/30

SQUIBB/NOVD 30 UNITS/ML370 UNITS/ML® N19441 001
JUL 21, 1986
INSULIN, PURIFIED PORK (PAGE 3-227)

INJECTABLE; INJECTI

pLEVs O M#ﬂi#l( d!J#K (PSS

VELOSULI
NORDISK 100 UNITS/ML N18193 001
IN P ON, B T. (PAGE 3-226)
INJECTABLE; INJECTION
HUMULIN BR
ELI LILLY 100 UNITS/MLn N19529 001

APR 28, 1986

HUMAN (PAGE 3-226)

INJECTABLE; INJECTION
HUMULIN N
ELI LILLY 100 UNITS/ML N18781 001
Oc™ 28, 1982

HUMAN (SEMISVNTHETIC)

[N LN .
(PAGE 3-226)

INJECTABLE: INJECTION

INSULATARD NPH HUMAN
NORDISK USA 100 UNITS/MLR N19449 001
MAY 30, 1986

AN (PAGE 3-226)

INJECTABLE; INJECTION
HUMULIN L
ELI LILLY 00 UNITS/MLm N19377 002
SEP 30, 1985

INSULIN, PURIFIED, HUMAN, SEMISYNTHETIC (PAGE 3-227)

INJECTABLE; INJECTION
VELOSULYN HUMAN
NORDISK USA 100 UNITS/MLM N19450 001
MAY 30, 1986

(PAGE 3-228)

SOLUTION/DROPS; OPHTHALMIC

OCUCLEAR
SCHERING 0.0251 N18471 001
MAY 30, 1986
POVIDONE-TQODINE (PAGE 3-228)
SPONGE; TOPICAL
POVIDONE-IODINE
PARKE-DAVIS/DESERET 202 N19240 001
NoV 29, 1985

PSEUDOEPHEDRINE HYDROCHLORIDE (PAGE 3~228)
CAPSULE, CONTROLLED RELEASE; ORAL

[3U0RFED."S.K. /

SUDAFED 12 HOUR
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54
CALL PRODUCTS - SEE INTRODUCTION)
EYRITHEONE ZINC (PAGE 3-228)

LOTICN; TOPICAL

HEAD & SHOULDERS CONDITIONER
PROCTER AND GAMBLE 0.3Mm

N19422 001
MAR 10, 1986
0.3/n N1%4l2 002
HAR 10, 1986
0.37m N19412 003
MAR 10, 1986
0.3/ N19412 004
MAR 10, 2986
PHATE (PAGE 3-229)
GEL; DENTAL
EXTRA-STRENGTH AIM
LEVER BROTHERS 1.27m N19518 001
AUG D6, 1986

~gyTIVAY 1400 1538
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DRUS PRODUCTS APPROVED UNDER SECTION 505 OF TN
BY THE DIVISION OF BLOOD AND BLOOD PRODUCTS L

NO SEPTEMBER 1985 - NOVEMBER 1986 APPROVALS

E ACT / CUMULATIVE SUPPLEMENT MRBER 15 / AUG'GS - NOV?
IsT

86

55




C.

Orphan Dr::g Products with Exclusive Approval

List of Drug Products Which Must Demonstrate in vivo
Bioavailability Only if Product Fails to Achieve

Biopharmaceutic Suidance Availability List

APPENDICES
1.
2.
Adequate Dissolution
3.
4. ANDA Suitability Petitions
5. Exclusivity Terms
6.

Prescription and OTC Drug Product Patent and

Exclusivity Data

BEST COPY AVAILAB..
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APPENDIX 1

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

Section 526 of the Federal Food, Drug, and Cosmetic Act contains provisions whereby FDA may designate a
sponsor's drug, antibiotic, or biological product as a "designated orphan drug". Section 527 of the
Act establishes a process whereby a sponsor may receive seven years of exclusive approval status if
that sponsor is the first to achieve new drug, antibiotic, or biological product approval for a
designated orphan drug for the designated indication(s). The exclusive approval may be revoked by
written consent of the sponsor or by FDA action after finding that the sponsor holding exclusive
approval cannot assure the availability of sufficient quantities of the drug to meet the needs of
patients with the designated orphan indication(s).

Orphan Dru? 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 NDA, antibiotic application,
or biological license approval for the drug. No subsequent sponsor may receive approval of an NDA,
biological license, paper NDA, 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 daescribed above or the subsequent sponsor has
obtained written consent from the sponsor who has received exclusive approval.

Biological products, antibiotics, and drugs that have been approved under section 505 or 507 of the Act
or under section 351 of the Public Health Service Act for marketing and have been given orphan drug
exclusive approval will be noted by the abbreviation ODE in the Patent and Exclusivity Data Appendix.
Drug products that have received the written permission of the sponsor that has orphan drug exclusive
approval to be approved under section 527(b)(2) of the Act are also noted by the abbreviation ODE in
the Patent and Exclusivity Data Appendix. These drug products do not have any exclusive approval
rights of their own, but can be marketed because of the consent given by the sponsor that has exclusive
approval. These products are marked by an (*) next to the applicant's name.
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Active Ingred.(s
reng

Hemin
313mg/amp

Digoxin Immune
Fab (OVINE)

APPENDIX 1

BIOLOGICAL PRODUCTS

Trade Name
Dosage Form; Route

Panhematin
Injectable; Injection

Digibind
Injectable; Injection

Applicant

Abbott
Laboratories

Burroughs Wellcome

License Number

Approval Date

43
Jul 20, 1983

129
Rpr 22, 1986

59

Exclusivit
Exg.ﬂife

ODE
Jul 20, 1990

ODE
Apr 22, 1993
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Active Ingred.(S
ren

Chenodiol
250mg

Cromolyn Sodium
a3

Carnitine, L-
330mg

Carnitine, L-
1gm/10m1

Naltrexone
Hydrochloride
50mg

Monooctanoin
100%

Pentamidine
Isethionate
300mg/m1

Trade Hame
Dosage Form; Route

APPENDIX 1

DRUG PRODUCTS

Chenix
Tablet; Oral

Opticrom
Solution/Drops;
Ophthalmic

L-Carnitine
Tablet; Oral

Vitacarn
Solution; Oral

Trexan
Tablet; Oral

Moctanin
Liquid;
Perfusion
Biliary

Pentam 300
Injectable;
Injection

*Refer to Appendix I narrative

Applicant

Rowell
Laboratories

Fisons
Sigma-Tau
Kendall McGaw

Labs¥

Dupont Pharms

Ascot Hosp
Pharms

LyphoMed

(continued)

Appl. Prod.
N%proval Date

18513 002
Jul 28, 1983

18155 001
Oct 3, 1984
18948 001
Dec 27, 1985

19257 001
Apr 10, 1986

18932 001
Nov 20, 1984

19368 001
Oct 29, 1985

19264 001
Oct 16, 1984

Exclusivit
EXp. Pate

ODE

Jul 28, 1990
ODE

Oct 3, 1991
ODE

Dec 27, 1992

ODE
Nov 20, 1991

ODE
Oct 29, 1992

0DE
Oct 16, 1991

60
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Active Ingred.(s
tren

Potassium
Citrate
Smeq

Somatrem
Smg/vial

Trientine
‘Hydrochloride
250mg

Trade Name

APPENDIX 1

DRUG PRODUCTS

Eaggge Form; Route

Urocit-K
Tablet; Oral

Protropin
Injectable;

Injection

Cuprid
Capsule; Oral

(continued)

Applicant

Univ of Tx Hlth
Sci Ctr

Genentech

Merck Sharp and
Dohme Res Labs

Appl. Prod.
pprova te

19071 001
Aug 30, 1985

19107 001
Oct 17, 1985

16194 001
Nov 8, 1985

61

Exclusivit
Exp. Date

0DE
Aug 30, 1992

ODE
Oct 17, 1992

0DE
Nov 08, 1992
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APPENDIY 2

62

LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY

Acetaminophen; Aspirin;
Butalbital
Capsule or Tablet; Oral

160-165mg; 160-165mg; 50mg

Acetamino?hen; Aspirin;
Butalbita
Capsule or Tablet; Oral

325mg; 325mg; 50mg

Acetaminophen; Aspirin;
Butalbital; Caffeine

Capsule or Tablet; Oral

160-165mg; 160-165mg; 50mg; 40mg

Acetaminophen; Aspirin;
Butalbital; Caffeine

Capsule or Tablet; Oral

325mg; 325mg; SOmg; 40mg

Acetaminophen; Butalbital

Capsule or Tablet; Oral
325mg; 50mg
650mg; 50mg

Acetaminophen; Butalbital;
Caffeine

Capsule or Tablet; Oral
325mg; 50mg; 40mg

650mg; 50mg; 40mg

Aminophylline
Tablet; Oral
100mg

200mg

Aspirin; Butalbital;
Capsule or Tablet; Oral
325mq; 50mg

650mg; SOmg

Aspirin; Butalbital; Caffeine
Capsule or Tablet; Oral
325mg; 50mgs 40mg;

650mg; 50mg; 40mg;

Aspirin; Caffeine;
Carisoprodol
Tablet; Oral

160mg; 32mg; 200mg

Aspirin; Caffeine;
Carisoprodol; Codeine Phosphate
Tablet; Oral

160mg; 32mg; 200mg; 16mg

Aspirin; Carisoprodol
Tablet; Oral

325mg; 200mg

Aspirin; Carisoprodol;
Codeine Phosphate
325mg; 200mg; 10mg

Aspirin; Menrobamate
Tablet; Oral

325mg; 200mg

Aspirin; Methocarbamol
Tablet; Oral

325mg; 200mg

Chlorothiazide
Tablet; Oral

250mg

Estrogens, Conjugated; Meprobamate

Tablet; Oral
0.4mg; 200mg
0.4mg; 400mg

Hydroxyzine Hydrochloride
Tablet; Oral

10mg

25mg

50mg

100mg
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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,
Room 178-06, 5600 Fishers Lane, Rockville, MD 20857. Comments and suggestions concerning
these guidances are encouraged and should be sent to the Division of Bioequivalence.

Name of Drug Date Revised Date
Acetohexamide Nov 15, 1985
Allopurinol Jul 15, 1985
Amiloride Hydrochloride Mar 29, 1985
Aminophylline Suppositories Jul 05, 1983
Amitriptyline Hydrochloride Jul 05, 1983
Anticholinergic Drugs (Controlled Release) Nov 07, 1980
Baclofen May 05, 1986
Carbamazepine Dec 05, 1984 Aug 04, 1986
Cefadroxil Oct 07, 1986 '
Cephradine (Capsule and Suspension) Sep 10, 1986
Cephalexin (Tablet and Capsule) Aug 13, 1986 Oct 27, 1986
Chlordiazepoxide Hydrochloride Jul 05, 1983
Chlorpropamide Jul 05, 1983
Chlorthalidone Jul 05, 1983
Clofibrate Apr 07, 1986
Clonidine Hydrochloride Dec 05, 1984
Clorazepate Dipotassium Mar 10, 1986
Diazepam (revised) Jul 08, 1985
Dicyclomine Hydrochloride Aug 10, 1984
Dipyridamole Jul 05, 1983

(continued)
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Name of Drug

Disopyramide Phosphate
Dissolution Testing (General)
Doxepin Hydrochloride
Erythromycin

Flurazepam
Hydrochlorothiazide

APPENDIX 3

(continued)

Hydroxyzine Hydrochloride (Dissolution Only)

Hydroxyzine Pamoate
Indomethacin
Isosorbide Dinitrate

Isosorbide Dinitrate (Controlled Release

Products)
Lorazepam
Meclofenamate Sodium
Methylprednisolone
Methyltestosterone
Metoclopramide
Minoxidil
Nitrofurantoin (Macrocrystalline)

Phentermine Hydrochloride (Dissolution)
Phentermine Hydrochloride (Slow Dissolving;

Dissolution)
Phenylbutazone & Oxyphenbutazone
Prednisone (Dissolution Only)
Probenecid
Procainamide
Propranolol
Propylthiouracil

(continued)

Date

Jul 09,
Apr 19,
Apr 02,
Apr 05,
Oct 15,
Jul 25,
Jan 27,
Jul 26,
Apr 06,
Jun 04,
Sep 19,

Dec 03,
Nov 12,
Jun 12,
Nov 16,
Dec 27,
Apr 02,
Oct 29,
Nov 21,
Nov 21,

Jul 26,
Jul 10,
Jul 26,
Jul 25,
May 19,
Aug 13,

1985
1985
1985
1977
1985
1983
1981
1983
1985
1985
1985

1984
1986
1986
1979
1984
1986
1985
1980
1980

1983
1985
1983
1983
1984
1986

Revised Date

Oct 09, 1986

64
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APPENDIX 3
~ (continued)
Name of Drug
Quinidine Gluconate (Controlled Release)
Spironolactone
Sulfinpyrazone
Temazepam

Theophylline (Controlled Release)
Theophylline (Immediate Release)
Tolazamide

Tolbutamide

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

65

Revised Date

Apr 30, 1986
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APPENDIX 4
ANDA SUITABILITY PETITIONS

66

The following are two 1ists 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
The determination that an ANDA will be approved is not made until the

submission as an ANDA (List Il., Petitions Denied).
ANDA itself is submitted and reviewed by the Agency.
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
Capsule; Oral

Acetaminophen;
Codeine Phosphate
Soft Gelatin
Capsule; Oral

Strength
(Container Size)

I. Petitions Approved

Docket Number

500mg
30mg

500mg
60mg

650mg
15mg

300mg
30mg

84 p-0z28/CP

84 P-0228/CP

86 P-0200/CP

85 P-0543/CP

Petitioner

McNeil Pharm

McNeil Pharm

Mikart, Inc

Softan

(continued)

Reason for

Petition

New Dosage
Form
New Strength

New Dosage
Form

New Strength

New Strength
New Dosage

Form

New Dosage
Form

A coby of each petition is listed by docket number on public display in

Status

Approved
Jun 02, 1986

Approved
Jun 02, 1986

Approved
Oct 3, 1986 |

Approved
Mar 18, 1986
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Drug Name

Dosage Form; Route

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

Acetaminophen;
Codeine Phosphate
Soft Gelatin
Capsule; Oral

Acetaminophen;
Codeine Phosphate
Soft Gelatin
Capsule; Oral

Acetaminophen;
Codeine Phosphate
Elixir; Oral

Acetaminophen;
Codeine Phosphate
Tablet; Oral

Acetaminophen;
Codeine Phosphate
Tablet; Oral

Acetaminophen;
Codeine Phosphate
Tablet; Oral

500mg
7.5mg

500mg
15mg

160mg/5m1
6mg/ 5ml

500mg
15mg

500mg
30mg

500mg
60mg

(continued)
Docket Number Petitioner
85 P-0543/ Softan
CP0002
85 P-0543/ Softan
CP0002

86 P-0133/CP Kleinfeld, Kaplan and

Becker

86 P-0161/CP Roxane Laboratories

86 P-0161/CP

Roxane Laboratories

86 P-0161/CP Roxane Laboratories

(continued)

Reason for

Petition

New Dosage
Form
New Strength

New Dosage
Form

New Strength
New Strength
New Strength

New Strength

New Strength

67

Status

Approved
Mar 19, 1986

Approved
Mar 19, 1986

Approved
May 21, 1986

Approved
May 8, 1986

Approved
May 8, 1986

Approved
May 8, 1986



g

g
¥
Dru

g Name
Dosage Forms Route

Acetaminophen;
Codeine Phosphate
Tablet; Oral

Acetaminophen;
Hydrocodone Bitartrate
Solution; Oral

Acetaminophen;
Oxycodone Hydrochloride
Solution; Oral

Acetaminophen;
Oxycodone Hydrochloride
Soft Gelatin

Capsule; Oral

Acetaminophen;

Propoxyphene Hydrochloride

Soft Gelatin
Capsule; Oral

Acetaminophen
Suppository; Rectal

Strength
(Container Size)

650mg
15mg

500mg/15m1
5mg/15m1

325mg/5ml
5mg/ 5m1

50Cmg
5Smg

500mg
32mg

80mg

APPENDIX 4

I. Petitions Approved

(continued)

Docket HNumber Petitioner

86 P-0200/CP Mikart, Inc

84 P-0391/CP UAD Laboratories

85 P-0085/CP Roxane Laboratories

85 P-0543/ Softan
CP0003
85 P-0581/CP Softan

85 P-0403/CP Upsher-Smith Labs

(continued)

Reason for

pPetition

New Strength

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Dosage
Form
New Strength

New Dosage
Form
(Pediatric)

68

Status

Approved
Oct 3, 1986

Approved
Jul 2, 1985

Approved
Aug 23, 1985

Approved
Mar 18, 1986

Approved
Mar 18, 1986

Approved
Oct 16, 1985




. Drug Name
~:Dosage Form; Route

~ Aminocaproic Acid
- Injectable; Injection

Aninophylline
Injectable; Injection

Aminophylline
Injectable; Injection

Aspiring
Caffeine;
Dihydrocodeine Bitartrate

‘TJablet; Oral

Azatadine Maleate;
Phenyl propanolamine
Hydrochloride
Sustained Release
Capsule; Oral

Benztropine Mesylate
Syrup; Oral

Bretylium Tosylate
Injectable; Injection

Strength

(Container Size)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

500mg/ml
10m1/vial

10mg/m1
10m1/vial

50mg/ml
20m1/vial

356.4mg
30mg
16mg

1mg

75mg

0.5mg/5ml

100mg/m1

85 P-0308/CP

85 P-0459/CP

85 P-0459/CP

86 P-0359/CP

85 P-0492/CP

85 P-0423/CP

86 P-0157/CP

Petitioner
Abbott Laboratories
Abbott Laboratories
Abbott Laboratories

Central Pharms

SK&F Laboratories

RIM Consulting

Lyphomed

(continued)

Reason for
Petition

New Strength
New Strength
New Strength

New Dosage
Form

New
Combination
New Dosage
Form

New Dosage
Form

New Strength

69

Status

Approved
Feb 12, 1986

Approved
Feb 12, 1986

Approved
Feb 12, 1986

Approved
Sep 29, 1986

Approved
Jan 28, 1986

Approved
Oct 16, 1985

Approved
May 8, 1986
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Drug Name
Dosage Form; Route

Brompheniramine Maleate;
Pseudoephedrine
Hydrochloride

Sustained Release
Capsule; Oral

Cholestyramine
Tablet, Chewable;
Oral

Chlorpheniramine Maleate;
Phenylpropanolamine
Hydrochloride
Controlled-release
Capsule; Oral

Chlorhexidine Gluconate
Solution; Topical

Cisplatin
Injectable, Injection

Strength
(Container Size)

12mg
120mg

Eq 4gm

Resin

10mg

75mg

1.5%

100mg/vial

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number Patitioner

85 P-0095/CP UAD Laboratorijes

86 P-0123/CP Parke-Davis Labs/W-L

85 P-0149/Cp Dura Prarmaceuticals

84 pP-0417/CP Parke Davis

86 P-0395/CP Ben Venue Labs

(continued)

Reason for

Petition

New
Combination
New Dosage
Form

New Dosage
Form

New

Strength

New Strength

New
Strength

70

Status

Approved
Dec 13, 1985

Approved
Jun 20, 1986

Approved
Dec 13, 1985

Approved
Sep 18, 1985

Approved
Dec 8, 1986
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Drug Name
Dosage Form; Route

Codeine Phosphates;
Dexbrompheniramine Maleate;
Phenyl propanolamine
Hydrochloride

Syrup; Oral

Cytarabine
Injectable; Injection

Cytarabine
Injectable; Injection

Dacarbazine
Injectable; Injection

Dexbrompheniramine Maleate;
Phenyl propanclamine
Hydrochloride

Time Release Capsule;

Oral

Dexbrompheniramine HMaleate;
~ Pseudoephedrine
Hydrochloride

Sustained Release

Capsule; Oral

Strength
(Container Size)

10mg/5ml
Tmg/5m1
12, 5mg/5ml

20mg/m1
5m1/Vial

20mg/m1
25m1 /vial

500mg/Vial
6mg
75mg

om
1

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

85 P-0269/CP

86 P-0130/CP
86 P-0130/CP
86 P-0300/CP
85 P-0238/

CP0002

85 P-0140/CP

Petitioner

Bock Pharmacal

Quad Pharms
Quad Pharms
Quad Pharms

Bock Pharmacal

Central Pharms

(continued)

Reason for

Petition

New
Combination

New Dosage
Form

New Dosage
Form

New Strength

New
Combination

New
Combination
New Dosage
Form

n

Status

Approved
Dec 6, 1985

Approved
Aug 21, 1986

Approved

Approved
Aug 15, 1986

Approved
Dec 13, 1985

Approved
Dec 13, 1985
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=
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Name
age Form; Route

Dexbrompheniramine Maleate;

- Pseudoephedrine
Sulfate

Sustained Release
~ Capsule; Oral

Diazepam
Solution; Oral

Diazepam
Syrup; Oral

Diazepam

Intensol

Solution (Concentrate);
Oral

Diphenhydramine
Hydrochloride
Concentrate; Oral

Disopyramide Phosphate
Tablet, Controlled
Release; Oral

Strength
(Container Size)

6mg
120mg

5mg/5ml

2mg/5ml

5mg/m1

50mg/m1

200mg
300mg

APPENDIX 4

1. Petitions Approved

(continued)
Docket Number Petitioner
85 P-0140/ Central Pharms

€P0002

85 P-0090/CP Roxane Laboratories

85 P-0499/CP Carolina Med Prods

85 P-0566/CP Roxane Laboratories

84 P-0174/CP Roxane Laboratories

84 N-0116/CP Biocraft Labs

(céntinued)

Reason for

Petition

New
Dosage Form

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Strength

New Dosage
Form
New Strength

72

Status

Approved
Jan 22, 1986

Approved
Sep 19, 1985

Approved
Feb 28, 1986

Approved
Mar 18, 1986

Approved
Sep 11, 1985

Approved
Jun 03, 1986




TEVTIVAY Ad0J IS8

Drug Name
Dosage Form; Route

Disulfiram
Suspension; Oral

Estradiol
Tablet; Oral

Floxuridine
Injectablie; Injection

Fluorouracil
Injectable; Injection

Fluorouracil
Injectable; Injection

Fluorouracil
Injectable; Injection

Flurazepam
Concentrate; Oral

Flurazepam Hydrochloride
Solution; Oral

APPENDIX 4

I. Petitions Approved

{continued)

Strength

(Container Size) Docket Number Petitioner

500mg/ 30m1 85 P-0215/CP Paddock Laboratories
0.5mg 84 p-0308/CP Key Pharmaceuticals
500mg/5ml 86 P-0242/CP Quad Pharms

25mg /m1 85 P-0208/CP Int1 Pharm Prods
50mg/ml 85 P-0221/CP LyphoMed
(100m1/vial)

50mg/20m1 86 P-0080/CP Ben Venue Labs
30mg/ml 85 P-0081/CP Roxane Laboratories
15mg/5ml 85 P-0091/CP Roxane Laboratories

(continued)

Reason for

Petition

New Dosage
Form

New Strength

New Dosage
Form

New Strength
New Strength
New Strength
New Dosage

Form

New Dosage
Form

73

Status
Approved
Oct 8, 1985

Approved
Mar 24, 1986

Approved
Aug 15, 1986

Approved
Oct 8, 1985

Approved
Feb 18, 1986

Approved
Apr 2, 1986

Approved
Jul 10, 1985

Approved
Oct 25, 1985




5
E

%

Drug Name
Dosage Form; Route

Furosemide
Solution; Oral

Furgsemide
Concentrate; Oral

Glucagon
Injectable; Injection

Haloperidol
Solution; Oral

Haloperidol Lactate
Intensol
Concentrate; Oral

Haloperidol
Solution; Oral

Hydralazine Hydrochloride

Solution; QOral

Ibuprofen
Capsule; Oral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

40mg/5m1

80mg/m1

Eq 2mg Base/Amp

2mg/5ml

Eq 5mg Base/ml

5mg/Sml

25mg/5ml

200mg

85 P-0106/
CP0002

85 P-0106/CP
86 P-0411/CF
85 P-0076/
CP0002

85 P-0076/CP
85 P-0080/CP

85 P-0074/Cp

84 P-0383/CP

Petitioner
Roxane Laboratories
Roxane Laboratories
King and Spaulding
Roxane Laboratories

Roxane Laboratories

Roxane Laboratories
Roxane Laboratories

Sterling Drug

(continued)

Reason for

Petition

New Strength

New Strength

New Strength

New Strength

New Strength

New Strength
New Dosage
Form

New Dosage
Form

74

Status
Approved
Sep 19, 1985

Approved
Sep 19, 1985

Approved
Oct 30, 1986

Approved
Mar 26, 1986

Approved
Dec 8, 1986
Approved
Sep 19, 1985

Approved
Jul 3, 1985

Approved
Jun 25, 1985
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Drug Name
Dosage Form; Route

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

Ibuprofen
Soft Gelatin
Capsule; Oral

Indomethacin
Suspension; Oral

Isoniazid
Concentrate; Oral

‘Ketoconazole
Suspension; Oral

Leucovorin Calcium
Tablet; Oral

Lorazepam
Oral; Solution

Lorazepam

Solution (Concentrate);

Oral

Meperidine Hydrochloride

Concentrate; Oral

300mg
400mg
600mq
25mg/5m1
50mg/m1
20mg/m1

15mg

1mg/5m1

2mg/m1

100mg/m

(continued)
Docket Number Petitioner
85 P-0563/CP Softan

85 P-0077/ Roxane Laboratories

€P0002

85 P-0468/CP Carolina Med Prods

85 P-0147/CP Janssen Pharma
85 P-0487/CP Lederle Labs/AM Cyan
86 P-0292/CP Roxane Laboratories

86 P-0291/CP Roxane Laboratories

84 P-0175/CP Roxane Laboratories

(continued)

‘Reason for
Petition

New Doﬁage
Form

New Dosage
Form

New Strength
New Dosage
Form

New Strength
New Dosage
Form

New Dosage

Form

New Strength

75

Status

Approved
Mar 19, 1986

Approved
Jul 19, 1985

Approved
Dec 13, 1985

Approved
Sep 27, 1985

Approved
Jan 28, 1986

Approved
Oct 15, 1986

Approved
Oct 15, 1986

Approved
Jun 7, 1985
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Drug Name
Dosage Form; Route

Metaproterenol Sul fate
Solution; Inhalation

| Metaproterenol Sulfate
Solution; Inhalation

Metaproterenol Sul fate
Solution; Inhalation

Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Methyldopate Hydrochloride
Injectable; Injection

Methyl testosterone
Capsule; Oral

Strength

(Container Size)

10mg/2.5m1
10mg/ 3m1
15mg/ 3m1
5mg/ml

20ml/vial

Smg/ml
50ml/vial

Smg/ml
50ml /vial

Smg/ml
100m1/vial

50mg/m1
10m1/vial

25mg

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number Petitioner

85 P-0509/CP Armour Pharm

85 P-0429/
CP0002

Dey Laboratories

85 P-0429/CP Dey Laboratories

86 P-0036/CP AM Critcal Care/AHS
85 P-0545/CP Lyphomed
85 P-0540/CP Quad Pharms

85 P-0540/CP Quad Pharms
85 P-0404/CP AM Critical Care/AHS

85 P-0067/CP Star Pharmaceuticals

(continued)

Reason for

Petition

New Strength

New Strength

New Strength

New Strength

New Strength

New Strength

New Strength

New Strength

New Dosage
Form

76

Status
Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Feb 28, 19386

Approved
Mar 18, 1986

Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Oct 25, 1985

Approved
Aug 23, 1985
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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)

a%

1mg/m1
5ml/vial

Tmg/ml
10m1/vial

Smg/m1

10mg/ml

10mg/100m1
(500m1 Container)

20mg/100m1
(250m1 Container)

APPENDIX 4

I. Petitions Approved

(continued)

Bocket 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 lLaboratories

CPO002

(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 1, 1986

Approved
Sep 19, 1985

Approved
Apr 1, 1986

Approved
Apr 1, 1986
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Drug Name
Dosage Form; Route

Nitroglycerin
in 5% Dextrose
Injectable; Injection

Prednisolone
Syrup; Oral

Probucol

Tablet; Oral

Procainamide Hydrochloride
Tablet; Oral

Propranolol Hydrochloride
Capsule; Oral

Propranclol Hydrochloride
Solution; Oral

Propranolol Hydrochloride
Concentrate; Oral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

40mg/100m}
(250m1 and 500ml
Containers)

S5mg/5ml

500mg
375mg

10mg
20mg
40mg
60mg
80mg
90mg

40mg/5ml

80mg/ml

(continued)
Docket Number Petitioner
86 P-0099/ Abbott Laboratories

€P0003

86 P-0399/CP Muro Pharmaceutical

85 P-0337/CP Merrell Dow/Dow Chem

85 P-0125/CP Key Pharmaceuticals

86 P-0045/CP Nutripharm Labs

85 P-0073/CP Roxane Laborataories

85 P-0073/ Roxane Laboratories

CP0002

(continued)

Reason for

Petition

Jdew Strength

New Strength

New Strength
New Strength

New Dosage
Form

New Dosage
Form '

New ‘Dosage
Form

78

Status

Approved
Apr 1, 1986

Approved
Dec 8, 1986

Approved
Oct 25, 1985
Approved
Sep 19, 1985 -

Approved
Mar 19, 1986

Approved
Jul 8, 1985

Approved
Jul 19, 71985
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Dfug Name
Dosage Form; Route

Prbpranolo] Hydrochloride
Solution; Oral

Propranolol Hydrochloride
Tablet, Constant-Release;
Oral

Propranolol Hydrochloride
Tablet, Controlled Release;
Oral

Pyridostigmine
Bromide
Tablet; Oral

Ritodrine Hydrochloride
in Dextrose 5%
Injectable; Injection

Scopolamine Transdermal
System/24 Hour

Film, Controlled Release;
Percutaneous

Spironolactone
Syrup; Oral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number Petitioner

20mg/5m1

160mg

80mg
120mg
160mg

30mg
30mg/100m1

500m1 Container

1mg

25mg/5m1l

85 P-0073/
CP0003

Roxane Laboratories

85 P-0129/CP Verex Laboratories

85 P-0197/CP Forest Laboratories
85 P-0412/CpP Kali-Duphar Labs
86 P-0100/CP Abbott Laboratories

85 P-0168/CP Ciba Consumer Pharms

85 P-0510/CP Carolina Med Prods

(continued)

Reason for

Petition

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Strength

New Strength

New Strength
(Dosing
Interval)

New Dosage
Form

79

Status

Approved
Sep 24, 1985

Approved
Sep 25, 1985

Approved
Sep 27, 1985

Approved ,
Jan 22, 1986

Approved
May 7, 1986

Approved
Sep 27, 1985

Approved
Jan 22, 1986
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Drug Name
Dosage Form; Route

Spironolactone
Oral; Injection

Theophylline
Capsule; Oral

Theophylline
Tablet Controlled-release;
Oral

Thiothixene Hydrochloride
Solution; Oral

Triamcinolone
Acetonide
Cream; Topcial

Triamcinolone
Acetonide
Ointment; Topcial

Vinblastine Sulfate
Injectable; Injection

Vincristine Sulfate
Injectable; Injection

Xenon XE 133
Gas; Inhalation

Strength

(Container Size)

25mg/5ml
150mg
300mg
600mg

5mg/5m1

0.05%

0.95%

1mg/m1

2mg/vial

150mCi/vial
250mCi/vial

APPENDIX 4

I. Petitions Approved

(continued)

DPocket Number

86 P-0055/CP
85 P-0175/CP

85 P-0580/CP

86 P-0178/CP

86 P-0360/CP
86 P-0360/CP

86 P-0056/CF
85 P-0016/CP

86 P-0041/CP

Petitioner
Carolina Med Prods
Mead Johnson/B-M

Purdue Frederick

E11is Pharmaceutical

Carolina Med Prods

Carolina Med Prods

Quad Pharms

Bristol Labs/B-M

Medi Nuculear Corp, Inc

Reason for

Petition

New Dosage
Form

New Strength

New Strength

New Strength

New Strength

New Strength

New Dosage
Form

New Dosage
Form

New Strength

80

Status

Approved
Mar 28, 1986

Approved
Oct 8, 1985

Approved
Oct 15, 1986
Approved
Jun 04, 1986
Approved

Oct 15, 1986

Approved
Oct 15, 1986

Approved
Mar 28, 1986

Approved
Nov 8, 1985

Approved
Oct 15, 1986
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Drug Name
Dosage Form; Route

Acetaminophen;
Hydrocodone
Bitartrate
Tablet; Oral

Acetaminophen;
Hydrocodone
Bitartrate
Tablet; Oral

Aminocaproic Acid
Injectable; Injection

Aminophylline
Injectable; Injection

Aminophylline
Injectable; Injection

S5-Aminosalicylic Acid
Suppository; Rectal

Strength
{Container Size)

APPENDIX 4

IT. Petitions Denied

Docket Number

650mg
10mg

750mg
7.5mg

500mg/m1

10mg/m1

50mg/m1

500mg

85 P-0015/CP

85 P-0169/CP

85 P-0064/CP

85 P-0066/CP

85 P-0066/CP

84 P-0425/CP

Petitioner

Applied Labs

Knoll Pharmaceutical

Abbott lLaboratories
Abbott Laboratories
Abbott lLaboratories

Reid-Rowell

(continued)

Reason for

Petition

New Strength

New Strength

New Strength
New Strength

New Strength

New Ingredient

81

Status

Denied
Nov 7, 1985

Denied
Nov 7, 1985

Denied
May 29, 1985

Denied
May 3, 1985

Denied
May 3, 1985

Denied
Jun 05, 1986
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Drug Name
Dosage Form; Route

Aspirin;
Chlorzoxazone
Tablet; Oral

Aspirin;
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Aspirin;
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Strength
(Container Size)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number Petitioner

325mg
250mg

325mg
50mg
40mg
7.5mg

85 P-0071/CP MchNeil Pharm

85 P-0101/CP Sandoz Pharms/Sandoz

85 P-0101/CP Sandoz Pharms/Sandoz

(continued)

Reason for

Petition

New
Combination

New

Combination

New
Combination

82

Status

Denied
Sep 3, 1985

Denied
Sep 11, 1985

Denied
Sep 11, 1985
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Drug Name
Dosage Form; Route

Aspirin;
Butalbital;
Caffeine; .
Codeine Phosphate
Capsule; Oral

Aspirin;
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Benzoyl Metronidazole
Suspension; Injection

Betamethasone Dipropionate
Miconazole Nitrate
Cream; Topical

Strength

(Container $ize)

200mg/5m1

0.05%
2%

APPENDIX 4

I1I. Petitions Denied

(continued)

Docket Number

85 P-0101/CP

85 P-0101/
CP0G02

85 P-(258/CP

85 P-0271/CP

Petitioner

Sandoz Pharms/Sandoz

Sandoz Pharms/Sandoz

Apkon Laboratories

Ortho Pharmaceutical

(continued)

Reason for
Petition

New
Combination

New
Combination

New Ester
New Ingredient

New
Combination

Status

Denied
Sep 11, 1985

Denied
Sep 11, 1985

Denied
Mar 19, 1986

Denied
Apr 18, 1986
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Drug Name
Dosage Form; Route

Bretylium Tosylate
Injectable; Injection

Bretylium Tosy]éte

Injectable; Injection

Bretylium Tosylate
Injectable; Injection

Bretylium Tosylate
Injectable; Injection

Caffeine;

Ergotamine Tartrate;
Pentobarbital
Tablet; Oral

Caffeine;

Ergotamine Tartrate;
Pentobarbital

Sodium

Suppository; Rectal

Strength
(Container Size)

2mg/ml

4mg/ml

8mg/ml

10mg/m

100mg
Tmg

30mg

200mg
2mg
60mg

APPENDIX 4

11. Petitions Denied

(continued)

Docket Number

85 P-0063/CP
85 P-0063/
CP0002

85 P-0063/
CP0003

85 P-0063/
CP0004

85 P-0433/CP

85 P-0433/
CP0002

petitioner
Abbott Laboratories’
Abboft Laboratories
Abbott Laboratories
Abbott Laboratories

Sandoz Pharms/Sandoz

Sandoz Pharms/Sandoz

(continued)

Reason for
Petition

New Strength
New Strength

New Strength

New Strengthvb?

New
Combination

New
Combination

84

Status

Denied

‘May 29, 1985

Denied
May 29, 1985

Deniéd

~ May 29, 1985

“Denied
May 29, 1985

Denied

Nov 8, 1985

Denied = -
Nov 8, 1985
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. Drug Name
Dosage Form; Route

Cholecalciferol
Capsule; Oral

Codeine Phosphate;
Ibuprofen
Capsule; Oral

Codeine Phosphate;
Ibuprofen
Capsule; Oral

Codeine Phosphate;
Ibuprofen
Tablet; Oral

Codeine Phosphate;
Ibuprofen
Tablet; Oral

Choline Magnesium
Trisalicylate
Codeine Phosphate
Tablet; Oral

Strength
(Container Size)

1.25mg

30mg
200mg

60mg
200mg

30mg
200mg

60mg
200mg

500mg
30mg

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

84 P-0161/CP

84 P-0388/CP

84 P-0388/CP

84 p-0388/CP

84 P-0388/CP

85 P-0142/CP

Petitioner
Pharmacaps

McNeil Pharm

McNeil Pharm

McNeil Pharm

McNeil Pharm

Purdue Frederick

(continued)

Reason for
Petition

New Active
Ingredient
New

Combination

New
Combination

New
Combination

New
Combination

~ New

Combination

85

Status

Denied
Feb 13, 1986

Denied
Sep 16, 1985

Denied
Sep 16, 1985

Denied
Sep 16, 1985

Denied
Sep 16, 1985

Denied ‘
Jul 21, 1986
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Drug Name
Dosage Form; Route

Choline Magnesium
Trisalicylate;
Codeine Phosphate
Tablet; Oral

Dextromethorphan
Hydrobromide

Tablet, Controlled Release;
Oral oo

Diatrizoate Meglumine;
Lidocaine Hydrochloride
Injectable; Injection

Diazepam Intensol
Concentrate; Oral

Tri-Phasic Contraceptive

Tablet; Oral(21 and 28 days)
Ethinyl Estradiol
Norethindrone

Ethinyl Esfradi ol
Norethindrone

Ethinyl Estradiol
Norethindrone

Strength
(Container Size)

500mg
60mg

60mg

60%
1.5mg/ml

10mg/m1

0.05mg
0.5mg

0.05mg
0.75mg

0.05mg
1.0mg

APPENDIX 4

11. Petitions Denied

(continued)

Docket Number pPetitioner

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

New Salt

New Ingredient

New
Combination

New Dosage
Form

New Strength

{Dose Schedule)

86

Status

Denied
Jul 21, 1986

Denied
Jul 17, 1986

Denied
Sep 3, 1985

Denied
Sep 24, 1985

Denied
Sep 3, 1985
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Drug Name
Dosage Form; Route

Fluphenazine Hydrochloride
Injectable; Injection

Heparin Sodium
Injectable; Injection

Heparin Sodium
Injectable; Injection

Hydrochlorothiazide;
Propranolol Hydrochloride;
Triamterene

Capsule, Controlled Release;
Oral

. Hydrochlorothiazide;
Propranolol Hydrochloride;
Triamterene
Capsule, Controlled Release;
Oral

Hydrochlorothiazide;
Propranolol Hydrochloride;
Triamterene

Capsule, Controlled Release;

Strength

(Container Size)

APPENDIX 4

I1. Petitions Denied

(continued)

Docket Number Petitioner

5mg/ml

2000 Units/ml

4000 Units/ml

50mg
80m¢
75mg

50mg
120mg
75mg

50mg
160ing
75mg

85 P-0019/CP ER Squibb and Sons

85 P-0065/CP Abbott Laboratories
85 P-0065/CP Abbott Laboratories
85 P-0571/CP Ayerst Labs/AMHO

85 pP-0571/CP Ayerst Labs/AMHO

85 P-0571/CP Ayerst Labs/AMHO

(continued)

Reason for

Petition

New Strength
New Strength
New Strength
New

Combination

New
Combination

New
Combination

87

Status
Denied
Oct 25, 1985

Denied
May 29, 1985

Denied
May 29, 1985

Denied
May 16, 1986

Denied
May 16, 1986

Denied
May 16, 1986
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Drug Name
Dosage Form; Route

Hydrocortisone Acetate
Suppository; Rectal

Ibuprofens

Oxycodone Hydrochloride
Capsule; Oral

Oral

Ibuprofen;
Oxycodone Hydrochloride
Tablet; Oral

Indomethacin
Tablet; Oral

Iadomethacin
Tablet; Oral

Indomethacin

Intensol .

Solution (Concentrate);
Oral

Strength
(Container Size)

1%

200ng

5mg

200mg

5mg

25mg

50mg/m1

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

85 P-0088/CP

85 P-0141/CP

85 P-0141/CP

85 P-0025/CP
85 P-0025/CP

85 P-0077/Cp

Petitioner

Parke-Davis Labs/W-L

Dupont Pharms/Dupont

Dupont Pharms/Dupont

Verex Laboratories
Verex Laboratories

Roxane Laboratories

{(continued)

Reason for

Petition _

New Dosage
Form

New Route of
Administration
New Strength
New Ingredient

New
Combination

New
Combination

New Dosage
Form

New Dosage
Form

New Dosage
Form
New Strength

88

Status

Denied
Sep 16, 1986

Denied
Sep 27, 1985

Denied
Sep 27, 1985

Denied
Mar 31, 1986

Denied
Mar 31, 1986

Denied
Apr 7, 1986
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Drug Name
Dosage Form; Route

Indomethacin
Tablet, Constant
Release; Oral

Indomethacin
Controlled-release
Tablet; Oral

Methocarbamol
Acetaminophen
Tablet; Oral

Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Strength

(Container Size)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

75mg

75mg

400mg
325mg

1mg/m1
50ml /vial

1mg/ml
75ml/vial

1mg/ml
100m1 /vial

Metoclopramide Hydrochloride 10mg/ml

Injectable; Injection

Metoclopramide Hydrochloride 10mg/ml

Injectable; Injection

85 P-0026/CP

85 P-0180/CP

85 P-0102/CP

86 P-0015/CP

86 P-0015/CP

86 P-0015/CP

85 P-0062/CP

85 P-0457/CP

Petitioner

Verex Laboratories

Forest Laboratories

MclNeil Phawm

Intl Medication Sys

Intl Medication Sys

Intl Medication Sys

Abbott Laboratories

Abbott Laboratories

{continued)

Reason for
Petition

New Dosage
Form

New Dosage
Form

New
Combination

New Strength

New Strength

New Strength

New Strength

New Strength

89

Status

Denied
Sep 16, 1985

Denied
Apr 7, 1986

Denied
Jun 24,1986

Denied :
Apr 25, 1986 .

Denied
Apr 25, 1986

Denied
Apr 25, 1986

Denied
May 29, 1985

Denied
Apr 18, 1986 .
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 Drug Name

Dosage Form; Route

‘Metoclopramide Hydrochloride
Injectable; Injection

Metoclopramide Hydrochloride
Injectable; Injection

Metronidazole
Sponge; Vaginal

Nitroglycerin

Transdermal System

Phenylephrine Hydrochloride;

Sul fathiazole

Nasal Suspension;

Topical

Pseudoephedrine Polisterex
Controlled Release

Capsule; Oral

Temazepam
Soft Gelatin
Capsule; Oral

Strength
(Container Size)

20mg/m1
20mg/ml
50-125mg/
Sponge
None

Given

0.5%
5%

60mg

10mg

20mg

APPENDIX 4

11. Petitions Denied

(continued)
Docket Number petitioner
85 P-0062/ Abbott Laboratories
CP0002
85 P-0457/ Abbott Laboratories
CP0002
85 pP-0117/CP VLI

84 pP-0302/CP Key Pharmaceuticals

85 P-0205/CP Tanya W Ross

85 P-0334/CP Pennwalt Pharm

85 P-0016/CP Wyeth/AMHO

(continued)

Reason for

petiticn

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
Apr 18, 1986

Denied
Oct 8, 1985

Denied
Jul 29, 1985

Denied
Nov 14, 1985

Denied
Mar 19, 1986

Denied
Sep 29, 1986
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Drug Name
Dosage Form; Route

Triamcinolone Acetonide
Suspension; Injection

Triamcinolone Acetonide
Suspension; Injection

Strength
(Container Size)

APPENDIX 4

II. Petitions Denied

2.5mg/ml

3mg/ml

(continued)
Docket Number Petitioner
85 P-0001/CP GenDerm
84 P-0240/CP Bay Pharmaceuticals

N
Reason for
Petition Status

New Strength Denied
Mar 4, 1985

New Strength Denied
Mar 4, 1985
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DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, THE FOLLOWING ABBREVIATIONS HAVE BEEN
PLEASE REFER BACK TO THIS PAGE FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS

DEVELOPED.

APPENDIX 5
EXCLUSIVITY TERMS

FOUND IN THE ADDENDUM.

NC
NCE
NDF
NE
NP
NR

RTO
NS

0DE

ABBREV IATIONS

NEW COMBINATION

NEW CHEMICAL ENTITY

NEW DOSAGE FORM

NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NEW PRODUCT

NEW ROUTE

PARENTERAL IN PLASTIC CONTAINER
PRESCRIPTION TO OTC STATUS CHANGE

NEW STRENGTH

NEW DOSING SuAEDULE (SEE REFERENCE, BELOW)
NEW INDICATION (SEE REFERENCE, BELOW)

 ORPHAN DRUG EXCLUSIVITY

REFERENCES

NEW DOSING SCHEDULE

D-1
D-2
D-3
D-4
D-5

ONCE A DAY APPLICATION

ONCE DAILY DOSING

SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE

TEN DAYS/ELEVEN DAYS DOSING SCHEDULE

(continued)

92
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NEW

D-6
D-7
D-8
D-9
D-10
D-N
D-12

APPENDIX 5

(continued)

NEW DOSING SCHEDULE

SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING:

INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS

NARCOTIC OVERDOSE IN CHILDREN

POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
BEDTIME DOSING OF 800MG FOR TREATMENT

INDICATION

I-9

I-10
I-1
I-12
I-13
1-14
I-15
I-16

SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENS.ON
DYSMENORRHEA

TREATMENT OF TINEA VERSICOLOR

SYMPTOMATIC GASTROESOPHAGEAL REFLUX

NEPHROTOMOGRAPHY

CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY

VENOGRAPHY OF LOWER EXTREMITIES

WHOLE-BODY COMPUTED TOMOGRAPHY

GATED. CARDIAC POOL IMAGING

POST-MYOCARDIAL INFARCTION

COLORECTAL SURGERY

NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
CISPLATIN INDUCED EMESIS

DIABETIC GASTROPARESIS

SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE

ACROMEGALY

(continued)

93
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94

APPENDIX 5
(continued)
NEW INDICATION
I-17 PITUITARY TUMORS
I-18 POSTMENOPAUSAL OSTEOPOROSIS
I-19 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
1-20 " CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
1#2Y ACOTE/OTITLS/MERIA
1-22 EXERCISE INDUCED BRONCHOSPASMS
I-23 MYOCARDIAL INFARCTION OR STROKE
1-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
1-25 BLASTOMYCOSES DERMATITIDES
1-26 PEDIATRIC SUBARACHNOID VASCULAR
1-27 PETRIELLIDIUM BOYDII INFECTION
1-28 HEREDITARY ANGIOEDEMA
I-29 INTRACORONARY USE
I-30 PEDIATRIC USE
I-31 DIRECT ISOTOPIC CYSTOGRAPHY
I-32 POSTPARTUM HEMORRHAGE
I-33 USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
1-34 PROLACTIN SECRETING ADENOMAS
I-35 ANGINA PECTORIS DUE TO CORONARY ATHEROSCLEROSIS
I-36 ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY
1-37 SPINAL ANESTHESIA
I-38 PATIENT PREOPERATIVE SKIN PREPARATION
I-39 ADJUVANT WITH CHEMOTHERAPY FOR TREATMENT OF BREAST CANCER FOLLOWING MASTECTOMY
I1-40 ANTIDOTE FOR ACETAMINOPHEN OVERDOSE

(continued)




NEW INDICATION

95

APPENDIX 5

(continued)

I-41

1-42
[-43
[-44
I-45
I-46
1-47
I-48

MANAGEMENT OF HYPOCALCEMIA AND RESULTANT METABOLIC BONE DISEASE IN RENAL DIALYSIS PATIENTS
MAINTENANCE THERAPY AT REDUCED DOSE FOLLOWING HEALING OF ACUTE DUODENAL ULCER
TREATMENT OF GASTROESOPHAGEAL REFLUX DISEASE

TREATMENT OF SEVERE RECALCITRANT DERMATOPHYTE INFECTIONS ,
ACCELERATE BARIUM TRANSIT THEREBY DECREASING TIME AND EXTENT OF RADIATION TO INTESTINAL TRACT

TREATMENT OF SMALL CELL LUNG CANCER IN COMBINATION WITH OTHER APPROVED CHEMOTHERAPEUTIC DRUGS

USE IN BALANCED ANESTHESIA
MANAGEMENT OF FAMILIAL OR HEREDITARY ESSENTIAL TREMOR
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APPENDIX & 96
PRESCRIPTION AND OTC ORUG PRODUCY
PATENT AND EXCLUSIVITY DATA

DRUG PRODUCTS APPROVED UNDER SECTION 505 OF THE ACT
BY THE DIVISION OF BLOOD AND BLOOD PRODUCTS LIST

APPL/PROD  PATENT PATENT EXCLUSIVITY  EXCLUSIVITY
MRBER EXPIRES CORE EXPIRES

NO SEPTEMBER 1985 - NOVEMBER 1986 ACTIONS
PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVETY DATA
APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY
NUMBER EXPIRES CODE EXPIRES . NUMBER EXPIRES CODE EXPIRES
[11431881) 14833883/ [A0B/41:/4048/ 1631318831 14334339/ [ARRILA./1888/
JI31431604] [4a33883/ [ROS/a%./ 2643/ J1836318811 143241131 IR %)
[l e It | Yie o a1 lae
» 1-48 ocC » 19
F131421688]  J4B33883) JAOSI23:1288%) 16418 002 D-7 0CT 31, 1989
12142 006 4537883 AUG 27, 2002 1-48 ocT 31, 1989
12142 007 4537883 AUG 27, 2002 16418 003 D=7 OCT 31, 1989
12142 008 ©537683 AUG 27, 2002 I-48 oCT 31, 1989
12142 009 4537883 AUG 27, 2002 16418 004 D=7 OCT 31, 1989
12142 010 6537883 AUG 27, 2002 1-48 OCT 31, 1989
12365 005 4534973 AUG 13, 2002 16418 009 . D-7 OoCcT 31, 1989
12366 002 6536974 AUG 13, 2002 I-48 "OCT 31, 1989
13601 001 1-40 JAN 31, 1988 16418 010 D-7 oCcT 31, 1989
13601 002 I-40 JAN 31, 1988 I-48 ocT 31, 1989
> ABD > 14013 003 4619935 OCT 28, 2003 16636 002 D-9 SEP 26, 1986
JI4HEISOL)  [A4E8HSY [FEBIIAS11888/ p-10
TR Jitiansy (iRt iieey 153
JI83731868) 153843731 IRPRIXEIT1S8S] 26983 001 136 SEP 09, 198

(continued)
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APPENDIX & 97
PRESCRIPTION AND OTC DRUS PRODUCT
PATENT AND EXCLUSIVITY DATA

APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY
NUMBER EXPIRES CODE EXPIRES NUMBER EXPIRES CODE EXPIRES
16990 001 3634582 JAN 11, 1989 18147 002 4 8./144
Sosocis UM 14, does , JRTsss) o
17560 001  RE28636  JUN 02, 1987  [Y=21/  [SEp/34./1488/ 139808421 JUEC/IL, 1993/
17560 002  RE28636  JUN 02, 1987 /¥=21/  [3EP/24,/148¢/ 18147 003 /REZIEE4/ JOEC/Id, /19917
17561 001 3998966 ~ DEC 21, 1993  /N$/ [9EP/28:/1988/ /416634?/ £0L/ X1 /1998/
17601 001  /341d888/ [OEC/3N./1d48/ 13331843/ [oec/18,/11993/
[3e1i8at] [YEB/24,/193d/ J18184/481/ 134814811 JRUSIYE 11988/
i Al e Ay S A
/ifﬁéﬁlddi/ 143844381 [TRRR/13, 71833/ 18154 003 1461  MAY 07, 1
17697 001 $893) JOAtI81L11881) 1-45 AUG 25, 1989 igigi ggi o 3/ T, ODE '0CT 03, 1991
17717 001 >
17760 001 1383 R NDF SEP 04, 1988 18182 001 /$¢3 43 3/ [061/41./1931/
17768 001 3855140 DEC 17, 1991 1-38 SEP 24, 1986 18183 001 /3¢$ 5 3/ /¢¢f/di /iééi/
3960745 DEC 17, 1991 18217 001 NCE DEC 24, 1990
17785 001 NDF MAR 07, 1989 18230 001 /$¢$9$j$/ /d;j/ﬁiJliyyi/
17862 001 4536386 AUG 20, 2002  I-12 SEP 24, 1986 18240 001 I-35 SEP 04, 1988
1-13 SEP 24, 1986 18240 002 I-35 SEP 0%, 1988
I-16 SEP 24, 1986 1182531441/ /4é$1d6ﬁ/ /dﬁﬂ/dé» 14¢1/
17862 002 4536386 AUS 20, 2002  I-12 SEP 24, 1986 18257 001 37068  NOV 09
1-13 SEP 24, 1986 J18283/46¢/ /423766¢/ /BEC/ 425 /i¢¢7/
1-14 SEP 24, 1986 18257 002 4237068 NOV 09, 1998
17862 003 4536386 AUB 20, 2002  I-12 SEP 24, 1986 18401 001 3633791  MAR 18, 1986
I-13 SEP 24, 1986 18423 001 3855140 DEC 17, 1991
I-14 SEP 24, 1986 3960745 DEC 17, 1991
17920 005 3950333  APR 13, 1993  D-12 APR 30, 1989 18470 001 63472462 JUN 30, 1998  NCE 0CT 31, 1991
4026271  MAY 17, 19% 18471 001 NDF MAY 30, 1989
17970 001 4536516 AUG 20, 2002  I-39 DEC 10, 1988 18482 001  378468G¢  JAN 08, 1991
18024 001 1-47 OCT 23, 1989 18482 002 3694627 FEB 22, 1989
18024 002 I-47 OCT 23, 1989 3784684 JAN oa, 1991
18044 001 1-41 JAN 22, 1989 18489 001 /;5;3225/ /dﬁﬂ/ii /14¢$/ NCE OCT 31, 1991
18044 002 I-41 JAN 22, 1989 18506 001 :
18052 001  /3834573/ [det/dd./1991/ 131136431 [¥EB/28,11398/

18053.003 I-37 SEP 25, 1988
18063 005 3935267 JAN 27, 1993
3982021 SEP 21, 1993

(continued)
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APPENDIX & 9
PRESCRIPTION AND OTC DRUS PRODUCT
PATENT AND EXCLUSIVITY DATA

APPL/PROD PATENT PATENT NCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY
NUMBER EXPIRES CODE EXPIRES NUMBER EXPIRES CODE EXPIRES
18509 001 NP AUG 07, 1988 II;SSM/“I/ /316;5514/ FALOLED /I“d/
18513 002 ODE JUL 28, 1990 JAN 02, 1
18533 001 1-44 JUN 30, 1989 13701 001 3433991 APR 15, 1986 NE JAN 14, 1989
18537 003 3658993 APR 25, 1989  NCE SEP 07, 1992 18703 001 1-42 MAY 30, 1989
18644 001 3619706 JUN 25, 1991  NCE DEC 30, 1990 18703 001 163 MAY 30, 1989
2885046 MAY 20, 1992 . 18703 002 64128658 DEC 05, 1995  NCE JUN 09, 1993
4057323 MAR 26, 2002 4521431  JUN 04, 2002  I-15 JUN 28, 1988
43647257  AUS 31, 1999 ‘ 142 MAY 30, 1989
4393078 JUL 12, 2000 I-43 MAY 30, 1989
6425363  JAN 10, 2001 18705 001 NDF 0CT 31, 1988
4435449 MAR 06, 2001 18708 001 3845039 OCT 29, 1991  NCE 0EC 27, 1990
4438138 MAR 20, 2001 3920818 NOV 18, 1992
18644 002 3819706 JUN 25, 1991  NCE DEC 30, 1990 18713 001 /38348737 /o¢t/d1, 71931/
3885046 MAY 20, 1992 18731 001 3177634 FEB 20, 1990  NCE SEP 29, 1991
4057323 MAR 26, 2002 4182763  JAN 08, 1997
4347257  AUG 31, 1999 18731 002  317763¢  FEB 20, 1990  NCE SEP 29, 1991
4393078 JUL 12, 2000 4182763  JAN 08, 1997
4425363 JAN 10, 2001 18735 001 4001323  JAN 04, 1994  NCE DEC 31, 1990
4435649  MAR 06, 2001 18735 002 4001323 JAN 04, 1994  NCE DEC 31, 1990
4438138 MAR 20, 2001 18735 oos 4001323 JAN 04, 1994 NCE DEC 31, 1990
18664 003 3819706 JUN 25, 1991  NCE DEC 30, 1990 DEC 31, 1990
3885046 MAY 20, 1992 limﬁlddil /46556#/ /dsff/éS»/M‘i/ /stﬁ/ /4UB/38:/1334/
4057323 MAR 26, 2002 4055652 OCT 25, 1996 AUG 30, 1990
4367257  AUG 31, 1999 1a7sq ooz 3641127 FEB 08, 1989 NCE JAN 09, 1991
4393078  JUL 12, 2000 13754 oos 3641127 FEB 08, 1989 NCE JAN 09, 1991
4425363  JAN 10, 2001 SEP 04,
4435449  MAR 06, 2001 liﬂmlddi/ /413¢5¢1/ /#H/dd /.'(M/ /N¢£/ JOEC/ 285 /1#4/
4438138  MAR 20, 2001 DEC 28, 1989
1865¢ 001 4280957 JUL 28, 1998  NCE DEC 20, 1990 18813 001 /:4,5345#;4/ /ddf/d,i /,t ,i/
18677 001 40375«5 mw oz, 1995 NCE DEC 265 1990 18827 001 /3;53651;4/ /ﬁ;ﬁf/d;( /;(*561/
18836 001 NCE OCT 31, 1990
/;(Mﬁé/ddi/ /46#%5/ /ﬁﬁsf/m ‘/16‘5:4/ /Nﬁf/ 18ER/84: 11388/ 18830 001 ¢005209 JAN 25» 1994 NCE ocT 31, 1990
2 001 FEB 18, 1993 18830 002 3900481 AUG 19, 1992  NCE OCT 31, 1990
18683 001 4393871 JUL 19. zooo 18830 002 4005209 JAN 25, 199  NCE 0CT 31, 1990
18859 001 4211771 JUL 08, 1997  NCE DEC 31, 1990

RE29835 MAR 19, 1991

(contlinued)
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1.

APPL/PROD PATENT PATENT EXCLUSIVITY
NUMBER EXPIRES CODE

18873 002 3954872 MAY 04, 1993 NCE
%031264 JUN 21, 19%

18873 003 3954872 MAY 04. 1993 NCE
403124¢ JUN 21, 19%

18873 004 3954872 MAY 04, 1993 NCE
4031244  JUN 21, 19%

18874 001 3697559 OCT 10, 1989 NOF

18874 001 4308264 DEC 29, 1998

18874 002 3697559 OCT 10, 1989 NOF

18874 002 4308264 DEC 29, 1998

18887 001 3686412 AUG 22, 1989 NDF
3777033 AUG 22, 1989
3860618 JAN 14, 1992
4405598 SEP 20, 2000

18891 001 4559222 DEC 17, 2002

18891 002 4559222 DEC 17, 2002

/iﬁ"iflddi/ /éﬁﬁ#ﬁél /li£¢/$i »/i“i/
/.'(Miﬂdd;!/ /;455145 / /l5£¢/$i /:(641/

DEC 31, 1
18928 00_1 4221778 SEP 09, 1997
18932 001 ODE
18948 001 g:
HASS3I888) 13888331 IRRILESIS098 | NG
16349 001 /33525;?;/ JARE mw e
Tasat PR
§384134 a3 /1
JaRaiay) Iy
18956 001 §%021481 MAY 03, 199 NCE
4250113 FEB 10, 19980
189586 002 ©%021481 MAY 03, 19%% NCE
4250113 FEB 10, 1998

APPENDIX &
PRESCRIPTION AND OTC DRUBG FRODUCT
PATENT AND EXCLUSIVITY DATA

/14644'/661/ /433565‘3/ /Jﬂﬂ/#./i“é/ /ﬂ¢£/

{continued)

EXCLUSIVITY APPL/PROD
EXPIRES
DEC X0, 199%0 18956 003
DEC 30, 19%0 18956 004
DEC 30, 1990 18972 001
18985 001
SEP 26, 1989
18985 002
SEP 29, 1989
18998 001
DEC 05, 1988 18998 002
18998 003
19011 o001
19028 001
19032 001
19059 001
19059 002
19059 003
19069 001
19071 001
NOV 20, 1991
DEC 27, 1990 19079 001
DEC 27, 1992 19081 002
1043/48:11944/
MAY 08, 1990
19081 003
15084 001
19090 001
DEC 26, 1990 19107 001
19107 001
DEC 26, 1990 19193 001
19194 001
19215 001

99

PATENT PAT™NT EXCLUSIVITY EXCLUSIVITY
NUMBER EXPIRES CODE EXPIRES
4021481 MAY 03, 199%% NCE DEC 26, 1990
4250113  FEB 10, 1998
4021481 MAY 03, 199% HCE DEC 26, 1990
4250113 FEB 10, 1998
NCE DEC 24, 1990
456455¢  JUL 23, 2002
4616006 OCT 07, 2003
45604554 JuUL 23, 2002
4616006 OCT 07, 2003
4374829 FEB 22, 2000 NCE DEC 24, 1990
4376829 FEB 22, 2000 NCE DEC 24, 1990
4374829 FEB 22, 2000 NCE DEC 24, 1990
NP SEP 24, 1986
NP AUG 13, 1989

4335095 JUN 15, 1
4138475 FEB 06, 1996
4138475 FEB 06, 1996

4138475 FEB 06

13834583/ 1921181, /i“i/

4379484  APR 12, 2000
4144317 SEP 09, 1992
3948262 JUL 29, 1992
4379456  APR 12, 2000
4144317 SEP 09, 1992
3948262 JUL 29, 1992
4335125 JUN 15, 1999
4585790 APR 29, 2003

4078071 MAR 07, 1995

OCT 27, 1991
1BEC/23:1199¢/

DEC 23, 1990

Peuuou FOR EXCLUSIVITY PENDING
PETITION FOR EXCLUSIVITY PENDING
PETITION FOR EXCLUSIVITY PENDING

ODE AUG 30, 1992
NP AUG 30, 1988
NE FEB 11, 1989
NDF SEP 10, 1989
NDF SEP 10, 1989
NDF DEC 31, 1988
NCE 6CT 17, 1990
ODE 0CT.17, 1992
NCE acT 31, 1991
NCE NOV 11, 1990
ODE NOV 11, 1992
NCE NOV 25, 1990
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APPL/PRCD

19219
19221

19257

19259
19260
19264
19270

19322
19323
19359
19368

19369
19369

19384
19412
19412
19412
19412
19415
19425

19434
19435

002
001

001

001
001
001
001

001
001
001
001

001
002

002
001
002
003
004
001
001

001

001

PATENT
NUMBER

3641152
4374829
2472380

3980778
3980778

4252984
4311708
4342783
3721687
3721687
4078071
4205086

4215215
4200647
4215215
4200647
4146719

4012446%
4066755
3950333
4024271
4024163

PATENT
EXPIRES

FEB
FEB
SEP

HAR
JAN
APR
MAY
MAY

08,
22,
18,

14,
19,

24,
19,
03,
20,
20,
07,
27,

29,
29,
29,
29,
27,

15,
03,
13,
17>
17,

#REFER TO APPENDIX I MNARRATIVE

1989
2000
2001

1993
1993

1998
1999
1999
19%0
19%0
1995
1997

1997
1997
1997
1997
1996

19%%
1995
1993
19%%
19%

EXCLUSIVITY
CODE

NCE
NC

NDF
ODEw

ZAGAGEE

3

EXCLUSIVITY

DEC
ocT

APR
DEC

ocT
AUG

DEC
DEC
NOV
ocT
ocT
SEP

SEp

ocT
MAR
MAR
MAR
MAR
SEP
AUG

MAR

APPENDIX &
PRESCRIPTION AND OTC DRUB PRODUCT
PATENT AND EXCLUSIVITY DATA

EXPIRES

19,
31,

10,
275

16,
30,

27»
27y
25s
29,
29,
30,

30,

31,
10,
10,
10,
10,
18,
01,

31,

1990
1989

1989
1992

1991
1990

1990
1990
1990
19%0
1992
1991

1991

1991
1989
1989
1989
1989
1989
19%

199

>_ADD >
>_ADD ">
> Am >
>_ADD >

> ADD >

APPL/PROD

19439 001
19441 001
19462 001
19462 002
19463 001
19463 001
19463 002
19463 002
19478 001

19478 002
19510 002

19518 001
19600 001

PATENT
NABER

4283408
4282408
3655663
4195085
3655663
4195085
3644627
3784689
3644627
3784684
4283408

PATENT

EXPIRES

AUG 11,
AUG 11,
APR 11,
MAR 2B,
APR 11,
MAR 25,
FEB 22,
JAN 08,
FEB 22,
JAN 08,
AUG 11,

1998
1998
1989
1997
1989
1997
1989
1991
1989
1991
1998

EXCLUSIVITY
CODE

NS
NC
NCE
NCE
NP

NP

NCE
NDF

EXCLUSIVITY

JUL
ocT
ocT
NOV

ocT
AUG
ocT

100

EXPIRES

13,
11,
15,
15,
05,

05,

15,
06,
30,

1989
1989
1991
1991
1989

1989

1991
1989
1989
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& p/ - SUBSCRIPTION FORM
APPROVED DRUG PRODUCTS
e, WITH
“Inasa THERAPEUTICEQUIVALENCE EVALUATIONS
7TH EDITION (1887)
MAILTO: DATE:
Superintendent of Documents
Government Printing Office
Washington, DC 20402
(202) 783-3238
PURCHASER: SHIPTO:
(If different than Purchaser)

CONTACT: TELEPHONE (Include Area Code):
METHOD OF PAYMENT:

O Charge my GPO Account No.

[ Purchase Order No.

[JCheck/money order enclosed for $

(Make check or money order payable to Superintendent of Documents)

AUTHORIZING DATE:
SIGNATURE:
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE ‘

- ~ lative Suppiements.

The 7th Edition is published in March 1987.
Subscription includes the Approved Drug
Products publicat’on and meonthly Cumau-

DOMESTIC (Stock No. 917-001-00000-6) @ $86.00 $
FOREIGN (Stock No. 917-001-00000-6) @ $107.50 $

ENTER TOTAL

T GO v,
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