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

A. INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

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

6th Edition (the List). The List is comprised of three drug product
lists: The Prescription Drug Product list, the OTC Drug Product list, and
the Drug Products Approved Under Section 505 of the Act by the Division of
Blood and Blood Products list. The Cumulative Supplement provides, among
other things, information on newly approved drugs and, if necessary,
revised therapeutic equivalence evaluations and updated patent and
exclusivity data.

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

Information in the Cumulative Supplement fellows 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 1
equivalence code indicates that the drug product has become single source.
{An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)

Drug product information is provided in each Cumulative Supplement for
completeness to assist in locating the proper place in the drug product
lists for the revision. [Strength(s) which already exist in the
publication will not be repeated for context.] A page number in
parentheses, 1ocated 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 1ists and the Appendices are indicated by
new information in the Cumulative Supplement. Additions new to the
current Cumulative Supplement are indicated by the symbol >.ap2 > to the
left of the line on which new information exists. The >_apR > symbol is
dropped in subsequent Cumulative Supplements for that item.

%ST COPY AVAILABL,




2.

A newly approved product is ijdentified by the lozenge (=) to the rijht of

"its strength. This identifiar remains throughout all Cumulative

Supplements for this edition.

Deletions from the drug product lists and the Appendices are indicated by
overstruck print in the Cumuiative Supplement. Deletions new to the
current Cumulative Supplemerit are indicated by the symbol >.8Lr.> (DELETE)
to the left of the line containing the overstruck print. Ths

symbol is dropped in subsequent Cumulative Supplements for that item.

Products discontinued from marketing will be f]agged in this Cumulative
Supplement with the *® " symbo! to designate their non-marketad status
until such time that the Agency is notified that they are being marketed.

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

APPLICANT (NAME) CHANGES

Because it is not prectical to identify in the Cumulative Supplement each
and every product involved when an a»nlicant transfers its entire line of
approved drug products to another appl‘cant, or when an applicant changes
its name, the cumutation 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 wili appear as an applicant name change in the Cumulative
Supplement. The current list of applicant holder changes follows.

APPLICANT (MAME) CHANGES

Former Applicant (Name)

VITARINE/PHGENIX

DRUMMER/PHOENIX

'INVENEX LABS/LIFE
ONEAL JONES&FELDMAN

New Applicant (Name)

VITARINE
PHARMACEUTICALS, INC

VITARINE
PHARMACEUTICALS, TNC

LYPHOMED, INC

rOREST
PHARMACEUTICALS, INC
SUBSIDIARY OF FOREST
LABORATORIES, iNC

{continued)

vi

New Abbreviated Mame

VITARINE PHARMS

VITARINE PHARMS

LYPHOMED
FOREST PHARMS/FOREST

BEST COPY AVAILAS.




APPLICANT (NAME) CHANGES

_ (centinued)
Former Applicant (Namé) New Applicant (Name) New Abbre;fated~Name
IVES LABS/AMHO ‘ WYETH LABORATORIES, INC - WYETH LABS/AMHO

DIYISION OF AMERICAN
HOME PRODUCTS CORP-

REID PROVIDENT LABS REID-ROWELL REID-ROWELL
ROHEfEDLABORATORIES

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 correlation 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 vixer
blade paddie method, it raised the issue of whether the same correlation
existed for the tilting blade paddle. Following tihe October 135, 1977,
effective date of the new USP prednisone table dissolutiun 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 bioavailability study conducted

in 1982 on marketed prednisone tablets revealed no statistically significant
di fferences in the key bioavailability parameters (AUC, Cmax, Tmax) for
prednisone tablets. o

Therefore,vFDA will change the therabeutic 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 Bioequivalence.)

vii
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4.

OTC 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 as applicable proposed or
tentative final mnographs are followed {see 21 CFR 330.13).

Dexbrompheniramine Maleate 2mg
Pseudoephedrine Sulfate . 60mg
Tablet; Oral .

Pseudoephedrine HCI 60mg

Triprolidine HCI 2.5mg
Tablet or Capsule; Oral

Pseudoephedrine HCI 30mg/5ml
Triprolidine HC1 1.25mg/5m]
Syrup; Oral

Triprolidine HC1 . 1.25mg/5m

Syrup; Oral

Triprolidine HC1 2.5mg
'Tab]et; Oral '

viis
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* 5, PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

" phenazopyridine hydrochloride and

Drug products in this category (1) initially received approval only on the basis of
safety before effectiveness studies were required, or (Zg were conditionally approved
under the temporary exemption that allowed these products to be marketed while
effectiveness studies were being conducted. Listed below are those drugs which are now
required to revise their labeling and provide additional information necessary for full
approval on the basis of requirements l1isted in the Federal Register. As approval is
granted by the Agency for a specific product, based on a ticnal information submitted
by the applicant, the product will be included in the appropriate Drug Product List.

Federal Register Reference

Products
neomycin sulfate with either: MAR 26, 1984 (4> FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methyl prednisolone 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 3137)
7, 1984 (49 FR 35428)

nitroglycerin (tablet, controlled release;oral) SEP
5, 1985 (50 FR 27688

nitroglycerin (tablet, controlled release;buccal) JuL
JUL 29, 1983 (48 FR 34516

sul famethoxazole .
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 exclvsivity by the Agency, the product will appear as
single source (no therapeutic equivalence code displayed) and the potency
will reflect the unique package size. Once the period of exclusivity has
ended, the product will then conform to the standard ADP format of reflecting
“collapsed” package sizes. The current standard is to display package sizes
of all small volume parenterals within an NDA as a per ml concentration and

jarge volume parenterals as per 100ml.

BEST COPY AVAILﬁZg
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7.

REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary counts derived from the product information in the Prescription Drug Product
List and the current Cumulative Supplement. Thus, products included in the counts are domestically
marketed drug products approved for both safety and effectiveness under sestions 505 and 507 of the
Federal Food, Drug, and Cosmetic Act. Excluded are those approved drug products marketed by distributors;
those marketed solely abroad; and products now 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 dosage form and strength for a given route of administration
with approval for marketing by a firm under a particular generic or trade name.

New Molecular Entity

A new molecular entity is considered an active moiety that has not previously been approved (either as the
parent compound or as a salt, ester or derivative of the parent compound) in the United States for use in
a drug product either as a single ingredient or 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 f. -~ all additions, deletions and category changes is
reflected in the quarterly counts for multisource anu single source products.

xi_:




e

A~ AV 2409 1538

"~ CATEGORIES COUNTED

REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE(D)
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIONS(2)

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

DRUG PRODUCTS ADDED:
NEWLY APPROVED
DES| EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
WITHDRAWN 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

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

FROM MORE THAN ONE APPLICANT)

JUL '85 (BASELINE)

8048
2096 (26.0%)
9952 (74.0%)
4864 (60.5%)
1054 (13.1%)
34 ( 0.4%)

306

JUL '86

8860
2137 (24.1%)
6723 (75.9%)

5619 (63.4%)
1062 (12.1%)
42 ¢ 0.4%)

27
327

ACTIVITY FOR SUPPLEMENT NUMBER 14

AUG '86
47

47
0

47
46
0

0

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

xil

SEP '86 OCT ‘86
74 76
66 74
8 5
0 0
0 0
0 0
0 0
74 76
15 16
59 60
2 6
} 4
| 2

CUMULATIVE

197
184
t3
0
0
0
0
197
32
165
8
5
3




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 1
6TH EDITION

CUMULATIVE SUPPLEMENT MUABDER 14 / AUB'0B - OCT'86

ACETAMINOPHEN (PAGE 3-1)
INJECTABLE; INJECTION

INJECTAPAP
MCNEXL PHARM 100MG/MLR
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
CAPSULE; ORAL
BANCAP

FOREST PHARM/FOREST 325MG;50MER

TABLET; ORAL
SEDAPAP-10

HAYRAND 650M6; 50MEn

ANOGUAN
a8 MALLARD

CAPSULE; ORAL

eovpaL
AA REID-ROKELL

FYNALGDS-DC=A
A WYETH LABS/AMHO

356.5MG 30165 6N

N1778% 001
HAR 07> 1986

Naggs9 o0l
JAN 16, 1986

Negead 00l
QCT 17, 1985

Ng9007 001
MAR 17> 1986

N37628 001
OCT 01, 1986

N39115 001
JAN 14, 1986

RATE {PAGE 3-1)

386.4M853016 ;5 16Mem N88ES4 001

MAR 04, 1986

N89166 001
MAY 145, 1986

AGETAMINOPHEN: CODEINE PHOSPHATE (PAGE 3-1)

TABLETS ORAL

AL VITARINE “300MG315MG N87433 001
A 200MB330MG N85917 001
7.1} 200MG:60M8 N87423 001
A WIKART 6E0MG 3 30MGu N89231 001
MAR 03, 1986

2A N89183 001
OCT 18, 1985

AL WMIKART 300MG;3 30MGm N39238 001
FEB 25, 1986

AX  PUREPAC/KALIPHARMA  300MG330MGX N89080 001
JUL 17, 1986

AL SUPERPHARM 300MG330MGx N89184 001
ocT 18, 1985

A 200MG; 30Men N89253 001
MAY 19, 1986

p ST A conenie B N89266 001
2003 60N FEB 25, 1986

AR SUPERPHARM 300MG; 60MEM N89185 001
OCT 18, 1985

an N8925¢ 001
MAY 19, 1986.
JA&]  JVXTARINE T kg /Ndssiz 81/
ACETAMENOPHEN W/ GODETNE #3 Ry
/NB7423'881/

N85856 001

AA DM GRAHAM N89006 001

AUG 09, 1985
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RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NURMBER 14 / AUB'@3 - OCT'86
ARTRAIE (PAGE 3-3)

ACETIC ACID, GLACIAL (PAGE 3-4)

CAPSULE; ORAL SOLUTION/DROPSS OTIC
DANGAD T
AA FOREST PHARM/FOREST S0OMBISME NB7961 001 AT PHARMAFAIR 2m
AR TOAL SOVESSPECONANY/ /8ddre dse/ 1,,'“1/
. 1983/
AGETYLCYSTEINE (PASE 3-5)
AA N89008 001
FEB 21, 1986 SOLUTION; INHALATION
HUOOMYST
TABLET3 ORAL > _ADD > AN MEAD JOHNSON/B-M 0¥
RURADYHE BHO >_ADD_> AN 202
AA FOREST PHARM/FOREST 500MG;5MG N87809 001 > ADD > HIDOS0L=10
MAR 17, 1983 > ADD > AN DEY LABORATORIES 100
HYDROECECNE _Beiariks AND & St > ADD >
AR MIKART 500MG; 5MEn NB89271 001 > ADD > -
JUL 16, 1986 >_ADD > AN DEY LABORATORIES 207m
YORGET >_ADD_>
AA HOLLORAY PHARMS 500MG s 5MGn N88871 001
MAY 15, 1986
TYCODONE ACYCLOVIR (PABE 3-5)
AR MCNEIL PHARM BO0MG ; BMGn N89385 001
AUS 27, 1986 CAPSULE; ORAL
ZOVIRAR
BURROUGHS MELLCOME  200M3
(PAGE 3-3)
ALBUTEROL, _SULFATE (PAGE 3-6)
AB LEMMON S5OME3I00ME N70107 001
JUN 12, 1985 TABLET; ORAL
PROPOY 2 A AND AGETAMEING PROVENTEL
AB BARR uaom'onxss 650M53 100Men N70615 001 AB SCHERING
MAR 21, 1986
4B S50MG3 200MEm N70771 001 aB
MAR 21, 1986
AB 650MG3 100G N70775 001
MAR 21, 1986 ° aB GLAXO0
AB CORD LABORATORIES  650MG3100Mem N70443 001
JAN 23, 1986 AB
a8 LEMMON £50M53 100M6R N70732 €01
JAN 03, 1986
28 ZENITH LABORATORIES 650MG3100MeR N70146 Q01
aUS 02, 1985 ALLOPURINOL, (PAGE 3-6)
TABLET; ORAL
ACETAZOLAMIDE (PAGE 3-4) ALLOPURINOL
BARR LABORATORIES  100MGH
TABLET; CRAL
ACETAZOIAMENG ah
AB DANBURY PHARMACAL  250MGm N38882 001

OCT 22, 1985

N88606 001
AUG 21, 1988

N13601 002
N13601 001

N70575 001
OoCT 14, 1986

N70576 001
OCT 14, 1986

N181128 001

1R/ 24,1988/

JAN 2%, 1985

N17a53 001
MAY 07, 1982
N17853 002
MAY 07, 1982

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

N70466 001

/8y 36, 1488 "¢ "OEC 265 1985

N70467 001

/N9V."34;"1988 4 'oec 24, 1985




'ALLOPURINDI, (PAGE 3-6)
TABLET; CRAL
ALLOPURENOL,
B CORD LABORATORIES

> ADD ~ AB MYLAN PHARNMS
>_ADC >
> ADD - AB
>_ADD >
AR PAR PHARMACEUTICAL
4B
-2 PUREPAC/RALIPHARMA
4B
aB SUPERPHARM
8

RX DRUG PRODUCT LIST / CRMULATIVE SUPPLEMENT NUMBER 10 7/ AUG'85 - OCT 86 3

N70268 001
INgY."38,. 1448 s ':"osc 31, 1988
70269 001

IN0Y38, 19888 DEC 31, 1985
N18659 001

0CT 24, 1986

N18659 002

0CT 24, 1986

N70150 001

Ny,'34,."1944.°4 "'oEC 10, 19085
N70147 001

/1y, "34,. 1988 '{ 'oEC 10, 1985
\ N70579 001

APR 14, 1986

N70580 001

APR 14, 1986

N70950 001

NOV 30, 1988 : SEP 04, 1986
N70951 00

NOV 30, 1968 t SEP 04, 1986

J90nem

300em
100

200Men
J00kEem

AMANTADINE HYDROCLORIDE (PAGE 3-T)

CAPSULE: ORAL
FORMUTEC
REID-ROWELL

BE B B

e,
DUPONT FHARNS/DUPONT J00MG

AMILORIDE HYDROCHLORIDE (PAGE 3-7)

TABLET; ORAL
@ELORIDE HEL
B PAR PHARMACEUTICAL

HEDANOR
o HSED/MERCK

TABLET3 ORAL

HYIRO-RADE
28 PAR PHARMACEUTICAL

AB MSED/MERCK

200MGm N70589 001
AUS 05, 1986

100Mem N71000 00X
SEP 04, 1986

N15020 001

10016 N17117 001
shgat N70346 001
JAN 22, 1986

s N18200 001

(PAGE 3-7)
55 S0MEH N?70347 001

DEC 25, 1990 3 AUG 06, 1986

Shes50Ne N18201 001

> ADD >
> ADD >

>_ADD >
>_ADD >

>_ADD >

>_ADD > .

>_ADD >
>_ADD >

AMING ACINS (PAGE 3-7)

INJECTABLE3 INJECTION
AMINOSYN-MBC 74 IN PLASTIC CONTAINER

ABROYT LABORATORIES 7/m _ N19400 QO
) JUL 23, 1986
AMINOSYN-PF 72
ABBOTT LABORATORIES 748 - N19398 001
: SEP 065 1985
ATINOSYN-PF 104
ABBOTT LABORATORIES 104 N19492 001
oCT 17, 1986
AMINOSYN II 3.8% .
ABBOTT LABORATORIES 3.5/ N19438 001

APR 03, 1986
AMINOSYN IT 3.5X IN PLASTIC CONTAINER

ABBOTT LABORATORIES 3.5/m N19491 001
OCT 10, 1986
AMINOSYN XTI 52
ABBOTT LABORATORIES 8/ N1%438 002
‘ APR 03, 1986
AMINOSYN IT 7%
ABBOTT LABORATORIES 7/m N19438 003
APR 03, 1986
AMINOSYN IT 8.5%
ABBOTT LABORATORIES 8.5/m N19438 004
: APR 03, 1986
AMINOSYN IT 10%
ABBOTT LABORATORIES 108 N19438 005
APR 03, 1986

GHLORIDE (PAGE 3-8)

INJECTABLE; INJECTION
TPERIPARANINE/
PROCALAMINE
KENDALL MCGAW LABS  3¥326MG/100ML ;3GM/100ML354MG/100ML;
41MG/100ML ; 150MG/100ML ; 200MG/100ML 3

120M6/100ML N18582 001
MAY 08, 1982

A AGNE 2
W (PAGE 3-9)

INJECTABLE; INJECTION
AMINOSYN 1I 3.5Z M
ABBOTT LABORATORIES 3.54;32MG/100ML3128MG/100ML3
222MB/100ML 349M6/7100MLt  N19437 007
APR 03, 1986

AMINOSYN II 3.57 M IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.5/332MG/100ML;3128MG/7100ML3
222MG/100ML 349116/7100MLt  N19493 001
OCT 16, 1986




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 ¢/ AUG'85 - OCY'86

TABLET; ORAL
INJECTABLE; INJECTION LIMBITROL
AMINOSYN II 7 W/ ELECTROLYTES JHOFFANLA Rocie

ABBOTT LABORATORIES 7XZ;3102MG/100ML345M6/100ML3
522M6/100ML 3420M5/1000ML N19437 006
APR 03, 1986
AMINOSYN II 8.5 W/ ELECTROLYTES
ABBOTT LABORATORIES 8.5%5102M6/100ML 345M6/100ML 3
522MG/100ML 3420M6/200MLe N19437 Q05
APR 03, 1986

AMINOSYN II 10Z W/ ELECTROLYTES
ABBOTT LABORATORIES 10X3102MG/100ML ;45MG/100ML3

522MG/100ML 3910MG/2000ML2 N1%437 004 AB
APR 03, 1986
a8 2515 M
, STUM F a8 20MG;5 MG
MW (PAGE 3-97 ;
a8 25MG; 46w
IN‘,ECTABLED’I IDNJDE ’ (] 2, 3 L]
[TRAVASEL, '3 87, N. ELECTRALYIE ‘a8/ AR PAR PHARMACEUTICAL  JOMG;2MG
TRAVASOL 3.5Z R/ ELECTROLYTES :
TRAVENOL LABS 3.57;51M5/100ML 3 131M6/100ML 3 a8 25163 26w
218MG/100ML335ME/7200ML N17493 003
a8 A0MG;aMew
AMINOCAPROIC ACID (PAGE 3-9) a 25MGs e
INJECTABLE; TNJECTION AB 50MG;aMeH
oo AP LYPHOMED N70522 001 a8 ZENITH LABORATORIES JOMG;2ZMGH
w JUWN 17, 1986
= AP QUAD PHARMS 250ME/MLH N7069¢ 001 A 25055 2HEH
Py : MAR 04, 1986 B
=] a8 20055 4Mcm
; AMINOPHYLLINE (PAGE 3-103 AB 25MG 3 aMGH
= TABLET3 ORAL a8 ; 5OMG; aMex
F ﬁﬁ CORD ,I:ABORATORIES NaB262 .00 TRIAVIL 2-10 :
[ [COR. LABSRATORAES/  [X900/ 885282882/ 188/ /ﬁ‘ﬂ'g{ﬂigﬁl lidigsis/
1881 [RSABAERel/ 1Esvgiig/
: (PAOE 21 18] TSR T4 14
TABLET; ORAL 1881 IRSIBMERER/ Jidngiangr
CORDARONE :
N18272 001

IVES LABS/AMD 200M6x
: DEC 24, 1985

“BOLAR PHARMACEUTICAL .gusn N

IS

E (PAGE 3-14)

949, 'dd

s
N16949 002
N16949 002

N70373 001
AUG 25, 1986
N70374 001
AUG 25, 1986
N70375 001
AUG 25, 1986
N70376 001
AUG 25, 1986
N70565 001
SEP 11, 1986
N70621 001
SEP 11, 1986
N70620 001

© SEP 11, 1986

Nv0595 001

" SEP 11, 1986

N70574 001
SEP 11, 1986
N70935 001
SEP 11, 1986
N70936 0N
SEP 11, 19
N70937 001
SEP 11, 1986
N7G938 001
SEP 11, 1986
N70939 001
SEP 12, 1986

/Ni4118.°8d4/
INL4i1s. 882/

e
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 14 / AUG'85 - OCT'86 5
(PASE 3-14) . AMPICILLIN SODIUM (PAGE 3-17)
TABLET; ORAL INJECTABLES INJECTION
TRIAVIL 4-28 . IOTACELLIN-N
ré¢/ léniae/ INI4718.' 843/ AP  BEECHAM LABS/BEECHAN EQ 10GM BASE/VIAL N60677 001
TRIAVIL 4-50 ‘ ,
VT /sdieidie/ NUSHIS. 888/
an MSAD/MERCK JouG:2Me N14715 004
AB MS3D/MERCK 25M6; 246 N14715 002
AB MS&D/MERCK 10M53 N14T15 003 INJECTABLE; INJECTION
M.V.X.=12 LYOPHILIZED
2B MS2D/MERCK 25NG M8 N14715 005 USV PHARMACEUTICAL  100MG/VIAL30.06MG/VIAL30.05MG/VIAL
15MG/VIAL3200 IU/VIAL30.4MG/VIAL;
aB MSSD/MERCK SOMG;4ME N14715 006 AOMB/VIAL 34MG/VIAL 3. 6MB/VIAL;
: 3MG/VIAL33,300 IU/VIAL;10 TU/VIALM
N18933 002
AMOXICILLIN (PASE 3-15) AUG 08, 1985
CAPSULE; ORAL
AMDITCILLIN
2B LABORATORIOS ATRAL  250MESm N62528 001
AUS 07, 1985
AB 500MeH N62528 002
AUG 07, 1985
INJECTABLE; INJECTION
AB f3/PARKE-DAVIS/H-L 25016 N62107 001 M,¥,8, 903
a8 f3/ 500M8 N62107 002 ap LYPHOMED A0MG/ML. 30, 006M5/M1, 30, SUGH/AM), 3
L.5MCAML 520 JUMAML 30, 04MB/ML 3EMEANL S
POWDER FOR RECONSTITUTION; ORAL 0, 4MG/ML 30, 36M6/M), 0. 2M6/ML 3
230 _JU/ML 51 JU/Mim N18440 002
AB PARKE-DAVIS/H-L 125M5/5M), N62127 001 AUG 08, 1985
4B N62127 002 MV Fo=22
ap USV PHARMACEUTICAL  10MG/ML50.006MG/ML 0. SUBH/ML,
1. EMEAML 320 TU/ML 30.04MB/ML 34ME/ML 5
AMPICILLIN SODIIRY (PAGE 3-17) 0. GMG/ML 30, 36MB/ML 30, BMB/MLS
330_JU/ML;L JU/MLM N08809 004
INJECTABLE; INJECTION AUG 08, 1985
AMPICILLIN SODIMRY e _BIVs
Ap ELT LILLY £Q 261 BASE/VIALR N62B65 003 AP ASCOT HOSP PHARMS  )OMG/ML;0.006MG/ML 30, SUBM/ML S
AN 29, 1986 A.5ME/ML 520 JUAML 30, 04MG/ML 34MB/ML 5
AP ELKINS-SINN/AHROBINS EQ 125MG BASE/VIALM N62692 001 . 0. 4MG/ML 30, 36MBML 50. SHG/ML 5
JUN 26, 1986 230 _JU 31 JUMLx N18439 002 :
AP EQ _250ME BASE/VIALR N62692 002 AUG 08, 1985 ' 1
JUN 24, 1986 '
aAp £8 _500M6 BASE/VIALR N62692 003
JUN 26, 1986
ap £8_16M BASE/VIALM N62692 004
JUN 24, 1986 ]
Ap £Q 264 PASE/VIALM N62692 005 :
JUN 24, 1986
Ap £8 _106M BASE/VIALM N62692 006
JUN 26, 1986




RX BRUG PRODUCT LIST / CRMULATIVE SUPPLEMENT NUBER 14 7/ AUB'85 - 0CT'26

6
ASPIRING METHOCARBAMOL (PAGE 3-20)
TABLET; om.
AB ncuen consman PROD ms&m N39193 001
INJECTABLES INJECTION FEB 12, 1986
BEROCCA PN
HOFFMANN-LA ROCHE  BOMG/ML30.03M6/ML30.0025M6/ ML

7. 5613100 TU/ZML30. MG/ 3 20M6/7ML 3

2M6/ML3 1. 8HE ML L. SMEAML 32,650 TUAMLS
5 Ui

m (PAGE 3-23)

gAY Ad0D 157

N06071 003
OCT 10, 1985 OINTrENTi TOPICAL
AL H
ASPIRIN: BUTALBITAL; CAFFEINE (PAGE 3-19) N50168 002
MAY 04; 1985
CAPSULE3 ORAI. A B
& 2 & R : ' % LHUCCOC L EY
2B CHE sn momron:es ;_as& 5_tm§ ;40MB NB6231 002 AT PHARMAFAIR 400 UNITS/GM3 )3 3
FEB 12, 1985 5,000 UNITS/GMt N62381 001
SEP 06, 1985
SANDOZ PHARMS/SANDOZ 328MG:50MGA0MER N17534 005
APR 16, 1986
LANORYNAL BENZYL PENTCILLOVL-POLYLVSINE (PAGE 3-25)
2AB LANNETT 325M0; 50MG 40MER NB86996 002
oCT 11, 1985 INJECTABLE ; INJECTION
PRE-PEN
TABLET; om JXRERERSURBAY /56 "ULAR/ 84114881/
BASTALE ! AFFEDR SCHRARZ PHARMS UNMOLAR N50114 001
AB nssr-mnn 225H0 ;5 50MG 5 40M8 N86162 002
FEB 16, 1984 .
ATE (PAGE 3-25)
AB SANDOZ PHARMS/SANDOZ 325MG;50MG;E0MEM N17534 003
APR 16, 1986 CREAM; ‘I’OP;CAL
LANORTHAL ENLSONE ,
B LANNETT 325MG; 50MG ; 40MoN N86986 002 [PARRE=BAVISAL,  [d.888%/ INAE398. ' 881/
OCT 18, 1985 UTICORT
PARKE-DAVIS/N-L 0.025% N16998 002
ASPIRIN; CARISOPRODOL (PAGE 3-20) GEL3 TOPICAL
/BELSoNE/
TABLET3 ORAL UTICORT
CAR N I,
aB BOLAR PHARNACEUI‘ICAL 225M63200Men N88809 €01 OINTMENT: TOPICAL
OCT 03, 1985 /BERISONE/
S0MA_COMPOUND UTICORT
28 WALLACE PHARMS/C-H  325MG;200M8 N12365 €05
JUL 11, 1933
. BETAMETHASONE DIPROPIONATE (PAGE 3-25)
ASPIRIN: MEPROBAMATE (PAGE 3-20) CREAM; TOPICAL
DIPROLENE
TABLET; QRAL BX SCHERING £Q 0.057 BASEM N19408 001
JAN 31, 1986
aAB N39126 001
UG 19, 1986




"EVIIVAY Ad0J 1538

RX BRUG PRODUCT LIST /7 CRAULATIVE SUPPLEMENT MNMRBER 19 7 AUG'0B - OCT86

LOTION; VOPICAL
ALPHATREX
SAVAGE LABS/ALTANA  EQ 0,057 BASEW

ATE (PAGE 3-25)

2 2 b PG AL
& 5 FOUGEWN-TN :g.mx_mﬁn
aB PHARMADERM/ALTANA  EQ 0,087 BASEW

BETAMETHASONE VALERATE (PAGE 3-26)
CREAN; TOPICAI.

B "CLAV-PARK LABS

" £Q.0.1% BASER
OINTMENT; TOPICAL
BETA=VAL
A8 LEWON ES 0.1% BASEW

BETAX0LOL_HYDROCHLORIDE (PAGE 3-27)

SOLUTION/DROPS; OPHTHALMIC
BETOPTIC

ALCON LABORATORIES EQ 0.57Z BASEm

BETHANECHOL CHLORIDE (PAGE 3-27)
TABLETS ORAL

BETHANECHOL CHLORIDE
AA SIDMAK LABORATORIES SMER
Sopicn

3

BRETYLIWM JOSYLATE (PAGE 3-28)
INJECTABLE; INJECTION

T

BRETYLI\RY TOSYLATE
AP ABBOTT LABORATORIES B5OMG/AMLM
APR 29, 1986 :

AP ELKINS-SIMN/ANROBINS SOMB/MLE
AP - soMe/um

N70273 001
AUS 12, 1985

N70275 €01
AUG 12, 1985
N70274¢ 001
AUG 12, 1985

N70053 @01
JUN 10, 1986

N70069 001
DEC 19, 1985

N19270 €01
AUG 30, 1985

N8%095 001
DEC 19, 1985
N89096 001
DEC 19, 1985

N19033 001
APR 16, 1986
N70545 001
HAY 14, 1986
N70546 001
MAY 14, 1986

SRETYLIM TOSVLATE (PAGE 3-28)

INJECTABLE; INJECTION

E B BB

INTL MEDICATION SVS
LYPHOMED

R0 % 2 \
ABBOTT LABORATORTES BOMG/MIN
APR 29, 1986 : APR 16, 1986

BRETYLOL
AN CRITICAL CARE/AHS SOMGAY,

N70119% 001
APR 29, 1986 : MAR 06, 1986
N70134 001
APR 29: 1986 : FEB 12, 1986

N19030 001

BRETYLIUM TOSVLATES DEXTROSE (PAGE 3-28)

INJECTABLE ) INJECTION

ERERRE BEERE

KENDALL MCBAW LABS

B R

“ABBOTT LABORATORIES 2

““ABBOTT UABORATORIES  200MG

N17954 001

: M N19005 002
APR 29, 1986 : APR 16, 1986
% N19005 003

APR 29, 1086 : APR 16, 1986
% N19005 001

APR 29, 1986 * APR 16, 1986
100ML ;EG4/100MIM  N19008 002
APE 35,1986 ¢ APR 16, 1986

$56M/100MLM  N19008 003

APR 29, 1986 : APR 16, 1986
;mamm.- N15008 001

APR 29, 1986 : APR 16, 1986
100MG/100ML356M/100ML  N19121 001
APR 29, 1986

200MG/200ML ;EGH/100ML  N19121 002
APR 29, 1986

S0OMGZ100ML 35EM/100MM  N19121 003
APR 29, 1986

u:AeE 3-2&)

SYRUP; ORAL

767 STRARION ABOATONLES ] LA L BIIRIC LSS/
AR  FOREST LABORATORIES 12.5MG/SML;1OMG/SML

49319 ‘dd.
W
N09319 006
JAN 10, 1984

B 3 NG
lPAGE 3—29)

bt 'CFB RELEASES. 'ORAL
’fﬁfgw‘ﬁ"“"“ 'RECFASES. ‘o8

ﬂdﬂiﬂﬁ/

/1kgsisne/ /N

4
ééﬁi“g
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 / AUG'8E - OCT'06

BUPTVACAINE HVDROCHLORIDE (PAGE 3-29)
INJECTABLES INJECTION

BB R
k

(PAGE 3-29)

INJECTABLES INJECTION
MARCAINE SPINAL
2 WINTHROP-BREON/STERL 0.75438.25%

W (PAGE 3-30)
TABLET; ORAL

HELLBUTRIN

® BURROUGHS WELLCOME  50Mem
) 75M6n
2 100MG6x

BUSPIRONE HYDROCHLORIDE (PAGE 3-30)

TABLET3 ORAL
BUSPAR
BRISTOL LABS/B-M Bhen

10M6n

BUTOCONAZOLE NITRATE (PAGE 3-31)

CREAM; VABINAL
FEMSTAT
SYNTEX LABS/SYNTEX 2im

SUPPOSITORY; VAGINAL
FEMSTAT

SYNTEX LABS/SYNTEX  100Mc: ~

N70852 001
MAY 21, 1986
N70553 001
MAY 21, 1986
N70554 Q01
HAY 21, 1986

N186%92 001
MAY 04, 198%

N18649 001
DEC 30, 1985
N18éa4 002
DEC 30, 1985
N1864% 003
DEC 30, 1985

N18731 001
SEP 29, 1986
N18731 002
SEP 29, 1586

N19215 601

NOV 25, 1985

N19359 001
NOV 25, 1985

>_ADD >
>_ARD >
> _ADD >
> ADD >
>_ADRD >

8
Jédviididdd il "(PaGE 3-31)
CALCIEEDIOL, ANHYDROUS (PAGE 3-31)
GALCITONIN, JARIAN (PAGE 3-31)
INJECTABLES INJECTION
CIDACALCIN
CIBA/CIBA-GEIGY 0.5M6/VIALR N18470 001
ocT 31, 1986
GALOITONIN, SALMON (PAGE 3-31)
INJECTABLES INJECTION
MIACALCIN
SANDOZ PRARNS/SANDOZ 100 IU/MLu N17808 001
JuL 03, 1986
CALCITROL (PAGE 3-31)
INJECTABLES INJECTION
CALCIJEX
ABBOTT LABORATORIES 0.001MB/ML N18876 001
SEP 25, 1986
0.002MGML N18874 002
SEP 25, 1986

SN

L 208, 0R1ID EXTROSE ESIUM
ACETATE; SODIUM CHLORIDE (PAGE 3-32)

SOLUTIONS INTRAPERITONEAL
DIALVTE W/ DEXTROSE 2.5% IN PLASTIC CONTAINER
KENDALL MCGAW LABS  29MG/100ML32.5CM/100MLS
15MG/100ML 3 610ME/100ML 5
560MG/100MLx N18460 006
JAN 29, 1986

SOLUTION; INTRAPERITONEAL
DYALYTE W/ DEXTROSE 1.57 IN PLASTIC CONTAINER

KENDALL MCGAW LABS  26MG/100ML;1.56M/100ML3
5MG/100ML 3530M5/100ML 5
450M6/7100ML N18460 007
JAN 29, 1986

DIALVTE W/ DEXTROSE 2.57 IN PLASTIC CONTAINER
KENDALL MCGAR LABS  26MC/100ML;2.5GM/100ML3

) 5HG/100ML 3530M6/7100ML5 o

450MG/100MLn N18460 008

. JAN 29, 1986




“@VIVAY Ad0J 1539

RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 14 / AUB'05 - OCT'86

SOLUTION: INTRAPERITONEAL
DIALYTE W/ DEXTROSE 4.252 IN PLASTIC CONTAINER

KENDALL MCGAW LABS  26MG/1O0ML;4.2BGH/100ML3
BMG/100ML 3 530M6/7100ML3
450M6/100ML N18460 009
JAN 29, 1986
DIANEAL PD-1 W/ DEXTROSE 3.5X IN PLASTIC CONTAINER
TRAVENOL LABS 25, NM6/100ML 33 . 56M/7100ML 3
15.2M6/100ML 3 56 MG/L100ML 3
392M6/100MLA N17512 010
NOV 18, 1985
DIANEAL PD-2 W/ DEXTROSE 3.8X IN PLASTIC CONTAINER
TRAVENCL LABS 25, 7M6/100ML 53 . 5EM/100ML;
5.08M6/100ML 35387100003
A43MG/100MLR N17512 011
NOV 18, 1985

(PAGE 3-32)

SOLUTION; INTRAPERITONEAL
INPERSOL-ZM W/ DEXTROSE 1.52 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 25.7¢G/100ML31.5GM/100ML3
538M6/7100ML 3498H6/7100MLI N193%5 001
MAR 26, 1986
INPERSOL-ZM W/ DEXTROSE 2.54 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 25.7M6/100ML32.56M/100ML3
538167100 3448M6/100MLI N19395 002
MAR 26, 1986
INPERSOL-ZM W/ DEXTROSE 4.25Z IN PLASTIC CONTAINER
ABBOTT LABORATORIES 25.7MG/100ML;3%.25GM/100ML;
5323M6/100ML 5448M67100MLr N19395 003
' MAR 26, 1986

SODIUM ACETATE: SODIUM CHLOR)OE (PAGE 3‘3‘“

INJECTABLE; INJECTION
TPN ELECTROLYTES IN PLASTIC CONTAINER
ABBOTT LABORATORIES 16.3MG/ML;25.49MG/ML374.6M6/ML3

12IMG/ML 316 . 1MG/MLR N19399 001
JUN 16, 1986

16 . BME/ML 3 25.4MGML 3 74 . 6MGML 3

121ME/ML 316 . IME/ML: N18895 001
JUL 20, 1984

CALGLS A
LAGYATER lPAGE 3-35)
INJECTABLE; INJECTIN

AP ABBOTT LABORATORIES

SOl.U'I'iONS IRRIBATI(N

AL ABBOTT uaouroams

CAPTOPR]L, (PAGE 3-36)

TABLET3 ORAL
CAPOTEN
ER SQUIBB AND SONS

CARBACHOL (PAGE 3-36)
INJECTABLE; INJECTION

SARBACHOL,
ap PHARMAFATR
HROSTAY
ap ALCON LABORATORIES

CARBAMAZEPINE (PAGE 3-36)
TABLET; ORAL

COLMED LABORATORIES

EPITOL
LEMMON

4
4B INHOOD LABS/FOREST
aB
R
AB GEIGY/CIBA-GEIGY

CARNITINE, L= (PAGE 3-37)

SOLUTION; ORAL’
" VITACARN
KENDALL MCGAW LABS

37.5M6m

2.934

200MGu
200MGER

29046

1GM/10MLKt

3
N19485 001
0CT 24, 1985

N1%416 001
JAN 17, 1986

N18343 006
SEP 17, 1986

N70292 001
MAY 21, 1986

N16968 001

N70300 001
MAY 15, 1986 -
N70231 001
AUG 14, 1986

N70541 001
SEP 17, 1986

N16608 001

N19257 001
APR 10, 1986
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RX DRUG PRODUCT LIST / CLRMULATIVE SUPPLEMENT NUMBER 14 / AUB‘0B - OCT'86

SARNITING. L= (PAGE 3-37)
TABLET; ORAL

JSCRBUTINE/
CARNITOR
SIGHA=TAU 330m0m

SEFAMANDOLE NAFATE (PASE 3-37)
INJECTABLE; INJECTION

MANDOL
ELT LILLY EQ 16M BASE/VIALR

EQ 2GM BASE/VIALnW

CEFAZOLIN SODIUM (PAGE 3-38)
INJECTABLE; INJECTION

KEEZOL
ap ELY LILLY

£0_500MC BASE/VIALRW
ap EQ_JEYH BASE/VIALM
CEFOPERAZONE SODIUM; DEXTROSE (PAGE 3-38)

INJECTABLE; INJECTION
CEFCBID IN PLASTIC CONTAINER
ROERIG/PFIZER

CEEQTETAN DISODILRY (PAGE 3-38)
INJECTABLE; INJECTION
CEFOTAN
STUART PHARMS/ICI  EQ 16M BASE/VIALR

EQ 26M BASE/VIALM

N189%48 001
DEC 27, 1988

N62560 001
SEP 10, 1985
N62560 002
SEP 10, 1985

N62557 001
SEP 10, 1985
N62557 002
SEP 10, 1985

EQ G0MG BASE/ML;36MG/MLM N50613 001

JUL 23, 1986

N50Z88 001
DEC 27, 1985
N50588 002
DEC 27, 1985

GEETAZIDIME (PAGE 3-39)
INJECTABLES INJECTION
FoRIAR

6LAXD EQ0MG/VIAL

JAZICRE
SK&F LABORATORXES B00Ma/VIALM

ELI LILLY

ap
&r
&R
ap
ap
AR
ap
&R SEH/VIALM
ap
ap
ap
ap
ap
ap
ae

CEEUROXIHE SODIUM (PASE 3-40)
INJECTABLE3 INJECTION
ELI LILLY

E kKK

10

N50578 001
JUL 19, 1985
NBOB578 002
JUL 19, 1985
N50578 003
JUL 19, 1985
NBO578 004
JUL 19, 1985

N62662 001
HAR 06, 1986
Nb2662 002
HMAR 06, 1986
N62662 003
MAR 06> 1986
N62662 004
MAR 06, 1986

N62640 001
NOV 20, 1985
N62640 002
NOV 20, 1985
N62655 001
NOV 20, 1985
N62655 002
NOV 20, 1985
N62640 003
NOV 20, 1985

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

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

. JAN 10, 1986




CEFUROXINE SODILY (PAGE 3-40)
TNJECT uBLE} TNJECTION

Ugﬂ AP ELY LILLY EQ 750M BASE/VIALM
’:"\ AP £9_1.56M BASE/VIALR
€9 75016 BASE/VIAL
= = °
E AR €9 1.5 GM BASE/VIAL
[ of

CEPHALOTHEN SODJUM (PAGE 3-40)
INJECTABLE; INJECTION

CEFHALOTHIN SODIRY
ABBOTT LABORATORIES EQ 16M BASE/VIALM

"ELT LILLY

BER BREER

CHLORAMPHENICOL, (PAGE 3-42)
SOLUTION/DROPS; OPHTHALMIC

CHLORAMPHENTCOL,
AT CARTER-GLOBAU LABS 9.5/

CHLORHEXTDINE SLUCONATE (PAGE 3-44)

SOLUTION; DENTAL
PERIDEX
PROCTER AND GAMBLE 0.12/m

HLORPHENIRAM]
{PAGE 3-26)

CAPSULE, CONTROLLED RELEASE; ORAL
DRIZE

BC BF ASCHER 12463 75H6R

N625%0 001
JAN 10, 1986
N62590 002
JAN 10, 1986

N50558 ¢02
GCT 19, 1983
NEO5S8 003
oCcT 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

N62628 001
SEP 25, 1935

N1%028 001
AUG 13, 1986

N88359 001
FEB 13, 1986

RX DRUS PRODUCT LIST / CLMULATIVE SUPPLEMENT NMABEIR 14 7 AUB'85E -~ OCT'86

(PAGE 3-06)

CAPSULE, CONTROLLED RELEASE; ORAL
ORNADE

8c SK&F LABORATORIES 12MG3 75MB

CHLORPROPAMIDE (PAGE 3-48)

TABLET; ORAL
m TWSHORS a0
ap 250}gm
CHLORTHALIDONE (PAGE 3-49)
TABLET; ORAL
CITAL PARY zae
S01en

PUREPAC/KALIPHARMA  25MGm
SIDMAK LABORATORIES 25MGu
Sotam

EREBEEBR

CHROMIC _CHLORIDE (PAGE 3-50)

INJECTABLE; INJECTION
CHROMIC CHLORIDE IN PLASTIC CONTAINER

N12152 004

N89321 001
JAN 165 1986
NB8662 001
JAN 09, 1986

N89285 001
JUL 21, 1986
N89286 001
JUL 21, 1986
N89139 001
JUL 26> 1986
N88902 001
SEP 19> 1985
N88903 001
SEP 19, 1985

ABBOYT LABORATORIES EQ 0.004MG CHROMIWMZMLER N18961 001

CHYMOPAPAIN (PABE 3-50)
INJECTABLE} INJECTIW

TSI CROORATOALES/ /41008 ONLTSIEAS/
114000 OIS IR/
TRAVENOL LABS 4,000 UNITS/VIAL

10,000 UNITS/VIAL

JUN 26> 1986

N18663 002
AUG 21, 1984

N18663 001
NOV 10, 1982 -
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RX DRUG PRODUCT LIST 7 CRMULATIVE SUPPLEMENT MNAMBER 14 /7 AUB'85 - OCT'86

CILASTATIN SODIUM; IMIPENEM (PAGE 3-50)
INJECTABLE; INJECTION v
PRIMAXIN :
MS8D RES LABS/MERCK EQ 250MC BASE/VIAL3
ALx N50587 001
NOV 26, 1985
EQ 500MG BASE/VIAL;
500MG/VIALM N50587 002
NOV 26, 1985
CIMETIDINE (PAGE 3-50)
TABLET; ORAL
TAGAMET
SKEF LAB 800MGR N17920 005
- APR 30, 1986
E (PAGE 3-50)

INJECTABLE; INJECTION
TAGAMET IN SODIWLM CHLORIDE 0.9Z IN PLASTIC CONTAINER

SKaF LAB EQ 6MG BASE/MLIOMG/MLM  N19434 001
OCT 31, 1985
(PAGE 3-51)
PORDER FOR RECONSTITUTION; ORAL
CLEOCIN '
AA UPJONN £EQ 75MC BASE/BMImM N62644 001
APR 07, 1986
AR UPJOHN MANUFACTURING EQ_75MG BASE/EML N61827 001
CLOBETASOL, PROPIONATE (PAGE 3-51)
CREAM; TOPICAL
TEMOVATE
SLAYD 0.05/m N19322 001
DEC 27, 1985
OINTMENT; TOPICAL
TEMOVATE
SLAYD 0.051 N19323 001
DEC 27, 1985
CLOFIBRATE (PASE 3-51)
CAPSULE; ORAL
ATROMED-G
B AYERST LABS/AMHO 50015 N16099 002
CLOFIBRATE
a8 FORMUTEC 500Mcu N70531 001

JUN 165 1986

EEBEEBEBERBEEEEBEBEBREDB BEE

CLONAZEPAN (PAGE 3-52)
VABLET ORAL
1EXo80ihy
KLONOPIN
HOFFMANN-LA ROCHE

0.546
M6
26

CLONIDINE HYDROCHLORIDE (PAGE 3-52)

TABLET; ORAL

AN THERAPEUTICS

BIOCRAFT LABS

DANBURY PHARMACAL

DURAMED PHARMS

INTERPHARM

AB PAR PHARMACEUTICAL

SATAPRES
BOEHRINGER INGELWEIM 0.31MG
0.216

9,345
9. 134m
9.2Mgm

08, 1986
08, 1986
08, 1986

EEEE

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

g€

08, 1986

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

12

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
N7065% 001
MAR 20, 1986
N70965 001
JUL 01, 1986
N7096% 001
JUL 01, 1986
N70963 001
JUL 01, 1986
N71103 001
AUG 14, 1986
N71102 001
AUG 14, 1986
N71101 00}
AUG 14, 1936
N71252 001
OCT 01, 1986
N71253 001

"OCT 01, 1986

N71254 001
GCT 01, 1986
N70461 001
NOV 22, 1985
N70460 001
NOV 22, 1985
N70459 001
NOV 22, 1985
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 7 AUG'85 - OCT'06

' tme 3-53)
SYRI.P; ORAI.

SYRUP; ORAL

HEISTAFED @
AA LIFE LABORATORIES  1OMG/BMLIZOMG/BMLS
1. 25MB/8MLR

COPPER (PAGE 3-54)
INTRAUTERINE DEVICE; INTRAUTERINE

cu-7

@ SEARLE PHARMS 8N
TATUM-T

@ SEARLE PHARMS 12046

CROMOLYN SODIUM (PAGE 3-55)

AEROSOL; INHALATION
INTAL

FISONS 0.8MG/INHR

CUPRIC CHLORIDE (PAGE 3-5E5)

INJECTABLE; INJECTION
CUPRIC CHLORIDE IN PLASTIC CONTAINER
ABBOTY LABORATORIES EQ 0.4MG COPPER/MLA

NYDROGHLORIDE (PAGE 3-53) oL

10MG/5ML 36 25MG/EMLN Naas14 002

N89018 001
JUL 23, 1986

N17408 001
N18205 Q0L

N18887 001
DEC 05, 1985

N18960 001
JUN 26, 1986

> ADD >

>_ADD >
> _ADD >
> B!a!! >
>_4DD ">

CYCLOPHOSPHAMIDE (PAGE 3-57)

ke EREBRE BRE B BEBEERB

Aa

.Y}

CYSTEINE HCL (PAGE 3-58)
INJECTABLE; INJECTION

INJECTABLE; INJECTXON

ELKINS-SINN/AHROBINS 100MG/VIALM

’l LA
BRISTOL LABS/B-M

SYRUP3 ORAL

HALSEY DRUG

TABLET; ORAL

HALSEY DRUG

CYSTEINE HCL
KABIVITRUM

200MG/VIALR

AUG 27, 2002
AUG 27, 2002
AUG 27, 2002

100MB/VIALY
200M8/VIALN
500MG/VIAL®
1GH/VIALN
26M/VTALM

E (PAGE 3-58)

7.25/m

13

NE8371 001
JUL 03, 1986
NB8372 001
JUL 03, 1986
N88373 001
JUL 03, 1986
N88374 001
JUL 03, 1986

N12142 005
AUG 30, 1982

N891%% 001
JUL 07, 1986
N39195 001
JUL 07, 1986
N39196 001
JUL 07, 1986

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

N89199 001

JUL 03, 1986

N89057 001

JUL 2%, 1986

N19523 001
OCT 22, 1986
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RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NMAR®WER 14 7 AUB'8B -~ OCT 86 1%

DACARBAZINE (PAGE 3-58)
INJECTABLE; INJECTION

DACARPAZINE
& LYPHOMED 100M6/VEALR
& 200M8/VIALR
> ADD > AP QUAD PHARMS 100MG/VIALR
>_ADD >
>_ADD > AP 200M6/VIALR
>_ADD >
DTIC-DOME
ap MILES PHARMS/MILES  1OOMG/VIAL
a8 200MG/VIAL
DEXAMETHASONE (PAGE 3-60)
ELIXIR: ORAL
DEXAMETHASONE
>_ADD_ > AA NASKA PHARMACAL 0. 5MG/BMLM
>_ADD >

2 CARTER-GLOGAU LABS W

N70962 C01
AU 28, 1986
N709%0 C01
MG 28, 1986
N70821 001
QcY 09, 1986
N70822 00l
QCT 09, 1986

N17575 00
N17575 002

NBB8997 001
QCT 10, 1986

N89169 001
APR 09, 1986

ATE (PAGE 3-63)

27 Pabind, CIiged ] )

: A2ty
AT CARTER-GLOGAU LABS MME
£ 2.51G BASEAUR

DEXCHLORPHENIRAMINE MALEATE (PAGE 3-63)
TABLET; ORAL

DEXCHLORFHENIRAMENE MALEATE
A2 SIDMAK LABORATORIES 2MGM

POLARMMINE
AL SCHERING 26

N6272% 001
JUL 21, 1986

N8g6s2 001
JAN 27, 1986

N86835 001

DEXTROSE (PAGE 3-64)
INJECTABLE; INJECTION

ap ABBOTT uaonnonxts m;mn N19479 001
SEP 17, 1985
AP TRAVENOL LABS SQEMLR N16673 003
OCT 30, 1985
.13 N19448 001
JUN 03, 1986

>_ApD > » HG ) ,
> _ADD > KENDALL M:BAN LABS mmom.saomnoonu N15099 001
> ADD > OCT 15, 1986
>_ADD > AR SEM/100M). 390MG/100ML  N19099 002
>_ADD > OCT 15, 1986
>_ADD > AR SGM/100ML 3 160MGZI00MRt  N19099 003
>_ADD > OCT 15, 1986
>_ADD > AR SEM/I00ML 3320MG/100MLK 190990 0064
> ADD > 0CT 15, 1986
> _ADD > AP Aaaorr uaonnomes m 3320MGZ100ML  N18826 003
> _ADD > SEP 30, 1983

DEXTROSES LIDOCAINE HVDROCHLORIDE (PAGE 3-66)

INJECTABLES INJECTION
LIDOCAINE HCL 0.27% IN DEXTROSE 52X IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML3200MG/100MLX  N18954 001
JUL 09, 1985

W (PAGE 3-66)

INJECTABLE; INJECTION
IONOSOL B AND DEXTROSE 5% IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5CM/100ML;53MG/100ML;100MG/100ML 3
100MG/100ML 5 180MG/100ML 3
280MG/100ML 3 16MG/100ML N19515 001
MAY 08, 1986
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9,152 TN PLASTIC CONTATHER
AR KENDALL MCGAN LABS  BGM/I00WL3150MB/100ML5
230M67100MLR

RX DRUG PRODUCT LIST /7 CLRMULATIVE SUPPLENENT NUAMDER 14 7/ AUG'8B - OCYV'86 15

m TPAGE 3-66)

INJECTABLE; INJECTION
IONOCSOL MB AND DEXTROSE 5X IN PLASTIC CONTAINER
ABBOTT LABORATORIES SGM/100ML;30MG/100ML3141MG/100ML 3
15M6/100ML 5 260M6/100ML 3
25MB/100MLn

N19513 001
MAY 08, 1986

e s
(PAGE 3-663

INJECTABLE; INJECTION
IONOSOL T AND DEXTROSE 5X IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML3111MG/100ML3256MG/100ML3
146MG/100ML 320 ME/100MLR N19514 Q0L
MAY 08, 1986

DE (PAGE 3-68)

INJECTABLE; INJECTION
DEXTROSE 52 AND SODIWUM CHLORIDE 0.3Z W/ POTASSIUM CHLORIDE
0.075% IN PLASTIC CONTAINER
ABBOTT LABORATORIES SGM/100ML;74.5HG/100ML3
300MG/100MLK

N18876 001
JAN 17, 1986
DEXTROSE 5% AND SODIUM CHLORIDE 0.34 W/ POTASSIUM CHLORIDE

0.157 IN PLASTIC CONTAINER
ABBOTT LABORATORIES S5GM/100ML3149MG/100ML ;3
300M67100MLRt N18876 002
JAN 17, 1986
DEXTROSE 5Z AND SODIUWM CHLORIDE 0.3%4 W/ POTASSIUM CHLORIDE
0.224% IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GM/100ML;224MG/100ML3

300MG/100MLM N18876 003
JAN 17, 1986

AR 3 Z5MB/100M,3
0 N18268 011

JAN 18, 1986

N18268 012
JAN 18, 1986
DEXTROSE 54, SODIUM CHLORIDE 0.33% AND POTASSIUM CHLORIDE

0.227% IN PLASTIC CONTAINER
KENDALL MCGAW LABS  SGHM/100ML3220MG/100ML3
330M6/100MLR N18268 013

JAN 18, 1986

AP KENDALL VLABS | SGH/100ML 5200MG/100MLS
wl MN18268 014
JAN 18, 1986

DEXTROSE; _SODIUR CHLORIDE (PAGE 3-70)
TNJECTABLE; INJECTION

gp  ABBOTT LABORATORTES m;ggm, 326Ma100HL Ni7606 001
AP SGMZL00ML 3225MG/100ML  N19482 001
0cT 04, 1985
ap ABBOTT LABORATORIES w wn “N19486 001
0cT 04, 1985
2 LAY ! . HRLALE
AP ABBOTT LABORATORTES w W N1948% 001
OCT 04, 1985
AP “ABBOTT LABORATORIES m;mﬂmﬁ “N19463 001
OCT 04, 1985
DEXTROSE; THEOPHVLLINE (PAGE 3-70)

INJECTABLE 3 !NJECTIDN

' SGH/ 100NL 3 320MGIIOOMLIl N18649 006

“TRAVENOL LABS

NOV 13, 1985
DIAZEPAM (PAGE 3-72)

INJECTABLE; INJECTION
ap CARTER-GLOGAU LABS  SMG/Mim N70296 001
FEB 12, 1986
AP ELKINS-SINN/AHROBINS SMG/MLM N70311 001
DEC 16, 1985
ap SMG/MLM N70312 001
DEC 16, 1985
ap EMG/MLR N70313 001
DEC 16, 1985
ap LEMMON EMG/MLR N70911 001
AUG 28, 1986
ap EMG/MLM N70912 001
AUG 28, 1986
ap LYPHOMED EMG/MLN N70662 001
: _ JUN 25, 1986

VALIUM .
Aap HOFFMANN-LA ROCHE sMe/ML N16087 001




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 / AUB'S3B - OCT°86 16
" DIATEPAM (PAGE 3-72) I DIAZEPAN (PABE 3-72)
TABLET; ORAL TABLET; ORAL
PEAZERAN .
2B BARR LABORATORIES  2MgM N70152 001 A8 PARKE~DAVIS/H-L 2em N70209 001
NOV 01, 1985 ~ SEP 04, 1985
AR Bhgn N70153 001 AR Ben N70210 001
NOV 01, 1985 SEP 04, 1985
AR 10Men N70184 001 B Jovgm N70222 001
NOV 01, 1985 SEP 04, 1985
B CHELSEA LABORATORIES 2MGM N70456 001 1. PUREPAC/KALIPHARMA  2m N70781 001
: NOV 01, 1988 MAR 19, 1986
2B [ N70457 001 B L] N70706 001
NOV 01, 1935 MAR 19, 1986
B 0uen N70458 001 AB Joven N70707 001
NOV 01, 2988 MAR 19, 1986
AR CORD LABORATORIES  2Mom N70302 001 AR ROXANE LABORATORIES 2Mgm N70356 001
DEC 20, 1985 JUR 17, 1986
aB L] N70303 001 B L] N70357 001
DEC 20, 1985 JUN 17, 1986
2B Rl N70304 001 aB oMo N70358 001
DES 20, 1985 JUN 17, 1986
2B DURASED PHARMS 2men N70894 001 a8 SUPERPHARM 2om N70642 001
AUS 27, 1986 DEC 11, 1985
AB et N70895 001 AB BMGH N70643 001 -
AUG 27, 1986 DEC 11, 1985
A8 pley ] N703%6 001 2B J0Mem N70694 801
AUS 27, 1986 DEC 11, 1985
AB HALSEY DRUS 2Mem N70987 001 a8 ZENITH LABORATORIES 2Mom N70360 001
: AUG 15, 1986 I SEP 04, 1988
AB BMen N70996 001 2B BMGR N70361 001
AUG 15, 1986 SEP 04, 1965 .
) 10M5m N70956 001 AB JoMom N70362 001
2US 15, 1986 SEP 04, 1985
2B LEDERLE LABS/AN CYAN Mg N70226 001 Q=PiM
g SEP 26, 1985 B QUANTUM PHARMICS 2o N70423 001
B 5ca N70227 001 DEC 12, 1985
o SEP 26, 1985 aAB =] N70424 801
&£ oMgn N70228 001 DEC 12, 1985
=2 SEP 26, 1985 & 20Me0 N70425 001
3= AB MYLAN PHARMS 2hen N70323 001 DEC 12, 1985
E SEP 04, 1985
28 BMen N70324 001 ap HOFFMANN-LA ROCHE  2MB N13263 002
g SEP 04, 1985 2B MG N13263 004
v AB plirc N70325 001 AB 1048 N13263 006
SEP 04, 1985 :
AB PAR PHARMACEUTICAL  2MGm N70462 001
FEB 28, 1986 DICYCLOMINE NHYDROCHLORIDE (PAGE 3~73)
4B EMow N70463 001 _ '
FEB 25, 1985 CAPSULE; ORAL
22 J0vem N7046% 001 RRNTYL
FEB 25, 1986 AR MERRELL DOW/DON CHEM 1OMS NO7409 001
ocT 15, 1984




;
:
-

>_4pD >

>_ADp >
>TADD >
>_ApD >

DICYCLOMINE HYDROCHILORIDE (PAGE 3-73)
CAPSULE3 ORAL

RX DRUG PRODUCT LIST / CUNULATIVE SUPPLEMENT NUMBER 14 / AUG'@5 - OCT'86
RESOPVRAMEDE PHOSPHAYE (PAGE 3-77)

BICYOLOMENE B0
a8 BOLAR PHARMACEUTICAL JOMGH

A CHELSEA LABORATORIES YOMGm

INJECTABLE: INJECTION
BENTYL
AP MERRELL DOW/DON CHEM 10MBAM,

DICYSLOMINE MHOL,
AP CARTER-GLOGAU LABS  1OMG/AMLM

TABLET; ORAL

BENTYL
MERRELL DOW/DON CHEW 2046

AB

a8 BARR LABORATORIES

aB BOLAR PHARMACEUTICAL 20MGm
AB PIONEER PHARMS

29

20HEm

DIFLORASONE DIACEVATE (PAGE 3-74)

CREAM; TOPICAL
DIFLORASONE DIACETATE

BX UPJOHN
FLORONE
BX UPJOHN

OINTMENTS TOPICAL
DIFLORASONE DIACETATE

BX UPJOHN
FLORONE
BX UPJOHN

DIPHENHVDRAMINE HVDROCHLORIDE (PAGE 3-76)
CAPSULE; ORAL
AR PIONEER PHARMS

aa

0.05/m

0.05%

0.05/m

0.057%

25w
50w

- NOR179 001
FEB .12, 1986
N85082 001

AN 19, 1986

NOA370 001
CCT 15, 1964

N8061% 001

© FEB 11, 1986

NO7409 001
OCT 15, 1986

N84600 001
JUL 29, 1985
N8&361 001
FEB 06, 1986
N88585 001
AUG 20, 1986

N192%9 001
AUG 28, 1985

N17741 001

N19260 001
AUG 28, 1985

N179%& col

N89101 001
DEC 20, 1985

N88880 001 -

DEC 20, 1985

E3 ORAL
BOLAR PHARMACEUTICAL EQ J00MG BASEM
. " - £Q.150MG BASEN
CORD LABORATORIES  EQ 1OOMG BASEW
£9.250MG _DASEM
_ ZENITH LABORATORIES EQ JOOMG BASEM

FQ.)50M0 BASER

DOPAMINE HYDROCHLORIDE (PAGE 3-78)

kK Bk EREREERERERBEERE

INJECTABLE INJECTION
DOPAMENE HOI,
ASTRA PHARM PRODS 4OMG/MIM
BOMG/MLR
SoHG/MLm
8OMG/MLM
160ME/MLN
160M6/MLN
260M5/MLM
LYPHOMED 160MG/MLM
SOLOPAX LABORATORIES 40MG/Mim
AOME/MLM
80MG/MLM

PARKE-DAVIS/H-L. 4OMB/MLK

SoMe/tLR

AM CRITICAL CAREZAHS 160MG/ML

17

N70351 601
DEC 17, 1985
N70352 001
DEC 17, 1988
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

N70087 001

OCT 23, 1985

N70089 001
OCT 23, 1985
N70090 001
0CT 23, 1985
N70091 001
oCT 23, 1985
N70092 001

_ OCT 23, 1985

N70093 001
OCT 23, 1985
N7009% 001
ocT 23, 1985
N7036¢ 001
DEC 04, 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 003
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 / AUG'85 - 0CT'86

E (PAGE 3-78)

m&‘n&s’iﬁmmns EQ_25MG BASEX
£9_50ME BASER

£Q_100MG BASEM

CORD LABORATORIES  EQ 25MG BASEM
EQ_75M5 BASER
£Q_10MC BASER
EQ 2516 BASEm
EQ 50MG _BASEW
EQ_75M6 BASER
EQ_JOOMG BASER

MYLAN PHARMS

G EEBRBERBEEREERBE

DOXYCYCLINE WYCLAVE (PAGE 3-79)
CAPSULE, COATED PELLETS; ORAL

AR %Mm EQ _JOOMC BASE
A8 PARKE~DAVIS/H-L EQ_100MG BASEM
CAPSULE; ORAL
148/ Mﬁﬁéﬁiﬁl 144 1448 ddsa/
188/  /PARE-BAVISAASL  /8d {ddvd Asid/

EQ _S0MG BASER

»

N70953 001
MAY 15, 1986
N70954 001
MAY 15, 1986
N70955 001
MAY 15, 1986
N70827 €01
HAY 15, 1986
N70828 001
MAY 15, 1986
N70825 001
MAY 15, 1986
N70789 o001
MAY 13, 1986
N70790 001
MAY 13, 1986
N70791 001
HAY 13, 1986
N70792 001
MAY 13, 1986
N70793 001
HAY 13, 1986

N50582 001
JUL 22, 1985
N62653 001
QCT 30, 1985

DOXYGYCLINE WYCLATE (PAGE 3-79)

CAPSULE ORAL
[ MUTUAL PHARM £9.50M6 BASEW
ap E9.2001G BASEm
B PARKE-DAVIS/MN-L EQ_50MS BASEm
B £9. 1001 BASEM
8B - PRIVATE FORMULATIONS EQ SOMG BASEW
ap £9.J00MG _BASER
INJECTABLE; INJECTION
> NI > 3
> DLY >/gd/ /841400 "dddis/
>.pLI>
AR QUAD PHARRS £9_100HG BASE/VIAL
ap EQ.200MC DASE/VIALM
TABLET; ORAL
>_ADD > AR MEDICOPHARMA EQ_JOOMG BASEM
> ApD_> .
2B MUTUAL PHARM EQ_100MG BASER
8B PARKE-DAVIS/N-L £Q_100MG BASEM
/68/ /84 "Sdvid "dAden/
168/ /84 {ddnid "dadid/

DOXVLAMINE SUCCINATE (PAGE 3-80)
TABLETS ORAL

BOXYLAMING SUCCINATE
AR COPLEY PHARM 25MGn

EDROPHONIUM CHLORIDE (PAGE 3-81)
INJECTABLE; INJECTION

Blon
AP ANAGUEST/BOC 10MG/MLY

XENSTLON
AP HOFFMANN-LA ROCHE  10MG/ML

18

N62675 001
JUL 10, 1986
© N62676 001
JUL 10, 1986

N6259%% 001
DEC 05, 1985

N625% 002
DEC 05, 1985

N62631 001
JUL 24, 1986

N62631 002
JUL 26> 1986

'dd
R

N62693 001
FEB 13, 1986
N62643 002
FEB 13, 1986

N62538 001
APR 07, 1986
N62677 001
JUL 10, 1986
N62593 001
“INedsis dats
‘g8, 1445
/dl;M 4.4.'“.‘!2

¢ 4
594. 4
/0E¢C.’d8 é ‘1988

N88%00 001
CCT 08, 1985

N8g873 001
AUG 06, 19385

N07959 001
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>_ADD >

> A!u! >
> ED!! >
>_ADD >
> _ADD >

RX DRUB PRODUCT LIST / COMULATIVE SUPPLEMENT NUMDER 14 7 AUG'85 - OCT'86

ENALAPREL, MALEATE (PAGE 3-81)

TABLET; ORAL
VASOTEC :
1MS2D RES LABS/MERCK 5Mon N129%8 001
DEC 24> 1985
10M5% N18%98 002
DEC 2%, 1985
2oMGn N18998 003
DEC 24, 1985
TABLET; ORAL
VASERETIC
MSED RES LABS/MERCK 10MG;25MGu N19221 001
OCT 31, 1986
EPINEPHRINE (PAGE 3-81)
INJECTABLE, INJECTION
/ﬁfﬁxﬁﬁ/ﬁﬁﬁﬂiﬂﬁ/ /:‘»#ML’/ 183944, °¢81/
FOREST LABDRATORIES 5MG/ML N07%42 001
{PAGE 3-81)
INJECTABLE; INJECTION
LEOOCATHE HCL aND EFINEFHRINE
ap ABBOTT LABORATORIES 0.005MG/ML3L. %M N88571 001
: SEP 13, 1985
ap ASTRA PHARM PRODS um_s,; N1C418 010
ap gamm;m N06488 017
AUG 29, 1986
ERGOLOID MESVLATES (PAGE 3-82)
TABLET; ORAL
AB BARR LABORATCRIES  JMGm NB8891 001
NOV 01, 1985
TABLET; SUBLINGUAL
AR SUPERPHARM 0. 5M5m N89232 001
' SEP 23, 1986
AA aMem N89234 001

SEP 23, 1986

ERYTHROMVCIN (PAGE 3-83)
CAPSULE, ENTERIC-COATED PELLETS; ORAL

19

ERYC
PARKE -DAVIS/H-L 250M6M N62618 001
~ SEP 25, 1985
ERYC 125
PARKE-DAVIS/H-L 125MGH N62648 001
OCT 24, 1985
TABLET, ENTERIC-COATED PARTICLES; ORAL
PCE
ABBOTT LABORATORIES 333MGM N50611 001
SEP 09, 1986
ERTHROMYCIN LACTORIONATE (PAGE 3-85)
INJECTABLE; INJECTION
AP ABBOTT LABORATORIES "EQ_500MG BASE/VIALM N50609 001
SEP 26, 1986
aAp £Q )6M BASE/VIALM N50609 002
SEP 24, 1986
> ADD > AP EQ 500M5 BASE/VIALM N62638 001
> > OCT 31, 1986
>"ADD > AP EQ_1GH BASE/VIALM N62638 002
>_ADD > ocT 31, 1986
ESTRADIOL (PAGE 3-86)
FILM, CONTROLLED RELEASE;PERCUTANEQUS
ESTRADERM
CIBA/CIBA-GEIGY aMca N19081 002
SEP 10, 1986
anex N19081 003
SEP 10, 1986
{PAGE 3-86)
AQ N17968 001
A0 “CARTER-GLOGAU LABS m__; S0NMG/MLM N85603 001
MAR 13, 1986
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ESTROGEN, CONJUGATED (PAGE 3-86)

TABLET; CRAL .
131 ST PRAERUT IS/ /8. 3 e
el T ey M sl
88/ IR /NA3398 481/
B8S DURAMED PHARM 0.3 ND&HR92 001
8S D.625M6 NB3272 001
BS 1.28M6 NaZ29% 003
BS 2.5M6 MN23295 001

TABLET; ORAL
P8 200
[88/ [RIERSY.LABS A0/ 74 40 dddne/ 971 "dds/
BS  AYERST LABS/AMHO  0.45MG;200M6 N10971 005
P8 400
[/ JANERST'LABS/ ARG/ /4. aieidddis/ NP1 "dd3/
BS  AVERST LABS/AMHO 0.45MG;400MG N10971 003
£ (PAGE 3-89)
TABLET; ORAL-21
ORTHO-NOVUM 7/14-21
® ORTHO PHARMACEUTICAL 0.035MG;0.5MG AND IMG  N19004 001
o ; APR 04, 1984
TABLET; ORAL-28
ORTHO-NOVUM 7/14-28
® ORTHO PHARMACEUTICAL 0.35MG30.5MG AND 1MG  N1900@ 002
APR 06, 1984

FLRIARATE (PAGE 3-89)

TABLET; ORAL-28

NORQUEST FE »
SYNTEX (FP) 0.035M8; 1465 7518 N18926 001
JUL 18, 1986
ETHOXZOLAMIDE (PAGE 3-90)
TABLET; CRAL
ETHAMIDE
@ ALLERGAN PHARMS 1256

N16la% 001

> 40D >

> 2D >
>_ADD >
> m >
>_ADD >
>_ADD >
>_ADD >

EIRETINATE (PAGE 3-91)

CAPSULE; ORAL
TEGISON
HOFFMANN-LA ROCHE  10MGn
25Mou
FAMDTIDINE (PAGE 3-91)
TABLET; ORAL
PEPCID -
MSD RES LABS . 20MGu
QOMGn

ELECAINIDE ACETATE (PAGE 3-92)

TABLET; QRAL
TAMBOCOR
RIKER LABS/3N 100MGn

200Mcn

ELIBISOLIDE (PAGE 3-92)

AEROSOL3 TNMALATION

/SM\‘!&%’W#SW 18825708/

AEROBID
KEY PHARMACEUTICALS 0.025MG/INH

ELUOGTINOLONE ACETONIDE (PAGE 3-92)

FLUOROMETHOLONE (PAGE 3-93)

OINTMENT; OPHTHALMIC
ALLERGAN PHARMS 0.11

20

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

N19462 001
OCT 15, 1986
N19462 002
GCT 15, 1986.

N18830 001
0CT 31, 1985
N18830 002
OCT 31, 1985

44 dd
A

15’1984/

N18340 00"
AUG 17, 1986

N89124 001
SEP 11, 1985

N17760 001
SEP 04, 1985
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ELUOROMETHOLONE (PAGE 3-93)
SUSPENSION/DROPS3 OPHTHALMIC

ELOR-OP
ap COOPERVISION PHARMS 0,12

Bra
AR ALLERGAN PHARMS .1%

FiL FORTE
ALLERGAN PHARMS 0.25

ELUOROMETHOLONE ACETATE (PAGE 3-93)

SUSPENSION/DROPS; OPHTHALMIC
OMNITROL
ALCON LABORATORIES 0.2

FLUORQURACTL (PAGE 3-93)
INJECTABLE; INJECTION

o UINTL PAARS PROD  Sovg/a

ap LYPHOMED 50ME/AMLM

FLUPHENAZINE DECANOATE (PAGE 3-94)
INJECTABLE; INJECTION

ELUPHENATINE
A9 QUAD PHARMS 2BME/LN

Ao

CONCENTRATE; ORAL

PERMEIEL

AR SCHERING 2enl,
PROLDON

X ER SQUIBB AND SONS  BMG/MIR

N70135 001
FEB 27, 1986

N16851 002
JUL 28, 1982

N19216 €01
APR 23, 1986

N19079 001
FEB 11, 1%86

N2g%29 00l
HMAR 04, 1986
Na2182 001
MAR 21, 1986

N70762 001
FEB 20, 1986

N16727 ©01

N16908 001

NF9s533 0l
NOV 67, 1985

FLURAZEPAN HVDROCHLORIOE (PAGE 3-95)
CAPSULE; ORAL

2 ROCHE PRODUCTS 545
8

a Wm:s 25MGn
2] 2006
&b MYLAN PHARMS Pl
B 20Mem
AD  PAR PHARMACEUTICAL  )5Mgmt
M 30Me1

[EdiATE dddidl/ (Pace 3-95)
ThUECTAsYE ¢ "Bl gd gy

e
”%gﬁ'wmwwm.ww

EQLIC ACID (PAGE 3-95)
INJECTABLE} INJECTION

EoLIC ACED
AR LYPHOMED B8

FOLVETE
ap LEDERLE LABS/AM CYAN BMG/ML
TABLET; ORAL
o0 AGTD
N BARR LABORATORIES  Jhgw
AA PIONEER PHARMS U]

FUROSEMIDE (PAGE 3-96)
INJECTABLE; INJECTION

FUROIEMEDE
ap ASTRA PHARM PRODS  1OMG/MLM
ap oMe/im
ap loMe/Mim

21

N16721 001
N16721 002

N70454 001
AUG 0%, 1986
N70485 001
AUG 0%, 1986
N70244 001
NOV 27, 1985
N70345 001
NOV 27, 1985
N704%4 001
MAR 20, 1986
N70445 001
MAR 20, 1986

/N8s8s7. 868/

N89202 001
FEB 18, 1986

N05897 008

N29177 001
JAN 08, 1986
N28949 001
SEP 13, 1985

N7001¢ 001.
SEP 09, 1985
N70095 001
SEP 09, 1985
N70096 001
SEP 09, 1985




EUROSENIDE (PAGE 3-96)
INJECTABLE; INJECTION
ap
ap

ap

48
48
a8

>_ADD > AB
>_ADD >

BB BB

ap

ap
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RROSDUDE
CARTER-GLOGAU LABS  JOMG/Mim
SOLOPAK LABORATORIES LOMGANM

TABLET; ORAL

RJROSEMIDE
BARR LABORATORIES
DANBURY PHARMACAL

MYLAN PHARMS
ROXANE LABORATORIES
WATSON LABORATIRIES

A

PHARMAFAIR

E,
ABBOTT LABORATCORIES

lgeans

aonem
20Hem

aohiem
20Hew
aonen
foMen

GENTAMICIN SULFATE (PAGE 3-97)
INJECTABLES INJECTION

EQ 40Me BASEMLW

£9 104G BASE/MLW

SOLUTION/DROPS; OPHTHALNIC
 CARTER-GLOGAU LABS EQ_3MG BASE/MLM

N70019 001
SEP 22, 1986
N70023 001
FEB 05, 1986
N70078 001
FEB 05, 1986

N70043 001
SEP 26, 1985
N70412 001
FEB 26, 1986
N70413 001
FEB 26, 1986
N70082 001
oCT 29, 1986
N70086 001
JAN 24, 1986
N70449 001
NOV 22, 1985
N70450 001
NOV 22, 1985
N70528 001
JAN 07, 1986

N62493 001
AUG 28, 1985

N62612 004
FEB 20, 1986

N62523 001
NOV 25, 1985

GENTAMICIN SULFATE; SODIUM CHLORIDE (PAGE 3-98)

ErEEERE B B B B B

GLUTETHIMIDE (PAGE 3-100)

>_ADD > AA
> A!!n >
>7ADD > A
>_ADD >

GLYCINE (PAGE 3-100)
SOLUTION; IRRIGATION

INJECTABLE} IN»JECTIN

' ABBOTTLABOR\TORIES s
200673001 r

TABLETS ORAL

HALSEY DRUG

£Q.70M6 BASEZ)00M.3
200NM8/200HLm

EQ. _80MG_BASE/100ML3
S00MG/100MLM

£Q_90MG BASEZ100MI,
200MG/100MLM y

EQ.100MG BASEZ)00M)$
200HG/100MLM

22

N62588 006
JAN 06, 1986

N62588 007
JAN 06, 1986

N62588 008
JAN 06, 1986

N62588 009
JAN 06, 1986

N62588 010
JAN 06, 1986

£9_). 246 BASE/ML:OME/MLK N62588 001

JAN 06, 1986

EQ_1.4M6 BASE/M, s OME/MIM N62588 002

JAN 06, 1986

£9.1.6M6 BASE/MI 9MG/MLx N62588 003

JAN 06, 1986

EQ ).8MG BASE/ML9ME/MLM N62588 004

JAN 06, 1986

EQ.246 BASE/ML MG/ N62588 005

JAN 06, 1986

N89458 001
CCT 10, 1986
N39459 001
OCT 10, 1986

4
48 TSo04)

N18522 001
FEB '19, 1982 -




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT . MER 14 7 AJB'85 - OCT % 23

W "’m 3-100) ) W (PAGE 3-102)
INJECTABLE INUECTION INJECTABLE; INJECTION
; GLYCOPYRROLATE HALDOL DECANOATE
AP - LUITPOLD PHARMS = 0.2MG/Mim N89335 001 MCNEIL PHARM €Q 50MG BASE/MLM N18701 001
§ JuL 23, 1986 : : JAN 14, 1986
; GUANABENZ ACETATE (PAGE 3-102) YALOPERIDOL _LACTATE (PAGE 3-102)
E TABLET; ORAL : ‘ CONCENTRATE; ORAL
NYTENSIN ~ :
E WYETH LABS/AMHO - EQ 16MG BASEM N18587 003 aA MCNEIL LABORATORIES EQ 2MG BASE/ML N15922 001
v SEP 07, 1982 " HALOPEREDOL
AA BAY LABORATORIES EQ.2MG BASE/MLM - N70710 001
APR 15, 1986 : MAR 07, 1986
>_ADD > GUANFACINE HYDROCHLORIDE (PAGE 3-102) aA NATL PHARM NFG/BARRE EQ 2MG BASE/MLM N70318 001
APR 15, 1986 : APR 11, 1986
>_ADD >  TABLET; ORAL : AA SEARLE PHARMS EQ_2MG BASE/MIM . . N70726 001
>_ADD > TENEX , L JUN 10, 1986
>_AbD > AH ROBINS MG N19032 001 o
> a7 > oCT 27, 1986
HEPARIN SODIUM (PAGE 3-103)
HALOPERIDOL (PAGE 3-102) . \ INJECTABLE; INJECTION ‘
TABLET; ORAL 148/ ﬂ,ﬁg&%’ §§wmﬂ¢am$/u_mw e NL#d3E d1d/
[0, 14, 1983/
4B MCNEIL PHARM 0.5 N15921 001 188/ TR e, [P17837 11/
a8 MG N15921 002 , TION"14,. 1983/
4B e N15921 003 HEP=LOBK U/P . : = ‘
AB 516 N15921 004 AP ELKINS-SIMN/AHROBINS )0 UNITS/ML N17037 010
a8 1o0M8 N15921 005 : JUN 10, 1983
4B 2018 N15921 006 ap 100 UNITS/ML .- N17037 011
FEB 02, 1982 JUN 10, 1983
AB MYLAN PHARMS 0., 5Mc N70276 001 ap CARTER-GLOGAU LABS MML N17064 001
JUN 10, 1986 AP LUITPOLD PHARMS NB89063 001
AB Juiem N70277 001 OCT 09, 1985
JN 10, 1986 AP 200 UNETS/Min N89066 001
a8 2 N70278 001 _ oCT 09, 1985
JUN 10, 1986 : :
aB Etgm N?0279 001. AP ABBOTT LABORATORIES 2,000 UNITS/MLx NO5264 013
JUN 10, 1986 S APR 07, 1986
B SEARLE PHARMS 0. 5Hen N70720 001 ap 22500 UNITS/Min NO526% 014
JUN 10, 1986 APR 07, 1986
AB Ihem N7O721 001 /48] ~ CARTER-GLOGAU LABS /idd 'hbdfid/ L3684 61/
JUN 10, 1986 AP 2,500 UNTTS/ML N1706¢ 015
a8 e N70722 001 ap 7,500 UNITS/ML N17066¢ 019
JUN 10, 1986 - 3,000 UNITS/ML N1706¢ 016
aB e N70723 001 4,000 UNITS/ML N1706% 017
JUN 10, 1986 6,000 UNTIS/ML N1706¢ 018
a8 20Mem N70724 001 ] ELKINS-SINN/AHROBINS 5,000 UNITS/0.5MLM N17037 013
JUN 10, 1986 APR 07, 1986
1) N70725 ‘801 ‘

SEP 24, 1986 : JUN 10, 1986




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 # AUG'8S - OCT'86
HEPARIN SODIUM (PASE 3-103) 0

INJECTABLE 5 INJ{CTIN

HEXACHLOROPHENE (PAGE 3-106)

! ‘75@5@-’5&@5&‘7’ résas
DESERET/P-D 450MG

HYDRALAZINE HVOROCHLORIDE (PAGE 3-107)
INJECTABLE; INJECTION
A

HYDRALAZENE MOL
ap SOLOPAK LABORATORIES 20MG/Mim

TABLET; ORAL
HALSEY DRUG 10M5m

e
=
i
=n
-
bso

BEEEBEER
g

MUTUAL PHARM Aokem

BB

MARSAM 32000 UNITS/ML®

N17029 010
APR 28, 1986
NB89464 001
JUN 03, 1986

NO0552 011

APR 11, 1986
NOO552 013
APR 11, 1986

INL3482."8d1/

N17452 001

e

N88517 001
AUG 22, 1985

N89218 001
JAN 22, 1986
Na9130 001
JAN 15, 1986
N89222 001
JAN 22, 1986
N89178 001
JAN 15, 1586
N89359 001
JUL 25, 1986
NB9258 001
HAY 05, 1986
N39259 001
MAY 05, 1986

HYDRALAZINE HYDROCHLORIDE (PAGE 3-107)

1)

EEEEREEREBEBBEBEBIEBIB

TABLET; ORAL

CAPSULE; ORAL

PAR PHARMACEUTICAL

TABLET; ORAL

MSAD/NERTK
MSAD/MERCK

CORD LABORATORIES

HYLAN PHARMS

HYDRALAZING WDL
SIDMAK LABORATORIES 10MGHM

200mGm

251G 25Mem
S0MG3 50MGm
001G 50MGn

'BOLAR PHARMACEICAL gs_gmn

255 250M6m

. 20MB;500Mem

50MG; 500MG
2546 250mGt
25MG5250MGm
30163 500Mon
50MG; 500MG
25 250MGm
2563 250Mm

2

§N39097 001
DEC 18, 1985
N8§9098 001
DEC 18, 1985

RINE; HYDROCHLOROTHIAZIDE (PAGE 3-108)

Nea9s7 001
OcT 21, 1985
N389%46 001
OocT 21, 1985
NB8961 001
CCT 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
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RX DRUS PRODUCT LIST / CUMLATIVE SUPPLEMENT MAMBER 14 .

HYQROCHLOROTHIAZIDE S METHVLDOPA (PAGE 3-110)
TABLET; WL

N70853 001 AT
OCT 08, 1986
N70688 001
APR 24, 1986 AT
N70854 001
oCT 08, 1986
N70689 001
APR 24, 1906

ap 2881250M0m
20MG3 500
aB S0 500106

UG'85 - OCT 86

HYDROCORTIDSONE (PAGE 3-112)
CREAM; TOPICAL

ALA-CORT
DEL-RAY LALURATORIES )4

LOTION: TOPXICAL
ALA=0ORT
AT DEL-RAY LABORATORIES 14

ALA-SCALP

(PAGE 3-111)

TABLET3 ORAL AT
IHDERIDE-60/28
2B AYERST uasmno 25338006 N18031 001

N18031 002
AT
N70704 001
OCT 01, 1986
N70705 €01
OCT 01, 1936
N70301 001 AT
APR 18, 1%86
N70305 €01
APR 18, 1986
N70851 001
MAY 15, 1%4
N70852 001
MAY 15, 1986

AB  CHELSEA LABORATORIES 25MG;40MGR
A8 ZREa0Mem
28 PUREPAC/KALIPHARMA  25MG:SOMGM
a8

2RMG:80MeN

OINTIENT, TOPICAI.

(PAGE 3-115)

SUSPENSIONS O‘I'IC

HYDROCORTIDONE
PHARMADERM/ALTANA 1M

DEL-RAY LABORATORIES 2%
abluhnie ot

THAMES PHARMACAL

A

ST2E-BORT .
AT STIEFEL LABORATORIES )m

25

NB0706 GOl

NB8345 001
FEB 27, 1986

N83201 001
N83231 001

N8s024 001
FEB 12, 1986

N8%066 001
NW 25, 1985
N89074 001
NOV 26, 1985

N88138 001
SEP 06, 1985

NB7999 001
NOV 06> 1985
N89137 001
AUG 26, 1985

AB SUPERPHARM

. . .
TPRRALT, PridsY/ /ﬁd St’$ %%;

A
3
%

IS8 "ddg/

AT PHARMAFAIR

AT PHARMAFAIR

Al SNOROGUKE LN

N AN =) e
AT  CARVER-GLOGAU LABS 1%; gg_;_ggg_g_gm
10,000 UNYTS/MLM

SUSPENSION/DROPS; OPHTHALMIC
CORTLIPORIN
AT BURROUGHS WELLCOME  1%3EQ 3.85MG BASE/ML;

N62488 001
NOV 06, 1985

FRGLAIR L huRd NG

N62617 001
SEP 18, 1985

N50169« 001

N62623 001
SEP 24, 1985
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PAGE 3-116)

CREAM; TOPICAL
CORTISPORIN

BURROUGHS WELLCOME  0.5/3EQ 3.5M6 BASE/GM;

10,000 UNITS/GM8t

HYDROCORVISONE BUTYRATE (PAGE 3-1%6)

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

LOCOID
BX OMEN LABS/DERM PRODS 0.1%

OINTMENT; TOPICAL
HYDROCORTISONE BUTYRATE
BX @ GIST-BROCADES 0.1%

LOoCoID
B OWEN LABS/DERM PRODS 0.1%

HYDROFLUMEYHIAZIDE; RESERPINE (PAGE 3-217)

TABLET; ORAL
HYOROFLUMETHIAZIDE AND RESERPINE
P PAR PHARMACEUTICAL  50MG;0.125NGn

HYDROXYZINE HYDROCHLORIDE (PASE 3-118)
xmic'rnm.s, INJECTION

ap SEMBALR
AP 20MeALR
ap BOMB/MLw

NS0218 001
AUB 09, 1985

N1851a 001
MAY 31, 1982

N18795 001
JAN 07, 1983

N18652 001
ocT 29, 1982

N19106 001
JUL 03, 1984

N88%07 001
SEP 20, 1988

NBSE51 002
/Ngssst " ddd/
N88862 001
FEB 14, 1986
© N89106 001
FEB 14, 1986
NEssal 001
FEB 14, 1986

N89107 @01
FEB 1%, 1986

EeEEBEERBEBEBEEBBEREIER

TABLET; ORAL

E (PAGE 3-118)

AMIDE PHARMACEUTICAL 10MGH

COLNED LABORATORIES

FUTUAL PHARNM

QUANTUM PHARMICS

SIDMAK LABORATORIES

2REm
S0MEm
A0Hgm

HYDROXYZINE PAMOATE (PAGE 3-120)

CAPSULE; ORAL

PAR PHARMACEUTICAL

EQ. 23916 Helw
EQ _BOMG HCLW

26

N89071 001
JuL 22, 1986
N89072 001
JuL 22, 1986
N89073 001
JUL 22, 1986
N89121 001
MAR 20, 1986
N89l22 001
MAR 20, 1986
N89123 001
MAR 20, 1986
N89381 001
MAY 19, 1986
N89382 001
MAY 19, 1986
Na9383 001
MAY 19, 1986
NB8540 001
OCT 22, 1985
N88551 001

. OCT 22, 1985 .

NB8529 001
0CT 22, 1985
NE8617 001
JAN 10, 1986
N88618 001
JAN10, 1986
N88619 001
JAN 10, 1986

N89145 001
MAR 17, 1986
.-NB9146 001
MAR 17, 1986



RX DRUG PRODUCT LIST / CRMULATIVE SUPPLEMENT NMURMDER 14 / AUG'85 - OCT'86 2?

IBUPROFEN (PAGE 3-120)
TABLET; ORAL

JBUCROFEN (PAGE 3-120)
TABLET; ORAL
IDUPROFEN
BOOTS PHARMACEUTICAL 800Mow

"SYIVAY Ad03 534

SDUPROEEN
PUREPAC/RALIPHARMA  300MGM

AB N71264 0O B N71123 o0l
JUL 25, 1986 SEP 19, 1986
AB CHELSEA LABORATORIES 400MGa N70038 001 1 400MER N71124 001
~ SEP 06, 1988 SEP 19, 1986
2B $00MER N70041 001 a8 600ME N71125 001
SEP 06, 1985 SEP 19, 1986
4B CORD LABORATORIES  300MGR N70734 001 AB SUPERPRARM 400MEN N70708 001
JUN 12, 1986 APR 28, 1986
AB A00MGR N70735 001 aB £00MER N70709 001
JUN 12, 1986 APR 25, 1986
B $00MEx N70736 001 SRUFROIM
JUN 12, 1986 ap OHM LABORATORIES 400MG N70469 001
28 DANBURY PHARMACAL  400MGm N70436 001 AUG 29, 1985
AUB 21, 1985
AR $00Men N70437 001 AR LUCHEN PHARMS 400MEN N71145 001
AUG 21, 1985 SEP 23, 1986
AR LEDERLE LABS/AM CYAN §00MG: N70629 001 4B 600MGn N71146 001
SEP 19, 1986 SEP 23, 1986
4B $00MEm N70630 001
SEP 19, 1986 AR 3 UPJONN 300MB N17463 003
AB MCNEIL CONSUMER PROD 400MGm N70081 001 aB 800MEn N17463 005
JUN 16, 1986 MAY 22, 1985
AB £00MER N70476 001 RUEEN
. JUN 16, 1986 aB BOOT PHARMACEUTICAL 800MGn N70745 001
>_ADD > AB MUTUAL PHARM 200M6n N71230 001 JUL 23, 1986
> ADD > OCT 22, 1986
>_ADD > AB 400MER N71231 001
>_ADD > OCT 22, 1986 INDIUM IN=13) OXVQUINOLINE (PAGE 3-121)
>_ADD > 2B £00MER N71232 001
> ADD > OCT 22, 1986 INJECTABLE; INJECTION
AB MYLAN PHARMS A00MGn N70045 001 INDIUM IN-111 OXYQUINOLINE
SEP 24, 1985 AMERSHAM/RADIOCHEM  N/A N19044 001
J.1:) £00MER N70057 001 DEC 23, 1985
SEP 24, 1985
aB 0¥ LABORATORIES 400MEm N70818 001
DEC 26, 1985 INDOMETHACIN (PAGE 3-122)
AB  fA/PAR PHARMACEUTICAL  300MGm N70328 001
UG 06, 1985 CAPSULE; ORAL
AB 400MEn N70329 001 =
AUG 06, 1985 AB LEMMON 25M6x N70266 001
1) £00MEn N70330 001 NOV 07, 1985
AUG 06, 1985 AB 50MBat N70267 001
2B 800MEn N70986 001 NOV 07, 1985
JuL 25, 1986 RMET
>_ADD > 4B PRIVATE FORMULATIONS 300MGm N71266 001 > _ADD > AB BARR LABORATORIES  25MGm N70067 001
> _ADD > OCT 15, 1986 >_ADD > OCT 03, 1986
>_ADD > AB 400MGx N71267 001 ~ABD_> AB 50MGR N70068 001
> _ADD > OCT 15, 1986 > A% > OCT 03, 1986
>_ADD > AB £00MGm N71268 001 a8 BOLAR PHARMACEUTICAL 25MGwm - N70784 001
_ oCT 15, 1986 : AUG 20, 1986
1) 50MGx N70785 001

AUG 20, 1986



RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUABDER 19 7/ AUG'85 - OCT'86 28

JOPAMIDO)L, (PAGE 3-123)
INJECTABLE]} INJECTION

INDOMETHALIN (PAGE 3-122)

TSOVUE-300
aB 25M6m N70326 001 ER SQUIBB AND SONS  61m N18735 002
0CT 18, 1985 DEC 31, 1985
a8 S0MGu N70327 001 ISOVUE=-370
OCT 18, 1985 ER SQUIBB AND SONS  76!n N18735 003
AB  MYLAN PHARMS 50Mow N70624 001 DEC 31, 1985
SEP 04, 1985 ISOVUE-N 200
B PAR PHARMACEUTICAL  50MGw N70651 001 ER SQUIBB AND SONS 41 N18735 001
MAR 05, 1986 DEC 31, 1985
a8 PIONEER PHARMS 25MEm N70813 001 ISOVUE-N 300
AUG 11, 1986 ER SQUIBB AND SONS  61m N18735 004
B 50MGH N70592 001 DEC 31, 1985
AUG 11, 1986
> ADD > AB  SUPERPHARM 25MGm N70487 001
> ADD > OCT 10, 1986 JSOETHARINE NYDROCHLORIDE (PAGE 3-124)
> ADD > AB SoMcm N70488 001
>_ADD > oCcT 10, 1986 SOLUTION; INHALATION
RATSON LABORATORIES 25MG N70529 001 TSOETHARINE MD), 9/F
OCT 18, 1985 aN DEY LABORATORIES I N89252 001
aB 50NN N70530 001 SEP 15, 1986
OCT 18, 1985
AB  ZENITH LABORATORIES 25MGH N70719 001
FEB 12, 1986 ISONIAZID (PAGE 3-125)
a 50MER N70756 001
FEB 12, 1986 SYRUP3 ORAL
SUSPENSION; ORAL AA LANNETT BOMG/5MLY N892¢3 001
INDOCIN FEB 03, 1986
MS2D RES LABS/MERCK 25MG/5HLM N18332 001
OCT 10, 1985
ISOSORBIDE DINITRAYE (PAGE 3-126)
JOHEXD!, (PAGE 3-123) TABLETS ORAL
ISOSORBIDE DINITRATE
o INJECTABLE; INJECTION BARR LABORATORIES  5Mou NS6166 001
L34 CMNIPAQUE 180 SEP 19, 1986
o=cf NINTHROP-BREON/STERL 38.8/% N18956 001 10MGa N36169 001
e DEC 26, 1985 SEP 19, 1986
< OMNIPAQUE 240 20M6u N86167 001
- MINTHROP-BREON/STERL 51.87% N18956 002 SEP 19, 1986
= DEC 26, 1985 30MGu 756¢ 001
= OMNIPAQUE 300 SEP 18, 1986
§ WINTHROP-BREON/STERL 6%.7:% N18956 003
DEC 26, 1985 TABLET3 SUBLINGUAL
© OMNIPAQUE 350 ISOSORBIDE DINITRATE
WINTHROP-BREON/STERL 75.5/% N18956 004 BARR LABORATORIES  2.5MGH N8420¢ 001 .
DEC 26, 1985 SEP 18, 1986
SMex N86168 001
' SEP 18, 1986
10MGx NS7545 001

SEP 18, 1986
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RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 14 7 AUG'S5 - OCT'86

KANAMYCIN SULEATE (PAGE 3-126)
INJECTABLE; INJECTION

a8 W £Q 7546 BASE/2Mn
a8 £9_500MG BASE/2MLW
ap £Q_16M. RASE/SHLR
ap SOLOPAK LABORATORIES EQ 75MG BASE/2Mim
Ap £Q_5OOME BASE/2MLm
ap £Q_16M BASE/SHLK

KETOCONAZOLE (PAGE 3-127)
CREAM; TOPICAL

NIZORAL
JANSSEN PHARMA 272

KETOPROFEN (PAGE 3-127)

CAPSULE; ORAL
ORUDIS
WYETH LABS/AMHO 50MeR

75Mcn

LABETALOL WYDROCHLORIDE (PAGE 3-127)
INJECTABLE; INJECTION

HORMODYNE

AP STHERING SHe/L
IRANDATE

ap GLAXO SHEAMR

LACTULOSE (PAGE 3-127)
SYRUP; ORAL

. LAGTULOSE
AR ROXANE LABORATORIES JOGM/1SML

N62642 001
FEB 03, 1986
N62642 002
FEB 03, 1986
N62692 003
FEB 03, 1986
N62605 003
FEB 26, 1986
N62605 001
FEB 26, 1986
N62605 002
FED 26, 1986

N19084 001
DEC 31, 1985

N18754 002
JAN 09, 1986
N18784 003
JAN 09, 1986

N138686 001
AUG 01, 1984

N19425 001
DEC 31, 1985

N17906 001

LEUGOVORIN CALCIUM (PAGE 3-127)
TABLET; ORAL
LEUCOVORIN CALCIUNM
BX  LEDERLE LABS/AM CVAN EQ 5MG BASEM
NELLCOVORIN
BX  BURROUGHS NELLCOME EQ 5MG BASE
LEVOBUNOLOL_NYDROCHLORIDE (PAGE 3-128)
SOLUTION/DROPS; OPHTHALMIC
BETAGAN
ALLERGAN PHARMS 0.5/
LITHIUM CITRATE (PAGE 3-132)
SYRUP3 ORAL.
A\ MY-K LABS
LORAZEPAM (PAGE 3-132)
TABLET; ORAL
AB  WYETH LABS/AMWO 0.5M6
AB MG
4 M6
LORAZEPAM (PAGE 3-132)
TABLET; ORAL
LORAZEPAN
4B AM THERAPEUTIC 0.5MGn
4B MGn
AB 2Men
4B BARR LABORATORIES  0.5MGM
A8 e
a8 ghes

EQ_300MG CARBONATE/SML,

29 .

N18459 001

“JAN 30, 1986

N18342 001
JUL 08, 1983

N19219 002
DEC 19, 1985

N70755 001
MAY 21, 1986

N17794 001
N17794 002
N17794 003

N70727 001
MAR 07, 1986
N70728 001
MAR 07, 1986
N70729 001
MAR 07, 1986
N70472 001
DEC 10, 1985
N70473 001
DEC 10, 1985
N70474 001
DEC 10, 1985
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. LORAZEPAM (PAGE 3-132)

TABLET; ORAL ‘ w
2 DANBURY PHARMACAL  ©.5Mow N71117 001
; . JUL 24, 1986
AB 1Mem N71118 001
JUL 24, 1986
1] 2hen N71110 001
. JUL 24, 1986
AR QUANTUM PHARMICS  O.5Mom N70200 001
S AUG 09, 1985
AR ple] N70201 001
AUG 09, 1985
AR . 2Mem N70202 001
" AUG 09, 1985
LOXAPINE SUCCINATE (PAGE 3-132)
TABLET; ORAL
LOXITANE -
2 LEDERLE LABS/AM CYAN EQ 10MG BASE N17525 006
2 EQ 25MG BASE N17525 007
2 EQ 50MG BASE N17525 008
MAGNESTUM SULFATE (PAGE 3-134)
INJECTABLE; INJECTION
MAGNESIUM SULFATE
LYPHOMED © B0OMG/MUR N19316 001
: SEP 08, 1986
MANGANESE CHLORIDE (PAGE 3-134)
INJECTABLE; INJECTION
" MANGANESE CHLORIDE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ 0.1MG MANGANESE/MUS  N18962 001
JUN 26, 1986
MANNITOL (PAGE 3-134)
sm.urmn, zmusArmN
/AH mwm ‘Hdsp/ /#ﬂ/#dﬂl-/ 183341484/
RESECTISOL IN PLASTIC CONTAINE
AM MCGAW/AM HOSP swmom. N16772 002

> Ann >
>_ADD >
>_ADD_>
>_ADD ">

HECLIZINE HYOROCHLORIDE (PAGE 3-135)

TABLET3 ORAL

VECLIZENR Mol
AA  SIDMAK LADORATORIES 12.5MGM
1) 2EHEm
AA SUPERPHARN 22.5h0m
AA 25Em

TABLET, CHENABLE3 ORAL.
2R SIDMAK LABORATORIES 25MGM

MECLOTENAMATE SODIUM (PAGE 3-136)
CAPSULE; ORAL

8B MYLAN PHARMS EQ_50MG BASEW
a £Q.100MG _BASEM
a8 PARKE =DAVIS/N-L. EQ_S0MG BASE
B

VEDROXYPROGESTERONE ACETATE (PAGE 3-136)
TABLET3 ORAL

PROVERA
UPJOBN M6

HENOTROPING (PAGE 1-137)
INJECTABLE3 INJECTION

PSRN LAd8/ J184 048/
' ekt
SEROND LARS 75 JU/AMP
150 IU/AMP

METHACHOLINE CHLORIDE (PAGE 3-140)

PORDER FOR RECONSTITUTION; INHALATION
PROVOCHOLINE

HOFFMANN-LA ROCHE 100MG/VIAL®

N88732 001
DEC 11, 1985
N88734 001
DEC 11, 1985
N59113 001
AUG 20, 1985
NG9114 001
AUG 20, 1985

N28733 001
DEC 11, 1985

N71080 001
SEP 03, 1986
N71081 001
SEP 03, 1986

N18006 001
N18006 002

N11839 003

1
Rk

N17646 001
N17646 002
MAY 20, 1985

N19193 001
oCcT 31, 1986




>_ADD >
>_ADD >

(==

S

1
3
»

---@E
L
o]
==
e,
!

e

HETHOCARBAMOL (PAGE 3-142)

BB

SOLUTION: INHALATION

ALUPENT

RX DRUG PRODUCT LIST # CUMULATIVE SUPPLEMENT NURPER 14 /2 AUB'3B - OCT'86
VETAPROTERENOL SULFATE (PAGE 3-140)

BOEHRINGER INGELHEIM 0.44

TABLET; ORAL

PIONEER PHARMS

200Men
Z50Mem

METHOTREXATE SODIUM (PAGE 3-143)

FEREERERERRERERE B BERE K

INJECTABLE; INJECTION
FOLEX
ADRIA LABS/ERBAMONT EQ SHOMS BASE/VIALW

EDLEX PE3
ADRIA LABS/ERBAMONT EQ 25MG BASE/MLM

EQ 3546 BASE/MLM
£9. 2546 RASEAILR

HEMHOTRENATE LPE
LEDERLE LABS/AM CYAN EQ_25MG BASE/MI,

BEN VENUE LABS

£Q_25MG BASE/MLM
£8. 2516 BASE/MLK
£8.2546 BASE/MIR
£9.25M6 BASE/MLR

INTL PHARM PRODS  EQ 25MG BASE/MLN

LYPHOMED

£8.2.546 BASE/MIR
E8 204G BASE/VIALW
£9_ 2846 BASE/MLR
£Q.25M6 BASEAlR

N18761 €02
OCT 10, 1986

N8a73l ¢od
DEC 13, 1988
N39082 001
DEC 13, 1983

N38954 001
OCT 24, 1985

N8%180 001
JAN 03, 1986
N3%181 001
JAN 03, 1986
N82182 001
JAN 03, 1986

N11719 007
MAR 31, 1982

N89340 001
SEP 16, 1986
N89341 001
SEP 16, 1986
N89342 001
SEP 16, 1986
N39343 001
SEP 16, 1986
N88648 001
HMAY 09, 1986
N39323 001
JUN 13, 1986
N28935 o0l
oCT 11, 1985
N89322 g0l
JUN 13, 1986
N39263 001
JUN 13, 1986
NEg9zé6 001
oCcT 11, 1985
N89937 001
LT 11, 13985

METHOYREXATE SODIUM (PAGE 3-143)
INJECTABLE; INJECTION

AP QUAD PHARMS EQ_25MG BASE/MLM

AR £9..25M6 BASE MM

AR £9.20M8 BASE/VIALE

ae £E9.50M8 BASE/VIALR

ae £Q.100MG DASE/VIALM

AR £9.25016 BASE/VIALM
METHOTRENATE

AP LEDERLE LABS/AM CYAN EQ 2.5MG BASE/ML
MEXATE

AP BRISTOL LABS/B-M  EQ 250MG BASE/VIAL

VETHOXSALEN (PAGE 3-143)

>_ADD >  CAPSULE, LIQUID FILLED;} ORAL
> ADD > OXSORALEN-ULTRA

>_ADD > ELDER PHARMS 10MG
> AQQ >

METHYCLOTHIAZIDE (PAGE 3-143)

TABLET; ORAL
aB 2Me
METHYLDOPA (PAGE 3-144)
TABLET; ORAL
> ADD > AB BARR LABORATORIES  }25Mom
>ZADD_> A
>_ADD > AR 250Mcn
> E!!D >
> ADD > AB S00MGx
> Agn >
AB BOLAR PHARMACEUTICAL }25MGw
AR 25006
4B 200MG

3

N89308 001
JUL 10, 1986
N89309 001
JUL 10, 1986
NB9293 001
JUL 10, 1986
N89294 001
JUL 10, 1986
N89295 001
JUL 10, 1986
N89296 001
JUL 10, 1986

N11719 004
N86358 004

N19600 001
OCT 30, 1986

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

N70073 001
OCT 09, 1986
N70060 001
oCcT 09, 1986
N70074 001
OCT. 09, 1986
N70245 001
FEB 25, 1986
N70246 001
FEB 2B, 1986
N70247 001
FEB 25, 1986
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METHYLDOPA (PAGE 3-144)

EEEBEBEBREBERERBEEREEBIR

VETHYLDOPATE HYDROCHLORIDE (PAGE 3-144)
INJECTABLE; INJECTION

B E R K

TABLET; ORAL
MERILDOPA
DANBURY PHARMACAL 250Mcm

£00HEw
LEDERLE LABS/AM CVAN }25Mout
ahoMeR
200Men
PARKE-DAVIS/H-L AgEhen
a5oMeR
200MEn
PUREPAC/KALIPHARMA  J125MGat

ZENITH LABORATORIES 250MGH
S00Mem

MSED/MERCK SoMEAML

METMYLOOPATR _HEL,
ELKINS-SINN/ARROBINS SOMG/MM

a0eaUR

aneae

LYPHOMED
QUAD PHARM

N70703 001
JUN 06, 1986
N70625 001
JUN 06, 1986
N70070 003
OCT 15, 1985
N70084 001
OCT 15, 1985
N70085 001
OCT 15, 1985
N70331 001
APR 15, 1986
N70332 ¢01
APR 18, 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
N79193 001
APR 25, 1986
N70194 001
APR 28, 1986
N70098 001
FEB 20, 1986
N70343 €01
FEB 20, 1986

N13401 €01

N70291 C01
JUL 01, 1986
N70652 001
JUN 03, 1986
N71024 001
SEP 18, 1986

EQ 500MG DASE/VIALR
£9_16M BASE/VIALM
£Q_1&M BASE/VIALN
£9. 40M5 BASE/VIALM
EX JZEMG BASE/VIALRM
£Q _500MG BASE/VIALK
£Q.1GM BASE/VIALm

QUAD PHARMS

EErEEREREBEREBIR

E (PAGE 3-147)

INJECTABLE; INJECTION

ap LYPHOMED EQ_10MG BASE/2MLM
ap QUAD PHARMS EQ J0MG BASE/2MLW
REGLAN
AP Ad ROBINS £9_10MC BASE/2ML
EQ 50MG BASE/10ML
EQ 150MG BASE/30ML
TABLET; ORAL

ol 3

GLOPRA-TYELLOW!
AR QUANTUM PHARMICS £Q_1ONG_BASEW

MANOLON
AR BEECHAM LABS/BEECHAM EQ 10MG BASEM

32

N89143 001
MAR 28, 1986
N8914% 001
MAR 28, 1986
NB89186 001
MAR 28, 1986
N89187 001
MAR 28, 1986
N89133 001
MAR 28, 1986
N§9189 001
MAR 28, 1986
N89264 001
JAN 22, 1986
N89265 001
JAN 22, 1986
N89266 001
JAN 22, 1986
N89267 001
JAN 22, 1986

N70293 001
JAN 24, 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
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HETRONIDAZOLE (PAGE 3-148)
INJECTABLE; INJECTION

AP CARTER-GLOGAU LABS  S00MG/100MLM
TABLET; ORAL
AB HALSEY DRUG £00MEm
AB MUTUAL PHARM 250MEn
aB S00Mem
AB VITARINE 250M¢
a3 So0G
METRY
Ikl CTeTTRRE 12308/
200
1481 IV ey
METRONIDAZOLE HYDROCHIORIDE (PAGE 3-148)
INJECTABLES INJECTION
V4
AP SEARLE PHARMS EQ_S00MG BASE/VIAL
METROMEDAZD
ap LYPHOMED £Q 50016 BASE/VIALR

TABLET; ORAL

DANBURY PHARMACAL

HALSEY DRUG
INTERPHARM

PAR PHARMACEUTICAL
PUREPAC/KALIPHARMA

RX DRUG PRODUCT LIST ¢~ CUMULATIVE SUPPLEMENT NUMDER 14 ~ AUG'85 - OCT'86

METOCLOPRAMEDE MOL )
CHELSEA LABORATORIES EG _1OMC BASEm

EQIOMG BASEN
EQ_10MB BASEM
EQ 10M3 BASEW
£9_10M8 BASEW
EQ _JOMG BASEW

(PAGE 3-147)

N70453 001
JUN 06, 1986
N70511 00"
JAN 22, 1986
N70906 C01
OCT 28, 1986
N71213 001
SEP 24, 1986
N70342 001
MAR 25, 1986
N70581 001
OoCT 17, 1985

N70170 o0l
APR 01, 1986

N70593 001
FEB 27, 1986
N70772 €01
JUL 16, 1986
N70773 ¢O1
JUL 16, 1986
N18620 01
MAR 04, 1982
N18620 002
JUN 02, 1983

4. ¢4
g

4. d¢
1N 145

N18353 001

N70295 001
oCT 15, 1985

UEXILETINE HYDROCHLORIDE (PAGE 3-149)

CAPSULES ORAL
MEXITIL
DOEHRINGER INGELHEIM 150Mem
200Men
250M6n

MIDAZOLAM HYDROCHLORXDE (PAGE 3-149)
INJECTABLE; INJECTION

VERSED
HOFFMANN-LA ROCHE

HONOOCTANGIN (PAGE 3-150)
LIQUID; PERFUSION, BILTARY
MOCTANIN
J83c01. Hasp. ' PARS/  /1dd%d/

ETHITEK PHARNS 1007

UORPHINE SULFATE (PAGE 3-150)
INJECTABLE; INJECTION

>_ADD >

>_ADD > AP ASTRA PHARM PRODS  0,SMG/MLM
>_ADD >

>_ADD > AP 0. 5MG/MLM
>_ADD >

>_ADD > AP eMLn
>_ADD >

>_ADD > AP U7 L
>_ADD >

>_ADD > AP ELKINS-SINN/AHROBINS 0.5MG/ML
>_ADD > AP ' e,

NABILONE (PAGE 3-150)

CAPSULE; ORAL
CESAMET
ELI LILLY 1HG

EQ BNG BASE/MLa

33

N18873 002
DEC 30, 1985
N18a73 003
DEC 30, 1985
N18873 004
DEC 30, 1985

N18654 001
DEC 20, 1985

9368 'dd
L
N19368 001
oCT 29, 1985

N71050 001
0CT 07, 1986
N71051 001
OCT 07, 1986
N71052 001
OCT 07, 1986
N71053 001
OCT 07, 1796

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

N18677 001
DEC 26, 1985




>_ADD >
>_ADD >

gy IIYAY A0D 1538

NADOLOL (PAGE 3-150)

TABLET; ORAL
CORGARD
ER SQUIBB AND SONS

NALBUPHINE HYDROCHLORIOE (PAGE 3-151)

BBk

BE B

NALIDEXIC ACID (PAGE 3-151)
TABLETS ORAL

BEE B B B

INJECTABLE; INJECTION
BALBURHINE
LYPHOMED

QUAD PHARMS

HALEODEC ACID
BARR LABORATORIES

WINTHROP-BREON/STERL 250MG

igreaia

SEP 24, 1986

Aote/Mim

R
SEP 24, 1986

HRDATH
DUPONT PHARMS/DUPONT 10OMG/ML
20081,

JN 29, 1988
JUN 29, 1988
JUN 29, 1988

NALOXONE HYDROCHLORIDE (PAGE 3-151)

ap

B B

INJECTABLE; INJECTION

ELKINS-SINN/AHROBINS Q.GMG/MLM

SEP 24, 1986
SEP 24, 1986
SEP 24, 1986

N16063 005
oCT 28, 1986

N70751 001
JUL 02, 1986
N70752 001
JUL 0L, 1986
N70692 001
MAR 25, 1986
N70693 001
MAR 25, 1986

N1802¢ 001
Nl&d2e 001
MAY 27, 1982

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

N14214 002
Nl421¢ 004
N14214 005

N70298 001
OCT 22, 1985
N70299 001
oCT 22, 1985
N70496 001
oCT 22, 1985

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 /7 AUG'85 - OCT'86

NALOXONE_HYDROCHLORIDE (PAGE 3-151)

B Bk BREBEEBLR

INJECTABLE3 INJEC .ON

INTL MEDICATION SYS 0.4MG/MLM

WYETH LABS/AMHO

SEP
]
SEP
0.02M3/HLK
SEP
9.92M6/HLR
SEP

0.4HG/HLM
SEP

SEP

HALOMONE MOl
WINTHROP-BREON/STERL 0,02MG/Mik

TABLET; ORAL

TALWIN NX
JRANTHROP-BREGNSTERL/ G5 Tie R d "S0Ns. 'BASE/

SEP

2.5Ma/MLu
SEP

24>
264y
24,
26>
26y
26,

26»
26,

WINTHROP-BREON/STERL EQ 0.5MG BASE;

EQ 50MG BASE

NANDROLONE DECANOATE (PAGE 3-151)

.11
40
a0

INJECTABLE; INJECTION
ORGANON/AKZONA

1986
1986
1986
1986
1986
1986

1986
1986

2%

N70417 001
NUV 06, 1985
N70639 001
JAN 17, 1986
N70188 001
oCT 02, 1985
N70189 001
oCT 02, 1985
N70190 001
OCT 02, 1985
N70191 001
QCT 02, 1985

N70171 001
APR 18, 1986
N70172 001
APR 18, 1986

N16636 002
N16636 001
N16636 003
JUN 14, 1982

E (PAGE 3-151)

dd
ikt

N18733 001
C 16

DE » 1982

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




-
g
o
=
3

RX ‘DRUEG PRODUCT LIST / CUMULATIVE SUPPLEMENT NARBER 14 /7 AUG'85 - OCT'86

NANDROLONE_DECANOATE (PAGE 3-151)
INJECTABLE, IN}ECTIN

> ADD > AD CARTER-GLOGAU LABS Sou0, ) N86385 001
> ADD > JAN 13, 1984
>_ADD_> A9 l0oMe/M, N86598 001
> _2pD > JAN 13, 1984
AC LEMMON SOMEAER N8a55% 001

FEB 10, 1986

a0 SoMeA, N37598 001

OCT 06, 1983

A0 QUAD PHARMS SoMeAn N89248 00l

. JN 25, 1986

40 LU ST N39249 001

" ‘ JUN 25, 1986

40 200MG/MLM N392E0 001

JUN 28, 1986

N89297 001
>_ADD > OCT 01, 1986
>_ADD > AQ SOME/MLK N89298 001
>_ADD > oCT 01, 1986
NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-153)
SOLUTION; mlusATmN )
AT CARTER-GLOGAU LABS gggmﬁ Q_Ag/_m,
200,000 UNITS/Mm N6266¢ 001
APR 08, 1986
HEOSPORIN .U, IRRZCANT
AT BURROUGHS WELLCOME  EQ 6OMG BASE/ML;
£00,000 UNITS/MI, N60707 001
E 13-153)
CREAM; TOPICAL
- MYTREX &
AT SAVAGE LABS/ALTANA EQ 3.BMC BASE/CM;0.17/m  N625%8 001
JUL 21, 1986
HEOMYCEN SULFATE-TRIAMCINOLONE ADETONIDR
ar E FOUGERA/ALTANA EQ 3.5MB BASE/GM;0.1/8 N62600 001
JUL 21, 1986
AT PHARMADERM/ALTANA  EQ 2.5MG BASE/GM;Q.1MM  N62595 001
JUL 21, 1986

OINTMENT; TOPICAL
WMXIREX. A
SAVAGE LABS/ALTANA  EQ 3.5MG BASE/GM30,1/M  N62609 001

35

MAY 23, 1986

AT E FOUGERAZALTANA Wm N62608 001
MAY 23, 1986
Jok AT % g
AY PHARMADERM/ALTANA Wﬁ&u 0,17 N62607 001
MAY 23, 1986
NIFEDIPINE (PAGE 3-154)
CAPSULE; ORAL
ADALAT »
B MILES PHARMAMILES  )OMGM N19678 001
o NOV 27, 1985
4B 20Men N19478 002
SEP 17, 1986
PROGARDIA
AB PFIZER LABS/PFIZER  1OMG N18482 001
aB 20MG N18482 002
JUL 24, 1986
NITROGLYCERIN (PAGE 3-154)
AEROSOL; ORAL
NITROLINGUAL ‘
6 PONL-BOSKAMP 0.4MG/SPRAYM - N18705 001
OCT 31, 1985
INJECTABLE; INJECTION
NETROGLYCERIN .
AP INTL MEDICATION SYS SMG/MLM N70026 001
SEP 10, 1985
AP LYPHOMED EMG/MLM N70077 001
DEC 13, 1985
AP SOLOPAX LABORATORIES SMG/MLM N70633 001
JUN 19, 1986
ap EMG/MLK N70634 001
JUN 19, 1986
[ditidnshid ‘AcédTe/(Pace 3-155)
/ﬂﬁﬂi TAL/ aag
[3/0dECHST-RAUSSEL!  [23/ /18244 dd1°/
/oEC. 31, 1984/
13/ 1éd4ie/ IN18224 "dd2/
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36
>_ADD > NORFLOXACIN (PAGE 3-155) NYSTATIN: TREAMCINOLONE ACETONXDE (PAGE 3-157)
> ADD >  TABLET; ORAL o - CREAM; mxcn
> ADD > NOROXIN A
> ADD.> MSED RES LABS/MERCK @OOMG N19384 002 AT & FOUGERAZALTANA m.mmm Q.17  N62599 001
S"ADD > ) \ OCT 31, 1986 OCT 08, 1985
AT  PHARMADERM/ALTANA 100,000 UNITS/GM:0.1% N62596 001
OCT 08, 1985
NYSTATIN (PAGE 3-156) REAMETNOLL
AT PHARMAFAIR W 0.1  N62657 001
OINTMENT; TOPICAL JUL 30, 1986
AY NMMC LABORATORIES 100,000 UNITS/GMR N62731 001 QINTMENT3 TOPICAL
SEP 22, 1986
AT LEMMON 300,000 UNITS/6M30.17  N62045 002
POMDER; ORAL NOV 26, 1985
NELSTAY
AA LEDERLE LABS/AM CYAN 100% N50576 001 AT ER SQUIBB AND SONS 100,000 UNITS/GM30,1%  N60572 001
DEC 22, 1963 JUN 28, 1985
AA PADDOCK LABORATORIES 100 N62613 001 AT  SAVAGE LABS/ALTANA 100,000 UNITS/GM;0.1%  N62601 001
NOV 26, 1988 OCT 09, 1985
SUSPENSION; ORAL AT E FOUGERAZALTANA m,g_gmm 0,128  N62602 001
oCT 09, 1935
AA NASKA PHARMACAL 100,000_UNITS/Mix N62571 001 AT PHARMADERM/ALTANA 100,000 UNITS/GM30.1/%  N62603 001
T 29, 1985 OCT 09, 1985
TABLET; ORAL AT CLAY-PARK LABS 100,000 UNTTS/GM;0.17%  N62280 002
OCT 10, 1985
AR LEMMON 500,000 UNITS N62506 001 AT PHARMAFAIR 100,000 UNITS/GM30.17%  N62656 002
JAN 16, 1984 JUL 30, 1986
AA PHARM BASICS 500,000 WNITSH N62524 001
NOV 26, 1985
OXYPHENBUTAZONE (PAGE 3-159)
e TABLET; VAGINAL -
X NYSTATIN TABLET; ORAL
] AT SIDMAK LABORATORIES 100,000 UNITSH N62615 001
iy OCT 17, 1985 AB 3 BOLAR PHARMACEUTICAL )0OMG N88399 001
= SEP 17, 1984
m
il
o NYSTATING TRIAMCINOLONE ACETONIDE (PAGE 3-157)
- PARGVLINE HVYDROCHLORIDE (PAGE 3-160)
= CREAM; TOPICAL
= MYCO-TRIACET X% TABLET; ORAL
g’ AT LEMMON 100,000 UNITS/GM;0.1/%  N61954 002 EUTONYL »
SEP 20, 1985 @ ABBOTT LABORATORIES 50MG N13448 004
MYTREX B
AT SAVAGE LABS/ALTANA 100,000 UNITS/GM30,1/%  N62597 001
OCT 08, 1985 PENICILLIN 6 POTASSIUM (PAGE 3-161)
POWDER FOR RECONSTITUTION; ORAL
PENICILLIN O POTASSIUM
AA 2 MYLAN PHARMS 200,000 UNITS/5EML N60752 003
AA 9 250,000 UNITS/SML N60752 002

AA 9 400,000 UNITS/SML N60752 001
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BERMETHRIN (PAGE 3-164)
LOTION; TOPICAL

NIX
BURROUGHS WELLCOME 1

PHENTERMINE HYDROCHLORIDE (PAGE 3-167)

CAPSULE; ORAL
184/ Mﬁ%ﬁ%ﬂ/ 14/
A DURAMED PHARMS 30MG
AA LEMMON 30Mem
.1 20M8

PHENVLBUTAZONE (PAGE 3-168)
CAPSULE; ORAL

PHENYLBUTAZONE
a8 BARR LABORATORIES  100MGM

TABLET; ORAL
PHENYLBATAZONE
AB BARR LABORATORIES  100MGM

N19435 001
MAR 31, 1986

NB7126 €01

Nag9as8 001
APR 25, 1986
NB?7777 001
NOV 031, 1988
N87126 001

N8g99% 001

DEC 04, 1985

N88863 001
DEC 04, 1985

(PAGE 3-163)

SYRUP; ORAL
AA HR CENCI LABS SMG/5ML 6. 25MB/EMLR
HENY (PAGE 3-169)
CAPSULE; ORA
o ST,
/%%:téél.-é(

AB BOLAR PHARMACEUTICAL 100MG

N8sals 001
NOV 22, 1985

N88711 V01
DEC 21, 1984

POTASIIAR, CHLORTDE
ap MAURRY BIOLOGICAL

EHENYYOIN SODIUM. PROMPT (PAGE 3-169)

CAPSULES OMAL
ddd

iy R A R

PROMPT PHENVTOIN SODIUM
BX  DANBURY PHARMACAL  100MG N80905 001
BX  ZENITH LABORATORIES 100MG N80259 001
PIPERAZINE CXTRATE (PAGE 3-170)

TABLET ORAL
ANTEPAR
9 BURROUGHS WELLCOME  EQ 500MG BASE N09102 003

: 0D LU
E (PAGE 3-170)

SOLUTION; ORAL

QcL

® ABBOTT LABORATORIES 6GM/100ML; 75MG/100ML 3168MG/100ML 3
146MG/100ML 3
1.296M/100MLA N19284 001

APR 30, 1986

POTASSIUM CHLORIDE (PAGE 3-171)
INJECTABLE; INJECTION

2MEQ/MLR N88286 001
SEP 05, 1985
TABLET, CONTROLLED RELEASE; ORAL
K=DUR 10
BC KEY PHARMACEUTICALS 10MEGM Ni9439 002
JUN 13, 1986
K=DUR 20
KEY PHARMACEUTICALS 20MEGat N19439 001
JUN 13, 1986
1881 iSRS Yy J19381 441
IR 198 %
BC CIBA/CIBA-GEIGY 10MEQ 001
APR 16’ 1986
KLOR-CON .
BC UPSHER-SMITH LABS SMEG N19123 001
APR 17, 1986
BC 10MEG N19123 002
APR 17, 1986
SLOH-K

BC CIBA-GEIGY 8MEQ N17476 002
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POTASSIARY CITRATE (PAGE 3-173) ' PREDNISONE (PAGE 3-176)
/;ﬁtgfﬁcmmm LED FELEASE; ORAL ety
TRSHSSH Ptk 1y S RERE oML A iy
UNIV TX HLTH SCI CTR BMEGM M;l;gnlgg; 5533// %%’
’ Jexs 154/
AB REID-RORELL LABS NG
PRALIDOXIME CHLORIDE (PAGE 3-174) T 4G NB3009 002
an JoMe N33009 003
INJECTABLE; INJECTION B 201G N83009 004
ap ~SURVIVAL TECHNOLOGY 300MG/ML N18986 001 & Nes999 001
/ vy TRTGRGR pom
1a87 "BEE teewarasn sssseney /N18984 441/ 187 J3dre/ JN34834 881/
: JAPR '36,.' 1843/ AB BARR LABORATORIES  5MG N30701 001
B 1048 N86595 001
N8463% 002
PREDNISOLONE. (PAGE 3-176) 2§;§// JOARE AR hﬁﬁ ' INB43EE 841y
SYRUP; ORAL 18y 14/ /N8s181 dd1/
PRELONE AB DANBURY PHARMACAL M6 N80356 001
MURD PHARMACEUTICAL 18MG/7BMLR N89081 Q01 AB loMB N85162 001
ree o 1 Ty rowmes s/ /] /88294 48/
7 ' ¢ 45144
s v 0 o i e
B DURAMED PHARMS MG N8839%% 001
SUSPENSION/DROPS; OPHTHALMIC OCT 04, 1983
BLEPHAMEDE AR A0MG N88395 001
AT ALLERGAN PHARMS 0.2%3304 N12813 002 OCT 04, 1983
F. B 2046 N88396 001
AT PHARMAFAIR 0.243107m N88837 001 QCT 04, 1983
DEC 24, 1985 aB MUTUAL PHARM EMGM N89205 001
DEC 04, 1985
aB 20MGm N89206 001
PHATE ¢PAGE 3-1786) DEC 0%, 1985
B 20MGu N89247 001
PrraeReD JBR] IPRLATE. FORNREIONG 8/ "IRadiss 81/
FPISONS. EQ 5MG BASE/SMLR N19157 001 8y Nk 13418/ INB8151 "dd1/
MAY 28, 1986 aAB PRIVATE FORMULATIONS SMG N30209 001
N85151 001
S DLT > T8N JRONANE LABORAIORLES/ ST /83484 481/
PREDNISONE (PAGE 3-176) > DLT.> JRPR 22, 1982/
SO > J8W/ J2.808/ TNaTa81 dd1/
T DELTASONE T ey 1388/ IR )
e vPIoRN - N09986 002 ] it A543 481/
o Zome Novoes 0oy DL /eN i eI 8
o J58r8/ YRy RYIY]
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PREDNISONE (PAGE 3-176)

TABLET; ORAL

> aDD > AB ROXANE LABORATORIES MG
> EEQ >
>_ADD > AB 2.548
> ADD_>
AB e
a8 1013
>_ADD > 4B 251G
>_Apo >
4B S0MG
AR TOWNE PAULSEN oMem
I8} [REST-dsg/ 18/
8y 1586/
AB WEST-HARD MG
4B onen
an SgMe

> 0T > JBR]  TRERANE CARSOANIALES/ 12808/
A8 ROXANE S 20MG

>_ADD_>

EROCAINAMIDE HYDROCHLORIDE (PAGE 3-178)

2B
as
a8

EBrREREBEEREBR

LABORATORIE

CAPSULE; ORAL
FECORD LABORATORTES  2s0me
375Men
290Hen

INJECTABLE; INJECTION
wms 100ME/MLR
SooMe/MLn

ELKINS-SINN/AHROBINS 100MG/MLI
500MG/MLN
100ME/MLR
S00ME/MLE
lopesm
S00MEMLR

PHARMAFAIR

QUAD PHARMS

N87800 001
APR 22, 1982
N87801 001
APR 22, 1982
N30352 001
N84l22 001
N37833 001
MAY 04, 1982
N84283 001
N3%028 001
“nisdsisiisy
4294 "0
ez doy
Na0292 c¢ol
N88832 001
DEC 04, 1935
N88465 062
JUN 01, 1934

NBH342 48t/

N87342 001

N89219 001
JUL 01, 1986
N89220 001
JUL 01, 1986
Ng9%221 001
JUL 01, 1986

N39%069 001
FEB 12, 1986
N892070 001
FEB 12, 1986
N39029 001
APR 17, 1986
N89030 001
APR 17, 1986
N88824 001
NOV 20, 1985
N88830 001
NOV 20, 1985
N89256 001
MAY 30, 1986
N89257 001
MAY 30, 1986

EROCATNAMIDE HVOROCHLORYDE (PAGE 3-178)
TABLET, CONTROLLED RELEASE; ORAL

DANBURY PHARMACAL  250MGw
S00Mew
Z50NGu
INVAMED 500MGR

SIDMAK LABORATORIES 250MGm

EE BBBEE

E (PAGE 3-181)

SYRUP; ORAL
. ERCUETHAZINE
Iy LIFE LABORATORIES  §.25MG/SMLM

TABLET; ORAL
PROMETHAZINE HCL
B8P LEMMON 25M6u

BROPRANOLOL,_HVDROCHLORIDE (PAGE 3-183)
INJECTABLE; INJECTION

THOERAL
AP AVERST LABS/AMHO MG/
PROFRANOLOL HEL
ap SOLOPAK LABORATORIES 1MG/MLM
ap

2MG/MLR
aep MG/
TABLET; ORAL
EHDERAL
A8 AYERST LABS/AMHO 60MG
aB 204G

39

N89026 001
oCcT 22, 1985
N89027 001
ocT 22, 1985
N89042 001
OCT 22, 1985
N89284 001
JUN 23, 1986

N88958 001
DEC 02, 1985
N88959 001
DEC 02, 1985

N89013 001
SEP 20, 1985

N89109 001
SEP 10, 1985

N16419 001

N70135 001
APR 15, 1986
N70136 001
APR 15, 1986
N70137 001
APR 15, 1986

N16418 009
oCcT 18, 1982
N16418 010
ocT 18, 1982
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PROPRANOLOL, HYDROCHLORYDE (PAGE 3-183)

>_ADD >
>_ADD_>

B EERBEEEBEREREEEEEREEEEBEERE BEBEBEB

>_ADD > AB
>_ADD_>
4B

> 4DD > AB
>_apD >

TABLET3 ORAL

MYLAN PHARMS

BARR LABORATORIES

CORD LABORATORIES

DANBURY PHARMACAL

DURAMED PHARMS

lotem
20MGEn

Jonea

Gutien

SEP 24> 1986 3

N70211 001
NOV 19, 1985
N70212 001
NOV 19, 1985
N70213 001
NOV 19, 1985
N70214 ¢01
NOV 19, 1985

N70319 001
ocT 22, 1985
N70320 001
0CcT 22, 1985
N70103 001
oCT 22, 1985
N70321 001
SEP 15, 1986
N70322 001
AUG 04, 1986
N70663 001
JUN 13, 1986
N70664 001
JUN 13, 1986
N70665 001
JUN 13, 1986
N70666 001
oCT 10, 1986
N70667 001
JUN 13, 1986
N70175 001
MAY 13, 1986

N70176 001.

HAY 13, 1986
N70177 001
MAY 13, 1986
N71098 001
CCT 06, 1986
N70178 001
HMAY 13, 1986
N71183 001
OCT 06, 1986
N70306 001
SEP 09, 1985
N70307 001
SEP 09, 1985
N70308 001
SEP 09, 1985
N70309 001
LT 01, 1986
N70310 001
SEP 09> 1985
N71327 001
LT 01, 1986

>_ADD >
>_ADD >

> _ADD >
>_ADD >

EROPRANOLOL,_HYDROCHLORIDE UPAGE 3-183)

EEEBERBEREBREEBEEBEREEBEBREEEBEBBRE

TABLET} ORAL

LEMMON

HARTEC PHARMS

PAR PHARMACEUTICAL

PARKE-DAVIS/H-L

ROXANE LABORATORIES

SEP 24, 1986

SEF 24, 1986

SEP 2%, 1986

SEP 24, 1986

»
.

40

N70233 001
JUN 23, 1986
N70234¢ 001
JUN 23, 1986
N70120 001
AUG 06, 1985
N70121 001
AUG 06, 1985
N70122 001
AUG 06, 1985
N70123 001
OCT 29, 1986
N70124¢ 001
AUG 06, 1985
N70217 001
AUG 01, 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
N70441 001
SEP 15, 1986
70442 001
SEP 15, 1986
N70516 001

" JUL 07, 1986

N70517 001
JUL 07, 1986
N70518 001
JUL 07, 1986
N70519 001
SEP 11, 1986
N70520 001
JUL 67, 1986
N70521 001
SEP 11, 1986
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PROPRANOLOIL,_HYDROCHLORIDE (PAGE 3-183)
TABLET; ORAL
WATSON LABS 20MGm
20M6n
40MGn
8oMEn

BB BB

BROTAMINE SULFATE (PAGE 3-18%)
INJECTABLE; INJECTION

ap ELY LILLY 10M8/M,
AP QUAD PHARMS 10MG/MLn
ap SOMG/VIALR
ap UPJOHN SOMG/VIAL

PROTEIN HYDROLYSATE (PAGE 3-184)
INJECTABLE; INJECTION

HYPROTIGEN 5%
KENDALL MCGAW LABS 5%

QUAZEPAM (PAGE 3-186)

TABLET; ORAL
DORMALIN
SCHERING 15Meu
SUINIDINE GLUCONATE (PAGE 3-186)
TABLET, CONTROLLED RELEASE; ORAL
QUINALAN
BC  LANNETT 326MGu
a8 SUPERPHARM 324Mcu

N70548 001
JUL 10, 1936
N70549 001
APR 11, 1986
N70550 001
APR 11, 1986
N70551 001
JUL 10, 1986

N06460 002
N89306 001
MAY 30, 1986
N39307 001
MAY 30, 1986
NO7413 001

N06170 003
JAN 10, 1984

N18708 001
DEC 27, 1988

N88081 001
FEB 10, 1986

N89164 001
NOV 21, 1985

RANITIDINE HYOROCHLOREDE (PAGE 3-187)
TABLET; ORAL

fhe/ s
18188/ /84 1868, Bhse/
ZANTAC 150

6LAXO EQ 150MG BASE
ZANTAC 300

6LAXD EQ 300MG BASEM

RIBAVIRIN (PAGE 3-189)

PORDER FOR RECONSTITUTION; INHALATION
VIRAZOLE

VIRATEK 6GM/VIALY

RITODRINE HVDROCHLORIDE (PAGE 3-189)
INJECTABLE; INJECTION

>_ABD > RETODRENE HOL

> ADD > AP QUAD PHARMS 10MGZMLY
> >

>_ADD > AP A5ME/MLm
>_ApD >

> ADD > AP ASTRA PHARM PRODS  1OMG/ML
>_ADB > AR A5MGZHL,

SECRETIN (PAGE 3-190)

INJECTABLE; INJECTION
SECRETIN-KABI
IRABYVLTRN/ / 1$¢!JNIK.L/

PHARMACIA/PHARMACIA  75CU/VIAL

(PAGE 3~191)

CREAM; TOPICAL

18t/ STRARION LAsoRATOR LS/ 14/

MARION LABORATORIES 14

/w Thuvevc s/ 1Y

AR TRAVENOL LABS ¥4

ULTRA DERM .
2B CHESEBROUGH-PONDS im

@l

743 'dd
/gy

N18703 001
JUN 09, 1983

N18703 002
DEC 09, 1985

N18859 001
DEC 31, 1985

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

N18580 001
N18580 002

/N18296.°dd1/

N18290 001

/N17381 481/

N173€1 001

78.'dd
A

N18578 001
FEB 25, 1982

N18810 001
DEC 23, 1985
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SODIAR BICARDONATE (PAGE 3-191)

INJECTABLE; INJECTION

SODIUM BICARBONATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 0.9MEQAMLM

N19443 001
JUN 03, 1986
1MEQ/MLY N19443 002
JUN 03, 1986
SODIUM DICARBONATE; TARTARIC ACID (PAGE 3-191)
GRANULE, EFFERVESCENT; ORAL
BAROS
MALLINCKRODT 460MG/GM; 4 20MG/GMt N18509 001
o AUG 07, 1988
SODIUM CHLORIDE (PAGE 3-191)
INJECTABLE; INJECTION
FIUAUT] GRLORAD Dy o ohil LA A MG AN L ELLINGR
ap ABBOTT LABORATORIES S00MG/100MLM N19480 001
SEP 17, 1985
AP TRAVENOL LABS OMG/MLX N16677 000
oCT 30, 1988
SODILA YODIDE, J-133 (PABE 3~193)
CAPSULE; ORAL
3001 TODIDE F=123
9 BENEDICT NUCLR PHARM 400 UCI N18671 003
MAY 27, 1982
SODIUM NITROPRUSSIDE (PAGE 3-194)
INJECTABLE; INJECTION
HETROPRESS
ap ABBOTT LABORATORIES 5QMG/VIALK N70566 001
JUN 09, 1986
SOMATREM (PAGE 3-195)
INJECTABLE; INJECTION
PROTROPIN
GENENTECH SMG/VIALM N29107 001
oCcT 17, 1985

42
SOMATROPIN (PAGE 3-195)
INJECTABLES INJECTION
ASELLACRIN 10
@ SEROND LABS 10 IU/VIAL N17726 001
ASELLACRIN 2
@ SEROND LABS 2 IU/VIAL N17726 002
JUL 21, 1983
CRESCORMON
3 KABIVITRUM 4 IU/VIAL N17992 001
SPIRONOLAGTONE (PAGE 3-196)
TABLET; ORAL
SPIRONOLACTONE
AR MUTUAL PHARMACAL 25uen N89%424 001
JUL 23, 1986
STANOZOLOL (PAGE 3-196)
TABLET; ORAL
WINSTROL
WINTHROP-BREON/STERL 2MGH N12885 001
MAY 14, 198%
SULCONAZOLE NITRATE (PAGE 3-197)
SOLUTION; TOPICAL
SULCOSYN
SYNTEXR LABS/SYNTEX 1/ N18738 001
AUG 30, 1985
SULFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE; UREA (PAGE 3-197)

CREAMS VAGINAL

AT G AND W LABORATORIES 3.77432.86433.424:0.64/ N88607 001
JUN 09, 1586

SULEAMETHOXAZOLE TRIMETHOPRIM (PAGE 3-198)
SUSPENSION; ORAL
SEPTRA_GRAPE
aB BURROUGHS WELLCOME  200MG/5ML ; 4OMG/5MLK

LEAMETHONAZOLE A
A PLANTEX/IKAPHARM

M17598 002
FEB 12, 1986

ETHOPRIM
200MG/BML 3 40MG/5MLK N70028 001
JUN 62, 1987 : OCT 29, 1985

200MG/5ML, 340MG/SMLK

SULNEPRIM

AB MY-K LABS N70063 001

AUG 01, 1986
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(PAGE 3-198)

N7006G¢ 001
AUG 01, 1986
28 MUTUAL PRARM 40OMG 80NG N71016 001
AUG 25, 1986
a8 800MG 5 160MG N71017 001
AUG 25, 1986
aB PHARM BASICS GODMG;80MER N70203 001
30N 48.."1483."2 oV 08, 1985
AB N70204 001
m y73 ";(451'-"Nov 08, 1985
AB SIDMAK LABORATORIES 400MG3 70215 001
Zﬁlﬂ ‘83, ié;!f"/sep 10, 1985
AB N70216 001
425, I#ﬁf"/sep 10, 1985
SULFAMETHO! AND

aB PLANTEX/ IKAPHARM BOOMG: w N70037 001
JUR 02, 1987 : SEP 19, 1985

SULFAMETHONAZOLE AND TRIMETHOPRYM STINGLE STRENGTH
AB PLANTEX/IKAPRARY 400MG ;80N N70030 001

JUN 02, 1987 :

SULTANILAMIDE (PAGE 3-199)
CREAM; VAGINAL
ave
AT MERRELL DOW/DON CHEM 15/m

VAGITROL

> AT LEMRION p LY

SUPPOSITORY; VAGINAL
AVC
MERRELL DOW/DOW CHEM 1.056Mx

SULFINPYRAZONE (PAGE 3-200)

CAPSULE; ORAL
SULFINPYRAZONE
AB PAR PHARMACEUTICAL  2ooMGR

TABLET; ORAL
SULFINPYRAZONE
AB PAR PHARMACEUTICAL  joCMG:

SEP 19, 1985

N06530 001
SEP 04, 1986

N88718 001
SEP 19, 1985

N06530 004

SEP 04> 1986

N88934 001

SEP 06, 1985

N88933 001
SEP 06, 1985

>_ADD >

>_ADD >
>_ADD >
> ADD >
>_ApD >

£

SULFISOXAZOLE DIOLAMINE (PAGE 3-200)
OPATHALNICS SOLUTION

AT 5 DARNES-HIND PHARMS  EQ 4% BASE

EQ o7 BASE

GANTRISIN
AT HOFFMAN-LAROCHE

SUPRQFEN (PAGE 3-201)

CAPSULE; ORAL
SUPROL
ORTHO PHARMACEUTICAL 200MGM

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

INJECTABLE; INJEC

JTECHNETIUN. 5. SN, smm '¢¢£ﬂ%il5/

a3

N84148 001
NO7757 002

N18217 001
DEC 24, 1985

JERCBIAS KRS, AR /L3324, 461/
SOLUTION; INJECTION, ORAL
TECHNETIUM TC 99M SULFUR COLLOID
GAMMA DIAG LABS IMCI/ZML N17724 001
JECHNETIUM, TC-99M, LIDOFENIN KIT (PAGE 3-202)
INJECTABLE; INJECTION
TECHNESCAN HIDA KIT
MS&D RES LABS/MERCK N/ZAM N18489 001
OCT 31, 1986
TECHNETIUM, Te~-99M, SULFUR COLLOID XIV (PAGE 3-203)
IN;SCTABLE. INJEEE;??
L
148/ 73 "3334 %3 1824/ /13888 461/
AP /I S NZA N17858 001
188/ / Ifﬁﬂ“ﬁiﬂs}kﬂ;ﬁf/ 1824/ /i1748/461/
88/ fzﬁ QIBE. ANB.'SONS/ /iLe/ /N1g8238 461/
SOLUTION; INJECTION, ORAL
TECHMECOLL
AP MALLINCKRODT NZA N17059 001
TESULOXD
A ER SQUIBB AND SONS NZA N16923 001
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THEOPHVLLINE (PAGE 3-206)

JEMAZEPAM (PAGE 3-203)

CAPSULE; CRAL
AR SANDOZ PHARMS/SANDOZ 15MG
Yy e
B TEDRNTIM PHARMICS  ABMGM
AB 206
aB BARR LABORATORIES JsMen
AB SoMest
AB COLMED LABORATORIES J15MGmt
AB 30MEn
AB  MYLAN PHARMS 15Mex
AR 30Hcn

TESTOSTERONE ENANTHATE (PAGE 3-204)

JETRACYCLINE HYDROCHLORIDE (PAGE 3-205)
CAPSULE; ORAL

IETRACYCLINE HOL
a8 PRIVATE FORMULATIONS 250MGu
& 500MGs

N18163 001
N18163 002

N70564 001
0CT 15, 1935
N70547 001
QLT 15, 1988

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

N39324 001
SEP 16, 1986
N89325 001
SEP 16, 1986

N62686 001
QUL 26, 1986
N62686 002
JUL 24> 1986

CAPSULE, CONTROLLED RELEASE; ORAL
THEO-DUR SPRINKLE

e KEY PHARMACEUTICALS 50MGx

BC 125M6%
BC 200MGn
75M6en
THEOPHYLLINE-SR

BC RP SCHERER

300MGx

CAPSULE; ORAL

s 0T >/48) TRERIENISHERAN 740888/
SDIT.>

> DLY >/Ad/ 14663/
> QL[ >

SOMOPHYLLIN-T
> 0Ly > /8P /Fisdis/ /1d8s/
> QLI >
> LY > /8p/ 1248/
> Q.lm! >

ELIXOPRYLIN
> _ADD > BXY BERLEX/SCHERING 100MG
> AQQ >
> _ADD > BX 20016
>_A0D >

SOMOPHYLLIN-T
>_ADD > BX FISONS 100MG6
> egn >
>_ADD > BX 200MG
> enn >

ELIXIR; ORAL
THEOPI!Y'I: 225 . . ,
SONSLE, PHARMACEOTECAL/ 12 s A1 19N/
MCNEIL PHARM 112.5M6/15ML
SYRUP; CRAL
ACCURBRON
AA MERRELL DOW/DOR CHEM 150MG/1SMLx
L
AA NATL PHARM MFG/BARRE 150MG/15ML

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

N8825k 001
JUN 12, 1986

D = N

—
B 2o Zn
TL TN

-~
Lo,
Y 2 iy 24

VAVAVATR
PO

> R P

>~
G
L

>,

o
.
YT

o
.
RS
Uk Uk =4,
e

o

N85545 001
JUL 31, 1986
N83921 001
JUL 31, 1984

N87155 001
FEB 25, 1985
N87155 002
FEB 25, 1985

/\dé4gs. dd1/

N86485 001

N88746 001
Nav 22, 1985

N86545 001
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THEOPHYLLINE (PAGE 3-206)

TABLET; ORAL
QUIBRON-T
MEAD JOHNSON/B-N 300MGR

181 ST AR, /a0 g/

e Vo

2B WILLIAM H RORER 1o00MG

AB 200MG
THEQPHYL

/KNﬁ X 'MK#W!MI;&/##W

TABLET, CHERABLE; ORAL
THEOPHYL
MCNEIL PHARM 100MGnA

TABLET, CONTROLLED RELEASE; ORAL
BUR
KEY PHARMACEUTICALS <450MGn

JHIORIDAZINE WVDROCHLORIDE (PAGE 3-209)
CONCENTRATE» ORAL

AA LABORATORIES  SOMG/MLM

AR J0oMG/Min
TABLET; ORAL

AB  CORD LABORATORIES  150MGW

aB 200MeR

AB  MUTUAL PHARM 10Me

4B a5tem

§

JOLAZAMIDE (PAGE 3-212)
TABLET; ORAL

N88656 001 B BARR LABORATCRIES  10OMGM
AUG 22, 1985
. .1 250MGx
[N8s244 'd61/
/188244 461/ A L e
N85202 001
N85204 001 AB BOLAR PHARMACEUTICAL }00MGH
/mm gg{/ 1.} 250itcm
A BO0MER
B CHELSEA LABORATORIES }OOMGH
N86506 001
SEP 12, 1985 a8 250N
B 500Mew
N89131 001 AB COLMED LABORATORIES 250MGW
JUN 25, 1986
a8 500Men
AR CORD LABORATORIES  250MGM
A SogMex
N88%41 001 AB  “DANBURY PHARMACAL  looMext
DEC 16, 1985
N88942 001 ] 250Mex
DEC 16, 1985
a8 500M6x
® a8 DURAMED PHARMS 200MGx
N88136 001
SEP 17, 1986 AB 250MGK
N88137 001
SEP 17, 1986 2B 500MGt
N89431 001
AUG 01, 1986 aB INTERPHARM 250M6n
N8%432 001
AUG 01, 1986 aB Soomex
N89433 001
AUG 01, 1986 AB MYLAN PHARMS 250MEn
28 500MG
A8 PAR PHARMACEUTICAL  100MGH
AB 250MGH
AB 500MEN

45

N70162 001
JAN 14, 1986
N70163 001
JAN 14, 1986
N70164 001
JAN 14, 1986
N70242 001
AUG 01, 1986
N70243 001
AUG 01, 1986
N70244 001
AUG 01, 1986
N70285 001
JAN 09, 1986
N70286 001
JAN 09, 1986
N70287 001
JAN 09, 1986
N70168 001
APR 02, 1986
N70169 001
APR 02, 1986
N70289 001
MAR 13, 1986
N70290 001
MAR 13, 1986
N70513 001
JAN 09, 1986
N70514 001
JAN 09, 1986
N70515 001
JAN 09, 1986
N70165 001
JAN 10, 1986
N70166 001
JAN 10, 1986
N70167 001
JAN 10, 1986
N71270 001
SEP 23, 1986
N71271 001
SEP 23, 1986
N70259 001
JAN 02, 1986
N70913 001
MAR 17, 1986
N70159 001
JAN 06, 1986
N70160 001
JAN 06, 1986
N70161 001
JAN 06, 1986



Y AN 157

GGE ¢

!

g

ABBOTT LABORATORIES 250MG
VALPROIC ACID
AB PAR PHARMACEUTICAL  250MGHt

RX DRUG PRODUCT LIST / CRULATIVE SUPPLEMENT NUMBER 14 / AUG'85 - OCT'86 40
TOLAZAMIDE (PAGE 3-212) (PAGE 3-217)
TABLET; ORAL
a8 SUPERPHARM 250MGR N70763 001 FRIMETHOBENZAMEDE NG,
JUN 16, 1986 AP SOLOPAK LABORATORIES JOOMG/MLM N88960 001
AB 5COMER N70764 001 APR 04, 1986
JUN 16, 1986 AP 200MG/MLM N89043 001
APR 06, 1986
AP 200MG/MLR N8909% 001
TRAZODONE MVDROCHLORIDE (PAGE 3-212) APR 0%, 1986
TABLET; ORAL
DESYREL JRIMETHORRIM (PAGE 3-218)
>_ADD > AB MEAD JOHNSON/B-M 50MG N18207 001
>_ADD > AB N18207 002 TABLET; ORAL
>_ADD > JRAZODONE HOL JRIMETHORRTN
>_ADD > AB AM THERAPEUTICS 50MEm N71139 001 aB BARR LABORATORIES  100MGaM N7049% 001
>_ADD > OCT 29, 1986 JAN 22, 1986
> ADD_> AB 100M6R N71140 001 P+ N70495 001
> ADD > OCT 29, 1986 SEP 26, 1986 : MAR 14, 1986
>_ADD > AB CHELSEA LABORATORIES SOMEM N70568 001
>_ADD_> OCT 10, 1986
>_ADD_> AB 100MGH N70569 001 TROPICAMIDE (PAGE 3-219)
>_ADD > OCT 10, 1986
>_ADD > AB DANBURY PHARMACAL  5SOMG® N70857 001 SOLUTXON/DROPS; OPHTHALMIC
>_ADD_> OCT 10, 1986 TROPICAMEDE
>_ADD_> AB 100ME% N70856 001 AT MAURRY BIOLOGICAL 1 N88447 001
>_ADD > 0CT 10, 1986 AUG 28, 1985
TRIAMCINOLONE ACETONIDE (PAGE 3-213) UROFOLLITROPIN (PAGE 3-220)
LOTION; TOPICAL INJECTABLE; INJECTION
LONE AC METRODIN
AT THAMES PRARMACAL 0,1/m N89129 001 SERONO LABS 75TU/AMPR N19415 001
AUG 14, 1986 SEP 18, 1986
PASTE; DENTAL
KENALOG TN ORABASE VALPROATE SODIUM {PAGE 3-220)
>_ADD > AT ER SQUIBE AND SONS  0.1}% N12097 001
>_ADD > A SYRUP; ORAL
>_ADD > AT TARC PHARMS 0.1 N70730 001 DEPAKENE
>_ADD_> OCT 01, 1986 Al ABBOTT LABORATORIES EQ 250MG BASE/EML N18082 001
X
Y MY-K LABS £Q_250MG BASE/5MLM N70868 001
ITRIENTINE HYDROCHLORIDE (PAGE 3-216) JuL 01, 1986
CAPSULE; ORAL
CUPRID VALPROYC ACID (PAGE 3-220)
MS2D RES LABS/MERCK 250MG: N19196 001
NOV 08, 1985 CAPSULE; ORAL
DEPAKENE

N18081 001

N70431 001
FEB 28, 1986
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RX DRUG PRODUCT LIST ¢ CUMULATIVE SUPPLEMENT NUMBER 14 / AUG'85 - OCT'86
VERAPAMIL, HYDROCHLORIDE (PAGE 3-220)

VANCOMYCIN HVDROCHLORIDE (PAGE 3-220)

CAPSULE3 ORAL
VANCOCIN HCL
ELI LILLY £Q 125MG BASEM

EQ 250MG BASEM

INJECTABLE; INJECTION
VANCOCIH MOL
ap ELY LILLY EQ_S00MG BASE/VIAL
ap

A
£Q 500N BASE/VIALW
EQ 1GM BASE/VIALM
EQ 1GM BASE/VIAL:

VANCOLED
AP LEDERLE PARENTERALS EQ S00MG BASE/VIALM
VERAPAMIL WYDROCHLORIDE (PAGE 3-220)
INJECTABLE; INJECTION
VERAPAMEL HOL
ap INTL MEDICATION SYS 2.5MG/MLW
ap LUITPOLD PHARMS 2.5MG/MLM
AP 2.5 /Ml
ap LYPHOMED 2.5MG/MLK
AP QUAD PHARMS 2.5MG/MLR

TABLET; ORAL
VERAPAMEL HCL

a8 BARR LABORATORIES  SoOMGu

SEP 24, 1986
a8 120MG%

SEP 24, 1986
A8 CHELSEA LABORATORIES 8SO0MGH

SEP 26, 1986
AB 220MGu

SEP 26, 1986
AB DANBURY PHARMACAL  S0MGR

SEP 26, 1986
2B laoMes

SEP 24, 1986

e

N50606 00}
APR 15, 1986
N50606 002
APR 15, 1986

N60180 001
N62476 001
MAR 15, 1986
N62476 002
MAR 21, 1986
N60180 002
MAR 21, 1986

N62682 001
JUL 22, 1986

N70451 001
DEC 16, 1985
N70225 001
NOV 12, 1985
N70617 001
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, 1986
N70422 001
SEP 17, 1986
N70855 001
SEP 23, 1986
N70856 001
SEP 23, 1986

2

TABLET; QRAL

PARRE=DAVIS/R-L
PUREPAC/KALIPHARMA

WATSON LABS

VINBLASTINE SULEATE (PAGE 3-221)
INJECTABLE; INJECTION

N8 7
ELI LILLY

LYPROMED
QUAD PHARMS

VINCRISTINE SULFATE (PAGE 3-221)
INJECTABLE; INJECTION

ELI LILLY

LYPHOMED
QUAD PHARMS

SEP 24,
SEP 24»
SEP 24,
SEP 24,

1806/ M8/
10MG/VIAL

10MG/VIAL
10MG/VIALY

a7

N70340 001
AUG 20, 1986
N70341 001
AUG 20, 1986
N71019 001
SEP 23, 1986
N70468 001
SEP 23, 1986
N70995 001
OCT 01, 1986
N71366 001
OCT 01, 1986
N70994 001
oCT 01, 1986
N71367 001
OCT 01, 1986

/N12665. 7481/

N12665 001

N8%011 00l
NO¥ 18, 1985
N89365 001
AUG 07, 1986

N14103 003
MAR 07, 1984

N70411 001
SEP 10, 1986
N70777 001
APR 29, 1986
N70778 001
MAY 01, 1986
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RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NUMBER 14 /7 AUG'85 - OCT'86

MARFARIN SODIUM (PAGE 3-221)
TABLETS ORAL

767 STRURORE RS RO/ e
20 ' DUPONT PHARMS/DURONT 2.5MG

HARFARIN SODIARY
AB COLMED LABORATORIES 2, 5MGm

ZINC_CHLORIDE (PAGE 3-223)

INJECTABLES INJECTION
ZINC CHLORIDE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ MG ZINC/MLm

IN8S218 818/

ND9218 018

N&8720 001
AUG 06> 1985

N19559 Q0L
JUN 26, 1986
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QTC DRUG PRODUCT LIST ¢/ CLMULATIVE SUPPLEMENT NUMBER 14 / AUG'85 - OOT'86
(ALL PRODUCTS - SEE INTRODUCTION)

BACITRACIN ZING3 POLYMYXIN B SULFATE (PAGE 3-224)
AEROSOL3 TOPICAL

LANABIOTIC
COMBE 500 UNITS/GM;
5,000 UNITS/GMR N50598 001
SEP 22, 1986
CHLORMEXIDINE GLUCONATE (PAGE 3-224)
SOLUTION; TOPICAL
CXDA-STAT
HUNTINGTON LABS 2 N19258 001
JUL 22, 1986
CHS SCRUB
HUNTINGTON LABS M N19258 002
JUL 22, 1986
EXIDINE
XTTRIUM LABS 2/ N1$422 001
DEC 17, 1985
2,50 N19421 001
DEC 17, 1985
STERI-STAT
MEDICAL SYS RiX 4 N70104 001
JuUL 24 1986

ORPHENIRAMINE

(PAGE 3-225)

TABLET, CONTROLLED RELEASED; ORAL
PHENYLPROPANOLAMINE HCL W/ CHLORPHENIRAMINE MALEATE

DORSEY LABS/SANDOZ  12MG; 75MGH N19613 001
JUN 16, 1986
URPHENIRAMING
(PAGE 3-225)

CAPSULE, CONTROLLED RELEASE; ORAL
ISOCLOR
AM CRITICAL CARE/ZAHS &MG;l20Mem N18747 001

HAR 06, 1986

REX (PAGE 3-225)

SYRUP; ORAL
PENNTUSS
PENNHALT PHARM

EQ 4MG MALEATE/SMLS
EQ 10MG BASE/SML N18928 001

AUG 16, 1985

>_ADD_>
>_ADD ">

> 20D >

>_ADD_>

>_ADD >
>_ADD >
>_ADD >

DIPHENNYDRAMINE HYDROCULORIDE (PAGE 3-225)

SYRUP; ORAL
BELDIN
HALSEY DRUG

DIPHEN
BAY LABORATORIES

HYDRAMINE
NATL PHARM MFG/BARRE

BOXYLAMINE SUCCINATE (PAGE

CAPSULE; ORAL
UNISON
PFIZER LABS/PFIZER

IBUPROFEN (PAGE 3-225)

TABLET; ORAL
IBUPROFEN
BARR LABORATORIES

CHELSEA LABORATORIES
CORD LABORATORIES
DANBURY PRARMACAL
OHM LABORATORIES
PAR PHARMACEUTICAL
PURPEC/KALIPHARMA

MEDIPREN
MCNEIL CONSUMER PROD

PROFEN
PRIVATE FORMULATIONS

12.5M6/5MLu

12.5H6/8MLn

12, 5M6/5MLRI

3-225)

2516

200MGx
SEP
200MGst

200Men

20006

SEP
200MGu

SEP
200MCu

SEP
200MGu

SEP
200MG

SEP
200MGt

200M6u

SEP
200MGt

SEP

20006

26,

26,
2%
26,
24,
26,

26,
26,

1986

1986
1986
1986
1986
1986

1986
1986

..

%9

N89179 001
JUN 05, 1986

N70118 001
OCT 01, 1985

N70205 001
JAN 28, 1986

N19440 001
FEB 05, 1986

N70493 001
DEC 24, 1985
N70908 001
SEP 26, 1986
N71462 001
CCT 02, 1986
N70605 001
MAY 07, 1986
N70733 001
SEP 19, 1986
N70435 001
MAR 05, 1986
N71163 001
JUL 15, 1986
N70481 001
CCT 18, 1985
N71122 001
CCT 03, 1986

N70475 001
FEB 06, 1986
N71215 001
JUN 26, 1986

N71265 001
CCT 15, 1986
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OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 14 / AUG'35 - OCT'86

(ALL PROOUC‘I‘S - SEE INTRODUCTION)

INJECTABLE3 INJECTION
NOVOLIN 70/30

SQUIBB/NOVO 30 UNITS/ML;70 UNITS/MUR N19441 001
JUL 22, 1986
INSULIN, PURIFIED PORK (PAGE 3-227)
INJECTABLES INJECTION
/INS!’J-M N!WISI( QIR (PRU/
¥ NoRDISK 100 UNITS/ML N18193 001

INSULIN SUSPENSTON, BIOSVNTHETIC HUMAN (PAGE 3-226)

INJECTABLE; INJECTION
HUMULIN BR
ELI LILLY

100 UNITS/ALR

N19529 €01
APR 28, 1986

HUMAN (PAGE 3-226)

INJECTABLE; INJECTION
HRULIN N
ELT LILLY

100 UNITS/ML N18781 001

0CT 28, 1982

AN (SEMISYNTHETIC)

RSN S
(PAGE 3-226)
INJECTABLE; INJECTION
INSULATARD NPH HUMAN

NORDISK USA 100 UNITSAMLA N19449 001
MAY 30, 1986
(PAGE 3-226)
INJECTABLES INJECTION
HUAMULIN L
ELI LILLY 100 UNITS/MLRM N19377 002
SEP 30, 1985
INSULIN, PURIFIED, HUMAN, SEMISVNVTHETIC (PAGE 3-227)
INJECTABLE; INJECTION
VELOSULIN HUMAN
NORDISK USA 100 UNITS/MLM N19450 001

MAY 30, 1986

OXYMETAZOLINE HYDROCHLOREDE (PAGE 3-228)
SOLUVION/DROPS3 OPHTHALMIC

QCUCLEAR
SCHERING 0.0251

BOVIDONS-IODINE (PAGE 3-228)
SPONGE; TOPICAL

POVIDONE-IQDINE
PARKE~-DAVIS/DESERET 204

PSEUDOEPHEDRINE HYDROCHLORIDE (PAGE 3-228)
CAPSULE; CONTROLLED RELEASE; ORAL
T300R7E. "SR,/ .
SUDAFED 12 HOUR :
PYRITHIONE ZINC (PAGE 3-228)
LOTION; TOPICAL
HEAD & SHOULDERS CONDITIONER
PROCTER AND GAMBLE 0.3
0.3
0.3/
0.3/

SODIUM MONOFLUOROPHOSPHATE (PAGE 3-229)

GEL3 DENTAL
EXTRA-STRENGTH AIM
LEVER BROTHERS 1.27m

50

N18471 001
MAY 30, 1986

N19240 001
NOV 29, 1985

N19412 001
MAR 10, 1986
N19412 002
MAR 10, 1986
N19412 003
MAR 10, 1986
N19412 004
MAR 10, 1986

N19518 001
AUG 06, 1986
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DRUS PRODUCTS APPROVED UNDER SECTION 505 OF THE ACT ¢ SWRWULATIVE SUPPLEMENT NMUMBER 14 & AUB'85 - OCT'86
BY THE DIVISION OF BLOOD AND BLOOD PRODUCTS LIST

NO SEPTEMBER 1985 — OCTOBER 1986 APPROVALS
:

51
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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
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).

a

Orphan Drug exclusive approval status (coded ODE) applies only to the approved or licensed
indication(s) for which orphan drug designation has been granted pursuant to Section 526 of the Act.

For the following drug products with orphan drug exclusive approval status, the sponsor has seven years
of exclusive approval for the approved indication beginning on the date of 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 described above or the subsequent sponsor has
obtained written consent from the sponsor who has received exclusive approval.

Biological products, antibiotics, and drugs that have been approved under section 505 or 507 of the Act
or under section 351 of the Public Health Service Act for marketing and have been given orphan drug
exclusive approval will be noted by the abbreviation ODE in the Patent and Exclusivity Data Appendix.
Drug products that have received the written permission of the sponsor that has orphan drug exclusive
approval to be approved under section 527(b)(2) of the Act are also noted by the abbreviation ODE in
the Patent and Exclusivity Data Appendix. These drug products do not have any exclusive approval
rights of their own, but can be marketed because of the consent given by the sponsor that has exclusive
approval. These products are marked by an (*) next to the applicant's name.
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§§ Active In +{S
trength
Hemin
313mg/amp

Digoxin Immune
Fab (OVINE)

APPENDIX 1

BIOLOGICAL PRODUCTS

Trade Name
Dosage Form; Route

Panhematin
Injectable; Injection

Digibind
Injectable; Injection

License Number

Applicant prova @
Abbott 43
Jul 20, 1983

Laboratories

Burroughs Wellcome 129
Apr 22, 1986

55

Exclusivit
Exp.ﬂite

ODE
Jul 20, 1990

ODE
Apr 22, 1993
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DRUG_PRODUCTS

“gYTIvAY A0D 1538

Active Ingred.(s Trade Name Appl. Prod. Exclusivit
§§ren§§§§§! Dosage Form; Route Applicant Kgproval Date Exp, Date
Chenodiol Chenix Rowell 18513 002 ODE
250mg Tablet; Oral Laboratories Jul 28, 1983 Jul 28, 1990
Cromolyn Sodium Opticrom Fisons 18155 001 0DE
4% Solution/Drops; Oct 3, 1984 Oct 3, 199
Ophthalmic
Carnitine, L- L-Carpnitine Sigma-Tau 18948 001 0DE
330mg Tablet; Oral Dec 27, 1985 Dec 27, 1992
Carnitine, L- Vitacarn Kendall McGaw 19257 001
1gm/10ml Solution; Oral Labs* Apr 10, 1986
Naltrexone Trexan Dupont Pharms 18932 001 ODE
Hydrochloride Tablet; Oral Nov 20, 1984 Nov 20, 1991
50mg
Monooctanoin Moctanin Ascot Hosp 19368 001 ODE
100% Liquid; Pharms Oct 29, 1985 Oct 29, 1992
Perfusion
Biliary
Pentamidine Pentam 300 LyphoMed 19264 001 0DE
Isethionate Injectable; Oct 16, 1984 Oct 16, 1991
300mg/ml Injection
(continued)

*Refer to Appendix I narrative
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APPENDIX 1

DRUG_PRODUCTS

(continued)

"EYIAY Ad0g 53q

Exclusivit
Exp. Date

Active Ingred.(s Trade Name 1. Prod.
trengt Dosage Form; Route Applicant rova te

Potassium Urocit-K Univ of Tx Hlth 19071 001 ODE

Citrate Tablet; Oral Sci Ctr fug 30, 1985 g 30, 1992

Smeq

Somatrem Protropin Genentech 19107 001 ODE

Smg/vial Injectable; Oct 17, 1985 Oct 17, 1992
Injection

Trientine Cuprid Merck Sharp and 19194 001 ODE

Hydrochloride Capsule; Oral Dohme Res Labs Nov 8, 1985 Nov 08, 1992

250mg
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APPENDIX 2

58

LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
T ONLY_IF PRODUCT FATLS YO ACHIEVE ADEQUATE DISSOLUTION

Acetaminophen; Aspirin;
Butalbital
Capsule or Tablet; Oral

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

Acetaminoqhen; Aspirin;
Butatbita
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; 50mg; 40mg

Acetaminophen; Butalbital
Capsule or Tablet; Oral
325mg; 50mg

650mg; 50mg

Acetaminophen; Butalbital;
Caffeine

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

650mg; 50mg; 40mg

Aminophy1line
Tablet; Oral
100mg

200mg

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

650mg; 50mg

Aspirin; Butalbital; Caffeine
Capsule or Tablet; Oral
325mg; 50mg; 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; Meprobamate
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
Minogidil
Nitrofurantoin (Macrocrystalline)

Phentermine Hydrochloride (Dissolution)
Phentermine H{drochloride (Slow Dissolving;

Dissolution
Phenylbutazone & Oxyphenbutazone
Prednisone (Dissolution Only)
Probenecid
Procainamide
Propranolol
Propyl thiouracil

*New Addition

(continued)

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

60
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APPENDIX 3

(continued)

Name of Drug

Quinidine Gluconate (Controlled Release)
Spironolactone
Sul finpyrazone

Temazepam
Theophylline (Controlled Release)

Theophylline (Immediate Release)
Tolazamide

Tolbutamide

Trazodone

*Trimipramine

Verzpamil

*New Addition

Date

Jun 15, 1981
Jul 25, 1983
Jul 15, 1983
&ug 1985
Apr 1984
Nov 02, 1983
Mg 22, 1984
Jan 1982
Nov 15, 1985
Nov 03: 1986
Jul 1985

Revised Date

Apr 30, 1986

61
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APPENDIX 4
ARDA SUITABILITY PETITIONS

62

The following are two lists of Petitions filed under Section 505(j)(2)(C) of the Act where the Agency has determined that the
referenced product: (1) is suitable for submission as an ANDA (List I., Petitions Approved) and (2) is not suitable for

The determination that an ANDA will be approved is not made until the

submission as an ANDA (List II., 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)

500mg
30mg

500mg
60mg

650mg
15mg

300mg
30mg

1. Petitions Approved

Docket Number

84 P-0228/CP

84 P-0228/CP

86 P-0200/CP

85 P-0543/CP

Petitioner

McNeil Pharm
MclNeil 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 copy 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 roved

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/5ml
6mg/5m1

500mg
15mg

500mg
30mg

500mg
60ng

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

Kleinfeld, Kaplan and

86 P-0133/CP
Becker

Roxane Laboratories

86 P-0161/CP

86 P-0161/CP Roxane Laboratories

86 P-0161/CP Roxane Laboratories

(continued)

Reason fovr

Petition

New Dosage
Form
New Strength

New Dosage
Form

New Strength
New Strength
New Strength

New Strength

New Strength

63

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
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Z

g

{®
g

3%

sa rm: Route

Acetaminophen;
Codeine Phosphate
Tablet; Oral

Acetaminophen;
Hydrocodone Bitartrate
Solution; Oral C

Acetaminophen;
Oxycodone Hydrochloride
Solution; Oral

Acetaminophen;
Oxycodone Hydrochloride
Soft Gelatin

Capsule; Oral

Acetaminophen;

Propoxyphene Hydrochloride

Soft Gelatin
Capsule; Oral

Acetaminophen
Suppository; Rectal

Streagth
(Container Size)

APPENDIX 4

I. Petitions Approved

{continued)

Docket Number Petitioner

650mg
15mg

500mg/15ml
5mg/15ml

325mg/Sm1
Smg/ 5ml

500mg
Smg

500mg
32mg

80mg

86 P-0200/CP Mikart, Inc

84 P-0391/CP UAD Laboratories

85 P-0085/CP Roxane Laboratories

85 P-0543/ Softan
¢P0003
85 P-0581/CP Softan

85 P-0403/CP Upsher-Smith Labs

(continued)

Reason for
Petition

New Strength

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Dosage
Form
New Strength

New Dosage
Form
(Pediatric)

64

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
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Drug Nawe
Dosage Form; Route

Aminocaproic Acid
Injectable; Injection

Aminophylline
Injectable; Injection

Aminophylline
Injectable; Injection

Aspiring

Caffeine;

Dihydrocodeine Bitartrate
Tablet; 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 roved

500mg/ml
10m1/vial

10mg/ml
10m1/vial

50mg/ml
20m1 /vial

356 .4mg
30mg
16mg

1mg
75mg

0.5mg/5m1

100mg/ml

(continued)
Docket Number Petitioner
85 P-0308/CP Abbott Laboratories

85 P-0459/CP Abbott Laboratories

85 P-0459/CP Abbott Laboratories

86 P-0359/CP Central Pharms

85 P-0492/CP SK&F Laboratories

85 P-0423/CP RIM Consulting

86 P-0157/CP Lyphomed

(continued)

Reason for

Petition

New Strength

New Strength

New Strength

New Dosage
Form

New
Combination
New Dosage
Form

New Dosage
Form

New Strength

65

Status
Approved
Feb 12, 1986

Approved
Feb 12, 1986

Approved
Feb 12, 1986

Approved
Sep 29, 1986

Approved
Jan 28, 1986

Aporoved
Oct 16, 1985

Approved
May 8, 1986
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Name

lg

Form; Route

Strength
{Container Size)

Brompheniramine Maleate;

Pseudoephedrine
Hydrochloride
Sustained Release
Capsule; Oral

Cholestyramine
Tablet, Chewable;
Oral

Chlorpheniramine Maleate;
Phenyl propanolamine

Hydrochloride

Controlled-release

Capsule; Oral

Chlorhexidine Gluconate

Solution; Topical

Codeine Phosphate;
Dexbrompheniramine Maleate;
Phenylpropanolamine

Hydrochloride
Syrup; Oral

12mg
120mg

Eq 4gm

Resin

10mg

75mg

1.5%

10mg/5ml
1mg/5ml
12.5mg/5ml

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

85 P-0095/CP

86 P-0123/CP

85 P-0149/CP

84 P-0417/CP

85 P-0269/CP

Petitioner

UAD Laboratories

Parke-Davis Labs/W-L

Dura Pharmaceuticals

Parke Davis

Bock Pharmacal

(continued)

Reason for

Petition

New
Combination
New Dosage
Form

New Dosage
Form

New

Strength

New Strength

New
Combination

66

Status

Approved
Dec 13, 1985

Approved
Jun 20, 1986

Approved
Dec 13, 1985

Approved
Sep 18, 1985

Approved
Dec 6, 1985
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Drug Name

Dosage Form; Route

Cytarabine

Injectable; Injection

Cytarabine

Injectable; Injection

Dacarbazine

Injectable; Injection

Dexbrompheniramine Maleate;
Phenylpropanolamine

Hydrochloride

Time Release Capsule;

Oral

Dexbrompheniramine Maleate;

Pseudoephedrine
Hydrochloride
Sustained Release
Capsule; Oral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

20mg/m1l
5m1/Vial

20mg/m1
25ml /vial

500mg/Vial
6mg
75mg

6mg
120mg

(continued)
Docket Number Petitioner
86 P-0130/CP Quad Pharms
86 P-0130/CP Quad Pharms
86 P-0300/CP Quad Pharms

85 P-0238/
CP0002

85 P-0140/CP

Bock Pharu.acal

Central Pharms

(continued)

Reason for

Patition

New Dosage
Form

New Dosage
Form

New Strength

New
Combination

New
Combination
New Dosage
Form

67

Status
Approved
Aug 21, 1986

Approved
Aug 21, 1986

Approved
Aug 15, 1586

Approved
Dec 13, 1985

Approved
Dec 13, 1985
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Drug’ Name

Dosage Form; Route

Dexbrompheniramine Maleate;
Pseudoephedrine

Sulfate

Sustained Release

Capsule; Oral

Diazepam

- Solution; Oral

Diazepam
Syrup; Oral

Diazepam
Intensol

Sulution (Concentrate);

Oral

Diphenhydramine

Hydrochlioride

Concentrate; Oral

Disopyramide Phosphate
Tablet, Controlied

Release; Oral

Strength
(Container Size)

6mg
120mg

5mg/5ml

2mg/5ml

5mg/ml

50mg/m1

200mg
300mg

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number Petitioner

85 P-0140/
CP0002

Central Pharmns

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

(continued)

Reasoa for
Petition

New
Dosage Form

New Dosage
Form

New Dosage
Form

New Dosage
Form

.. w Strength

New Dosage
Form
New Strength

68

Status

Approved
Jan 22, 1986

Approved
Sep 19, 1985

Appreved
Feb 28, 1986

Approved
Mar 18, 1986

Approved
Sep 11, 1985

Approved
Jun 03, 1986
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Z
&
B

Dosage Form; Route

Disul firam
Suspension; Oral

Estradiol
Tablet; Oral

Floxuridine
Injectable; Injection

Fluorouracil
Injectable; Injection

Fluorouracil
Injectable; Injection

Fluorouracil
Injectable; Injection

Flurazepam
Concentrate; Oral

Flurazepam Hydrochloride
Solution; Oral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

500mg/30m1
0.5mg
500mg/5ml
25mg /ml
50mg/ml
(100m1/vial)
50mg/20ml

30mg/ml

15mg/5ml

85 P-0215/CP

84 P-0308/CP

86 P-0242/CP

85 P-0208/CP

85 P-0221/CP

86 P-0080/CP

85 P-0081/CP

85 P-0091/CP

Petitioner
Paddock Laboratories
Key Pharmaceuticals
Quad Pharms
Int1 Pharm Prods
LyphoMed
Ben Venue Labs
Roxane Laboratories

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

69

Status
Approved
Oct 8, 1985

Approved
Mar 24, 1986

Approved
Rug 15, 1986

Approved
Oct 8, 1985

Approved
Feb 18, 1986

Approved
Apr 2, 1986

Approved
Jul 10, 1985

Approved
Oct 25, 1985
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14
Drug Name
Dosage Form; Route

Furosemide
Solution; Oral

Ffurosemide
Concentrate; Oral

Glucagon
Injectable; Injection

Haloperidol
Solution; Oral

daloperidol
Solution; Oral

Hydralazine Hydrochloride
Solution; Oral

Ibuprofen
Capsule; Oral

Ibuprofen
Soft Gelatin
Capsule; Oral

Strength
{Container Size)

40mg/5m1

80mg/ml

EQ 2mg Base/Amp

2mg/5ml

5mg/ 5m)

25mg/5ml

200mg

300mg
400mg
600mg

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

85 P-0106/
CP0002

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

85 P-0080/CP
85 P-0074/CP

84 P-0383/CP

85 P-0563/CP

Petitioner
Roxane Laboratories
Roxane Laboratories
King and Spaulding
Roxane Laboratories
Roxane Laboratories
Roxane Laboratories
Sterling Drug

Softan

(continued)

Reason for
Petition

New Strength
New Strength
New Strength
New Strength
New Strength
New Dosage

Form

New Dosage
Form

New Dosage
Form

70

Status
Approved
Sep 19, 1985

Approved
Sep 19, 1985

Approved
Oct 30, 1986

Approved
Mar 26, 1986

Approved
Sep 19, 1985

Approved
Jul 3, 1985

Approved
Jun 25, 1985

Approved
Mar 19, 1986
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Drug Name

Dosage Form; Route

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

Indomethacin

Suspension; Oral

Isoniazid

Concentrate; Oral

Ketoconazole

Suspension; Oral

Leucovorin Calcium

Tablet; Oral

Lorazepam

Oral; Solution

Lorazepam

Solution (Concentrate);

Oral

Meperidine Hydrochloride
Concentrate; Oral

Metaproterenol Sul fate
Solution; Inhalation

25mg/5ml

50mg/ml

20mg/ml

15mg

1mg/5ml

2mg/ml

100mg/m1

10mg/2..5m1

{continued)
Docket Number Petitioner
85 P-0077/ Roxane Laboratories

CP0002

85 P-0468/CP Carolina Med Prods

Janssen Pharma

(-]
(3

5 P-0147/CP
85 P-0457/CP Lederle Labs/AM Cyan
86 P-0292/CP Roxane Laboratories

86 P-0291/CP Roxane Laboratories

84 P-0175/CP Roxane Laboratories

85 P-0509/CP Armour Pharm

(continued)

Reason for

Petition

New Dosage
Form

New Strength

New Dosage
Form

New Strength
New Dosage
Form

New Dosage
Form

New Strength

New Strength

n

Status
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
Jdun 7, 19385

Approved
Feb 28, 1986



gy IvAY Ad0D 1539

Drug Name Strength
Dosage Form; Route

(Container Size)

Metaproterenol Sul fate 10mg/ 3ml
Solution; Inhalation

Metaproterenol Sulfate 15mg/ 3ml
Solution; Inhalation

Metoclopramide Hydrochloride 5mg/ml
Injectable; Injection 20m1/vial

Metoclopramide Hydrochloride 5mg/ml
Injectable; Injection 50ml/vial

Metoclopramide Hydrochloride 5mg/ml
Injectable; Injection 50m1/vial

Metoclopramide Hydrochloride 5mg/ml
Injectable; Injection 100m1 /vial

Methyldopate Hydrochloride 50mg/ml

Injectable; Injection 10ml/vial
Methyltestosterone 25mg
Capsule; Oral

Miconazole Nitrate 4%

Cream; Vaginal

APPENDIX 4

I. Petitions roved

(continued)
Docket Humber Petitioner
85 P-0429/ Dey Laboratories
CP0O002

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

84 P-0398/CP Ortho Pharmaceutical

(continued)

Reason for

pPetition

New Strength
New Strength
New Strength
New Strength
New Strength
New Strength
New Strength
New Dosage

Form

New Strength

72

Status
Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Mar 18, 1986

Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Feb 28, 1986

Approved
Oct 25, 1985

Approved
Aug 23, 1985

Approved
Mar 31, 1986




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

Nitroglycerin
in 5% Dextrose
Injectable; Injection

Probucol
Tablet; GOral

Strength
(Container Size)

APPENDIX 4

I. Petitions Approved

{continued)

Docket Number Petitioner

1mg/ml
5ml/vial

1mg/ml
10m1/vial

Smg/m]
10mg/ml

10mg/100m1
{500m1 Container)

20mg/100m1
(250m1 Container)

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

500mg

86 P-0079/CP AM Critical Care/AHS

86 P-0079/CP MM Critical Care/AHS
86 P-0025/CP Lyphomed
85 P-0134/CP Marion Laboratories

86 P-0099/CP Abbott Laboratories

86 P=0099/ Abbott Laboratories
CP0002
86 P-0099/ Abbott Laboratories
CP0O003

85 P-0337/CP Merrell Dow/Dow Chem

(continued)

Reason for

Petition

New Strength
New Strength
New Strength
New Strength

New Strength
New Strength
New Strength

New Strength

73

Status
Approved
May 7, 1986

Approved
May 7, 1986

Approved
Apr 1, 1986

Approved
Sep 19, 1985

Approved
Apr 1, 1986

Approved
Apr 1, 1986

Approved
Apr 1, 1986

Approved
Oct 25, 1985
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Drug Name
Dosage Form; Route

Procainamide Hydrochloride
Tablet; Oral

Propranolol Hydrochloride
Capsule; Oral

Propranolol Hydrochloride
Solution; Oral

Propranolol Hydrochloride
Concentrate; Oral

Propranolol Hydrochloride
Solution; Oral

Propranolol Hydrochloride
gab}et, Constant-Release;
ra

Strength
(Container Size)

375mg

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

40mg/5m]
80mg/m1
20mg/5m1

160mg

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number

85 P-0125/CP

86 P-0045/CP

85 P-0073/CP

85 P-0073/
CP0002

85 P-0073/
CPQO003

85 P-0129/CP

Petitioner
Key Pharmaceuticals

Nutripharm Labs

Roxane Laborataories
Roxane Laboratories
Roxane Laboratories

Verex Laboratories

(continued)

Reason for
Petition

New Strength

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Dosage
Form

New Dosage
Form

74

Status
Approved
Sep 19, 1985

Approved
Mar 19, 1986

Approved
Jul 8, 1985

Approved
Jul 19, 1985

Approved
Sep 24, 1985

Approved
Sep 25, 1985
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Drug Name
Dosage Form; Route

Propranolol Hydrochloride
Tablet, Contrclled Release:

Oral

Pyridostigmine
Bromide
Tablet; Oral

Ritodrine Hydrochloride
in Dextrose 5%
Injectable; Injection

Scopolamine Transdermal
System/24 Hour

Fiim, Controlled Release;
Percutaneous

Spironolactone
Syrup; Oral

Spironolactone
Oral; Injection

Theophy11ine
Cansule; Oral

Strength
(Container Stze)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number Petitioner

80mg
120mng
160mg

30mg

30mg/100m]
500m1 Container

1mg

25mg/5ml

25mg/5ml

150mg
300mg

85 P-0197/CP Forest Laboratories

85 P-0412/CP Kali-Duphar Labs

86 P-0100/CP Abbott Laboratories

85 P-0168/CP Ciba Consumer Pharms

85 P-0510/CP Carolina Med Prods

86 P-0055/CP Carolina Med Prods

85 P-0175/CP Mead Johnson/B-M

(continued)

Reason for

Petition

New Dosage
Form

New Strength

New Strength

New Strength
(Dosing
Interval)

New Dosage
Form

New Dosage
Form

New Strength

75

Status

Approved
Sep 27, 1985

Approved
Jan 22, 1986

Approved
May 7, 1986

Approved
Sep 27, 1985

Approved
Jan 22, 1986

Approved
Mar 28, 1986

Approved
Oct 8, 1985
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Drug Name
Dosage Form; Route

Theophylline

Tablet Controlled-release;

Oral

Thiothixene Hydrochloride

Solution; Oral

Triamcinolcne
Acetonide
Cream; Topcial

Triamcinolone
Acetonide
Ointment; Topcial

Vinblastine Sulfate
Injectable; Injection

Vincristine Sulfate
Injectable; Injection

¥enon XE 133
Gas; Inhalation

Strength

{Container Size)

APPENDIX 4

I. Petitions Approved

(continued)

Docket Number petitioner

600mg

5mg/5ml

0.05%

0.05%

Tmg/ml

2mg/vial

150mCi/vial
250mCi/vial

86 P-0178/CP

85 P-0580/CP Purdue Frederick

Ellis Pharmaceutical

86 P-0360/CP Carolina Med Prods

86 P-0360/CP Carolina Med Prods

86 P-0056/CP Quad Pharms

85 P-0016/CP Bristol Labs/B-M

86 P-0041/CP Medi Nuculear Corp, Inc

Reason for
Petition

New Strength

New Strength

New Strength

New Strength

New Dosage
Form

New Dosage
Form

New Strength

76

Status

Approved
Oct 75, 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

5-Aminosalicylic Acid
Suppository; Rectal

Strength
(Container Size)

APPENDIX 4

11. Petitions Denied

Docket Humber Petitioner

650mg
10mg

750mg
7.5mg

500mg/m1

10mg/m1

50mg/ml

500mg

85 P-0015/CP Applied Labs

85 P-0169/CP

85 P-0064/CP Abbott Laboratories

85 P-0066/CP Abbott Laboratories

85 P-0066/CP Abbott Laboratories

84 pP-0425/CP Reid-Rowell

(continued)

¥noll1 Pharmaceutical

Reason for

Petition

New Strength

New Strength

New Strength

New Strength

New Strength

New Ingredient

7

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 lame
Dosage Form; Route

Aspirin;
Chlorzoxazone
Tablet; Oral

Aspiring
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Aspirin;
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

)

Strength
(Container Size)

APPENDIX 4

1TI. Petitions Denied

(continued)

Docket Number Petitioner

325mg
250mg

325mg
50mg
40mg
7 .5mg

325mg
50mg
40mg
15mg

85 P-0071/CP McNeil Pharm

85 P-0101/CP Sandoz Pharms/Sandoz

85 P-0101/CP Sandoz Pharms/Sandoz

(continued)

Reason for
Petition

New
Combination

New

Combination

New
Combination

78

Status

Denied
Sep 3, 1985

Denied
Sep 11, 1985

Denied
Sep 11, 1985
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Drug Name
Dosage Form; Route

Aspirin;
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Aspiring
Butalbital;
Caffeine;

Codeine Phosphate
Capsule; Oral

Benzoyl Metronidazole
Suspensicn; Tnjection

Betamethasone Dipropionate

Miconazole Nitrate
Cream; Topical

Strength

(Container Size)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number Petitioner

325mg
50mg
40mg
30mg

325mg
50mg
40mg
60mg

200mg/5m1

0.05%
2%

85 P-0101/¢P Sandoz Pharms/Sandoz

85 P-0101/ Sandoz Pharms/Sandoz

CP0002

85 P-0258/CP Apkon Laboratories

85 P-0271/CP Ortho Pharmaceutical

(continued)

Reason for

Petition

New
Combination

New
Combination

New Ester
New Ingredient

New
Combination

79

Status

Denied
Sep 11, 1985

Denied
Sep 11, 1985

Denied
Mar 19, 1986

Denied
Apr 18, 1986




Drug ﬁime
Dosage Form; Route

Bretylium Tosylate
Injectable; Injection

Bretylium Tosylate
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)

APPENDIX 4

11. Petitions Denied

(continued)

Docket Number

2mg/ml

4mg/m1

8mg/ml

10mg/ml

100mg
1mg
30mg

200mg
amg
60mg

85 P-0063/CP
85 P-0063/
€P0002

85 P-0063/
CP0O003

85 P-0063/
cPo004

85 P-0433/CP

85 P-0433/
CP0002

Petitioner
Abbott Laboratories
Abbott Laboratories
Abbott Laboratories
Abbott Laboratories

Sandoz Pharms/Sandoz

Sandoz Pharms/Sandoz

(continued)

Reason for
pPetition

New Strength
New Strength
New Strength
New Strength

New
Combination

New
Combination

80

Status
Denied
May 29, 1985

Denied
May 29, 1985

Denied
May 29, 1985

Denied
May 29, 1985

Denied
Nov 8, 1985

Denied
Nov 8, 1985
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Drgz Name
Dosage Form; Route

Cholecalci ferol
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)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

1.25mg

30mg
200mg

60mg
200mg

30mg
200mg

60mg
200mg

530mg
30mg

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

81

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



APPENDIX 4

II. Petitions Denied

{continued)

Docket Number Petitioner

ﬁ;"
(%

e

e

=

=

=

¢

Drug Name Strength
Dosage Form; Route (Container Size)
Choline Magnesium 500mg
Trisalicylate;

Codeine Phosphate 60mg
Tablet; Oral

Dextromethorphan 60mg
Hydrobromide
Tablet, Controlled Release;
Oral
Diatrizoate Meglumine; 60%
Lidocaine Hydrochloride 1.5mg/ml
Injectable; Injection
Diazepam Intensol 10mg/ml

Concentrate; Oral

Tri-Phasic Contraceptive
Tablet; Oral{21 and 28 days)

Ethinyl Estradiol 0.05mg
Norethindrone 0.5mg
Ethinyl Estradiol 0.05mg
Norethindrone 0.75mg
Ethinyl Estradiol 0.05mg
Norethindrone 1.0mg

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)

82

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 Sedium

Injectable; Injection

Hydrochlorothiazide;
Propranolol Hydrochloride;

Triamterene

Capsule, Controiled Release;

Oral

Hydrochlorothiazide;
Propranolol Hydrochloride;

Triamterene

Capsule, Controlled Release;

Oral

Hydrochlorothiazide;
Propranolol Hydrochloride;

Triamterene

Capsule, Controlled Release;

Strength
(Container Size)

APPENDIX 4

11. Petitions Denied

(continued)

Docket Number Petitioner

Smg/ml

2000 Units/ml

4000 Units/ml

50mg
80mg
75mg

50mg
120mg
75mg

50mg
160mg
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 P-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

83

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




Hydrocortisone Acetate
Suppository; Rectal

Ibuprofen;

Oxycodone Hydrochloride
Capsule; Oral

Oral

Ibuprofen;
Oxycodone Hydrochloride
Tablet; Oral

Indomethacin
Tablet; Oral

Indomethacin
Tablet; Oral

Indomethacin
Intensol
Solution (Concentrate);

Strength
(Container Size)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

1%

200mg
5mg

200mg

Smg

25mg

50mg/m1l

85 P-(088/.P

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 L3 -
Combination

New
Combination

New Dosage
Form

New Dosage
Form

New Dosage
Form
New Strength

84

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 Strength
Dosage Form; Route

{Container Size)

APPENDIX 4

II. Petitions Denied

(continued)

Docket Number

Indomethacin 75mg
Tablet, Constant
Release; Oral

Indomethacin 75mg
Controlled-release
Tablet; Oral

Methocarbamol 400mg
Acetaminophen : 325mg

Tablet; Oral

Metoclopramide Hydrochloride Tmg/ml
Injectable; Injection 50ml /vial

Metoclopramide Hydrochloride 1mg/ml
Injectable; Injection 75m1 /vial

Metoclopramide Hydrochloride Tmg/m1
Injectable; Injection 100m1 /vial

Metoclopramide Hydrochloride 10mg/m1
Injectable; Injection

Metoclopramide Hydrochloride 10mg/m1
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

McNeil Pharm

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

85

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 Strength
Dosage Form; Route (Container Size)

APPEMNDIX 4

11. Petitions Denied

Metoclopramide Hydrochloride 20mg/ml
Injectable; Injection

Metoclopramide Hydrochloride 20mg/ml
Injectable; Injection

Metronidazole 50-125mg/
Sponge; Vaginal Sponge
Nitroglycerin None
Transdermal System Given

Phenylephrine Hydrochloride; 0.5%
Sul fathiazole 5%
Nasal Suspension;

Topical

Pseudoephedrine Polisterex 60mg
Controlled Release
Capsule; Oral

Temazepam 10mg
Soft Gelatin 20mg
Capsule; Oral

(continued)
Docket Yumber Petitioner
85 P-0062/ Abbott Laboratories
CcP0002
85 P-0457/ Abbott Laboratories
CP0002
85 P-0117/CP VLI

84 P-0302/CP Key Pharmaceuticals

85 P-0205/CP Tanya W Ross

85 P-0334/CP Pennwalt Pharm

85 P-0016/CP Wyeth/AMHO

(continued)

Reason for
Petition

New Strength
New Strength
New Dosage
Form

New Dosage
Form

(New Matrix)
New Dosage
Form

New
Combination

New Salt
New Ingredient

Mew Strength

86

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 YName
Dosage Form; Route

Triamcinolone Acetonide
Suspension; Injection

Triamcinolone Acetonide
Suspension; Injection

Strength
(Container Size)

APPENDIX 4

1I. Petitions Denied

2.5mg/ml

3mg/ml

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

Reason for
Petition

New Strength

New Strength

87

Status

Denied
Mar 4, 1985

Denied
Mar 4, 1985
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DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, THE FOLLOWING ABB
PLEASE REFER BACK TO THIS PAGE FOR AN EXPLANATION OF THE

DEVELIPED.

APPENDIX 5

EXCLUSIVITY TERMS

FOUND IN THE ADDENDUM.

NC
NCE
NDF
NE
NP
NR

RTO
NS

ODE

ABBREVIATIONS

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 SCHEDULE (SEE REFERENCE, BELOW)
NEW INDICAVION (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)

REVIATIONS HAVE BEEN
EXCLUSIVITY ABBREVIATIONS
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APPERDIX 5

(continued)

NEW_DOSING SCHEDULE

D-6
D-7
D-8
D-9
D-10
D-11
D-12

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

NEW_INDICATION

1-1
1-2
1-3
I-4
i-5
1-6
1-7
1-8
1-9
1-10
I-11
1-12
1-13
1-14
1-15
1-16

SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
DYSMENORRHEA

TREATMENT OF TINEA VERSICOLOR

SYMPTOMATIC GASTROESOPHAGEAL REFLUX

NEPHROTOMOGRAPHY

CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY

VENCGRAPHY 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)

89
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NEW_INDICATION

APPENDIX 5

{continued)

1-17
1-18
I-19
I-20
If2r
1-22
I-23
I-24
I-25
1-26
1-27
1-28
I-29
I-30
I-31
[-32
I-33
I-34
I-3%
1-36
1-37
1-38
I-39
1-40

PITUITARY TUMORS

POSTMENOPAUSAL OSTEOPOROSIS

ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
ACBTE/OTRITS/NERIA

EXERCISE INDUCED BRONCHOSPASMS

MYOCARDIAL INFARCTION OR STROKE

COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
BLASTOMYCOSES DERMATITIDES

PEDIATRIC SUBARACHNOID VASCULAR
PETRIELLIDIUM BOYDII INFECTION

HEREDITARY ANGIQEDEMA

. INTRACORONARY USE

PEDIATRIC USE

DIRECT ISOTOPIC CYSTOGRAPRHY

POSTPARTUM HEMORRHAGE

USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
PROLACTIN SECRETING ADENOMAS

ANGINA PECTORIS DUE TO CORONARY ATHEROSCLEROSIS
ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY

SPINAL ANESTHESIA

PATIENT PREOPERATIVE SKIN PREPARATION

. ADJUVANT WITH CHEMOTHERAPY FOR TREATMENT OF BREAST CANCER FOLLOWING MASTECTOMY

ANTIDOTE FOR ACETAMINOPHEN OVERDOSE

(continued)
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g,

NEW_INDICATION

9N

APPENDIX §

(continued)

I-41
I-42
1-43
I-44
1-45
I-46
ADD I-47
ADD I-48

MANAGEMENT OF HYPOUALCEMIA AND RESULTART 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




APPENDIX &
PRESCRIPTION AND OTC DRUB PRODUCT
PATENT AND EXCLUSIVITY DATA

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

APPL/PROD  PATENT PATENT  EXCLUSIVITY  EXCLUSIVITY
NRBER EXPIRES CobE EXPIRES

NO  SEPTEMBER 1985 - OCTOBER 1986 ACTIONS

PRESCRIPTION AND OVC DRUB PRODUCT
PATENT AND EXTLUSIVITY DATA

APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT
NUMBER EXPIRES CODE EXPIRES NUMBER

11821881 J4339883) JAORE1L13848) e

Vs T JRIT e Py R

Dsasley e (AR s leven

HEss) raaaety skt SAD> 16418 o0z

12142 006 64537883 AUG 27, 2002 > ADD_>

12142 007 6537883 AUG 27, 2002 > _ADD > 16418 003

12142 008 4537883  AUG 27, 2002 >TADD >

12142 009 4537883 AUG 27, 2002 > ADD > 16418 004

12142 010 4537883 AUG 27, 2002 > _ADD >

12365 Q05 6534973 AUS 13, 2002 > ADD > 16418 009

12366 002 65364974 AUG 13, 2002 >_ADD >

13601 001 1-40 JAN 31, 1988 >ADD > 16418 010

13601 002 . 1-40 JAN 31, 1988 >_ADD_>

JIRHRIGL)  1348838] IEESILALINE8] 16636 002

SR 1i55e5e) JieRit iesy |

Va1 IR .

(contlinued)

PATENT EXCLUSIVITY

EXPIRES CODE

D=7

1-48

0-7
I-48
D-7
I-48
0-7
I-48
D-7
I-48
o-7
I1-48
D-9

. D-10

‘£ 0=11
I-33

92

EXCLUSIVITY
EXPIRES

ocT 31,
oCT 31,
oct 31,
ocT 31,
ocT 31,
ocT 31,
oCT 31,
oCcT 31,
CCT 31,
OoCcT 31,
ocT 32,
oCT 31,
SEP 24,

1789
1989
1989
1989
1989
1989
1989
1989
1989
1989
1989
1989
1986
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>_ADD >
>_ABD >

>_ADRD >
>_ADD >

N,

~

PATENT
EXPIRES

JAN 11, 1989
JAN 14, 1992
JUN 02, 1987
SUN 023 1987
/5131448
IR,
ALy
WATHAEL)

e

oct/81:/1331/

DEC 17, 1991
DEC 17, 1991

=5 TLCh O

!

g&a;taa

-|,
\

AUG 20, 2002

AUG 20, 2002

AUG 20, 2002

APR 13, 1993
MAY 17, 199%%
AUG 20, 2002

13839833/ [oct/dL:11331/

APPL/PROD PATENT
NUMBER
16983 001
16950 001 3634582
3860618
17560 001  RE28636
17560 002 nazasss
17581 001
17601 001 /3 14565/
13314643/
17613 oo1 fiﬁégﬁgéf
/1#6&/661/ 14334%13/
17697 001
17717 001  /3334s43/
17760 001
17768 001 3855140
3960745
17785 001
17862 001 4536386
17862 002 4536386
17862 003 4536386
17920 005 3950333
4024271
17970 001 4536516
18024 001
18024 002
18044 001
1804% 002
18052 001
18053 003
18063 005 3935267
3982021

JAN 27, 1993
SEP 21, 1993

EXCLUSIVITY
CODE

I-36

NDF
I1-38

NDF

I-12
I-13
I-14
I-12
I-13
I-14
I-12
I-13
I1-14
D-12

I-39 .
I-47
- 1-47
I-41
I-41

I-37

APPENDIR &

FRESCRIPTION AND OTC ORUB FRODUCT
PATENT AND EXCLUSIVITY DATA

EXCLUSIVITY
EXPIRES

SEP 09, 1903

(continued)

>_A0D_>

>_ADD >

APPL/PROD

18147 002

18147 003

118184/481/
18154 001
118184/4¢3/
18154 003
18155 001
18181 001
18182 001
18183 001
18217 001
18230 00
18200 001

/iﬂ##/ddi/
/i##‘i/ddé/

18257 002
18401 001
18423 001

18470 001
18471 001
18432 001
18482 002

18489 001
138506 001

PATENT PATENT EXCLUSIVITY
ER EXPIRES CODE
s 4. /149

JReARSs) o
13853448/ [BReILE 19837
(REBSEER) JoRcIYd 1198t/
Vo
/szssmx/‘/wxé‘iu‘w/
/mggl /wxz./x«sw

ODE

13839843/ /ﬂﬁf/di.liéé.’(/
95 d1,/199
A

/34534573/ /¢¢f/di '/1441/
14231488/ [BEC/d2:/18%%/
4237068 NOV 09, 1998
14231888/ [BEC/82:/199%/
4237068 NOV 09, 1998

3433791 MAR 18, 198%

3855140 DEC 17, 1991
3960745 DEC 17, 1991
4367242 JUN 30, 1998
3786684 JAN 08, 1991
3644627 FEB 22, 1989

3784684 JAN 8 1991

0
) s

I1-35
I-35

" NCE

NDF

NCE

93

EXCLUSIVITY
EXPIRES

oCT 03, 1991

DEC 24, 1990

- SEP 04, 1988

SEP 04, 1988

acT 31, 199
MAY 30, 1989

oCcT 31, 1991




APPDNDIX &
PRESCRIPTION AND OTC DRUB PRODUCT
PATENT AND ENCLUSIVITY DAVA

APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY APPL/PROD PATENT PATENT EXCLUSIVITY EXCLUSIVITY
NRBER EXPIRES CoDE EXPIRES NUMBER EXPIRES CODE EXPIRES
18599 001 Np AUG 07> 1923 /MM/“;’/ /316#14/ /JKIW! ./de/
18513 002 . ODE JUL 28, 1990 1992
18533 001 1-44 JUN 30, 1989 13701 001 3438991 APR 15, 1986  NE JAN 14, 1989
185387 003 3658993 APR 25, 1989  NCE SEP 07, 1992 18703 001 . Y MAY 30, 1989
18664 001 3819706 JUN 25, 31991  NCE DEC 30, 1990 18703 001 1-43 MAY 30, 1989
3835046 MAY 20, 1992 18703 002 4128658 DEC 05, 1995  NCE JN 09, 1993
4057323  MAR 26, 2002 4521431  JUN 04, 2002  I-15 JUN 28, 1988
4347257  AUG 31, 1999 1-42 MAY 30, 1989
4393078 JUL 12, 2000 ‘ 1-43 MAY 30, 1989
§ 4625363  JAN 10, 2001 18705 001 NOF ocT 31, 1988
4435449 MAR 06, 2001 18708 001 3845039 OCT 29, 1991  NCE DEC 27, 1990
% 4438138 MAR 20, 2001 3920818  NOV 18, 1992
18644 002 3819706 JUN 25, 1991  NCE DEC 30, 1990 18713 00)  /3d3dd73/ [act/e1. 11881/
el 3885046 MAY 20, 1992 18731 001  317763¢ FEB 20, 1990  NCE SEP 29, 1991
= 4057323 MAR 26, 2002 4182763  JAN 08, 1997
= 4347257 AUS 31, 1999 18731 002  317763¢ FEB 20, 1990  NCE SEP 29, 1991
4393078 JUL 12, 2000 - 6182763  JAN 08, 1997 '
% 4425363  JAN 10, 2001 18735 001 4001323  JAN 04, 1996  NCE DEC 31, 1990
4 4435449 MAR 06, 2001 18735 002  <001323 JAN 04, 199¢  NCE DEC 31, 1990
4438138 MAR 20, 2001 13735 oos 4001323 JAN ot», 1994 NCE DEC 31, 1990
18644 003 3819706 JUN 25, 1991  NCE DEC 30, 1990 DEC 31, 1990
3885046 MAY 20, 1992 > /ié#ﬁ/ddi/ /46555#/ /¢¢f/# /1644/ /Nﬂf/ 1RU8/ 38511934/
4057323 MAR 26, 2002 >£’&> 18738 001 4055652 OCT 25, 4 AUS 30, 1990
4347257 AUS 31, 1999 18754 002 3641127 FEB 08, 1939 NCE JAN 09, 1991
4393078  JUL 12, 2000 1375@ oos 3641127 FEB 08, 1989 NCE JAN 09, 1991
4425363  JAN 10, 2001 SEP 04, 1989
4435449 MAR 06, 2001 /imd/ddi/ /41:4#&(/ /#6/66 /1445/ /N#/ 10828511989/
4438138  MAR 20, 2001 DEC 28, 1989
18654 001 4282957 JUL 28, 1998  NCE DEC 20, 1990 msu oo1 /3;3 513/ /r.\f.f/di ./ié i/
18677 001 -wawas mw oz, 1995 NCE DEC 26, 1999 18827 001 /353#13/ /¢¢1‘/d;( '/;(441/
18830 001 NCE ocT 31, 19%
1188821441/ /46#455/ /ﬁfsf/#»/i“:l/ /rk-'!.’/ /#P/#../Mﬂ 18830 001 ¢0052°9 JAN 25: 1994 NCE ocT 31, 1990
18682 001 nzc 1992 18830 002 3900431 AUG 19, 1992  NCE ocT 31, 1990
18683 001 6393871 19, zooo 18830 002 4005209 JAN 25, 1996  NCE OCT 31, 1990
18859 001 4211771 JUL 08, 1997  NCE DEC 31, 1990

RE29835 MAR 19, 1991

{(continued)
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>_ADD >
>_ADRD >

APPL/PROD PATENT PATENT EXCLUSIVITY
NUMBER EXPIRES CODE
18873 002 3954872 MAY 04, 1993  NCE
4031244 JUN 21, 199
18873 003 3954872 MAY 04, 1993  NCE
N 4031244 JUN 21, 159
18873 004 3954872 MAY 04, 1993  NCE
4031244 JUN 21, 199
18874 001 3697559 OCT 10, 1989  NOF
18874 002 3697559 OCT 10, 1989  NOF
18887 001 3686412 AUG 22, 1989  NDF
3777033 AUG 22, 1989
3860618  JAN 14, 1992
W405598  SEP 20, 2000
18891 001 4559222 DEC 17, 2002
13391 ooz 4559222 nec 17. aooz

/145411/661/ /#516#/ /Iiﬁsfl.ﬁ .liééil
/iﬁéﬁl“:!/ /3#145#/ /li£¢/:41./i¢41/

8917 003 DEC 31, 1993

18928 001 4221778  SEP 09, 1997

18932 001 ODE

18948 001 NeE

/Iﬁﬁﬁg/gg{/ /?57#11/ /KIWIS, 1442/ /. NE
/335665}-6/ /M/é:i /i“i/
J39683837 [IN/35:/13837
Tadeiiss) ALy
14385883/ [RIS[45, 11938/

18956 001 4021481 MAY 03, 1996  NCE
4250113  FEB 10, 19980

18956 002 4021481 MAY 03, 199%  NCE
4250113  FEB 10, 1998

18956 403 4021681 MAY 03, 199  NCE
4250113  FEB 10, 1998

APPENDIR &

PRESCRIPTION AND OTC DRUS PRODUCT
PATENT AND EXCLUSIVITY DATA

EXCLUSIVITY
EXPIRES

BEC 30, 1990

DEC 30, 19%0

DEC 30, 19%0 > ADD >

SEP 24, > ADD >
SEP 24,
DEC 05,

1989
1989
1988

>_ADD >

NOV 20, 1991
DEC 27, 1990
DEC 27, 1992

1R/ 8831356/

MAY 08, 1990

DEC 26> 1990
DEC 26, 1990 > ADD >

DEC 265, 19%0

{continued)

APPL/PROD PATENT PATENT
NUMBER EXPIRES
18956 004 Q021481 MAY 03, 1994
4250113 FEB 10, 1998
18972 001
18985 001 4549854 JUL 23, 2002
4616006 OCT 07, 2003
18985 002 Q544554 JUL 23, 2002
4616006 OoCT 07, 2003
18998 001 4374829 FEB 22, 2000
18998 002 4374829 FEB 22, 2000
18998 003 4374829 FEB 22, 2000
19011 001
19028 001
19032 0 3
/14644/661/ /43356{;4/ /w;{s /xm/ /N¢£/
)
19059 001 4138475 FEB 06, 1996
19059 002 4138475 FEB 06. 1996
19059 003 8475 FEB 0
15069 001 /3#:4##;4/ /#f/di ./m;/
19071 001
19079 001
19081 002 4379454 APR 12, 2000
4144317 SEP 09, 1992
3648262 JUL 29, 1992
19081 €03 4379%45¢  APR 12, 2000
©14%317 SEP 09, 1992
3948262 JUL 29, 1992
15084 001 43351285 JUN 15, 1999
19090 001 6585790 APR 29, 2003
19107 001
19207 001
19193 001
1919 001
19215 001 4078071 MAR 07, 1995
19219 002 3641152 FEB 08, 1989

95
EXCLUSIVITY EXCLUSIVITY
cone EXPIRES
NCE DEC 26, 1990
NCE DEC 24, 1990
NCE DEC 24, 1990
NCE DEC 24, 1990
NCE DEC 24, 1990
NP SEP 24, 1986
NP AUG 13, 1989

oCT 27, 1991
[BEC/23: 11938/
DEC 23, 1990
PETITION FOR EXCLUSIVITY PENDING

PETITION FOR EXCLUSIVITY PENDING
PETITION FOR EXCLUSIVITY PENDING
QDE AUG 30, 1992
NP AUG 30, 1988
NE FEB 11, 1989
NDF SEP 10, 1989
NDF SEP 10, 1989
NDF DEC 31, 1988
NCE OoCT 17, 1990
QDE ocY 17, 1992
NCE ocT 31, 1991
NCE NOV 11, 1990
ODE NOV 11, 1992
NCE NOV 25, 1990
NCE DEC 19, 1990
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>_ADD >
>_ADD >

E

APPL/PROD

19221
19257

19259
19260
19264
19270

19322
19323
19359
19368

19369
19369

19384
19412
19412
19412
19612
19415

001
001

001
001
001
001

001
001
00l
00l

001
002

002
001
o002
003
004
001

PATENT
NUMBER

4374829
4472380

3980778
3980778

4252984
4311708
4342783
3721687
3721687
4078071
4205086

4215215
4200647
4215215
4200647
4146719

PATENT
EXPIRES

FEB
SEP

SEP
SEP

FEB
JAN
AUG
MAR
MAR
MAR
HMay

JUL
APR
JUL
APR
MAR

22>
18,

14,
14,

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

29y
29
29,
29,
27s

®REFER TO APPENDIX I NARRATIVE

2000
2001

1993
1993

1998
1999
1999
1990
1990
1995
1997

1997
1997
1997
1997
1996

EXCLUSIVITY
CODE
NC
NDF
ODEw

ODE
NCE

m

RGGGGE

EXCLUSIVITY

ocT

APR
DEC

ocY
AUG

DEC
DEC
Nov
acT
ocT
SEP

SEP
ocT
MAR
MAR
MAR

SEP

APPENDIX &
PRESCRIFTION AND OTC DRUB PRODUCT
PATENT AND EXCLUSIVITY DATA

EXPIRES

31,

10,
27,

16»
30,

27,
27,
25,
29,
29,
30,

30,

3,
10,
10,
10,
10,
18,

1989

1989
1992

1991
1990

1990
1990
1990
19%
1992
1991

1991

1991
1989
1989
1989
1989
1989

APPL/PROD

19428
19434

19435
19439
19441
>_ADD > 19462
>_ADD > 19462
19478

19478

19518
> 800> 19600

00l
00l

001
001
001
001
002
001

002

001
001

PATENT
NUMBER

MW1244%
4066755
3950333
4024271
4024163

4283408
4283408
3644627
3784684
3644627
3784684

PATENT
EXPIRES

MAR 185,
JAN 03,
APR 13,
MAY 17,
MAY 17,

AUG 11y
AUG 114
FEB 22,
JAN 08,
FEB 22,
JAN 08,

19%
1995
1993
19%

199

1998
1998
1989
1991
1989
1991

EXCLUSIVITY
CODE

NCE

NCE

NCE
NCE

%6

EXCLUSIVITY
EXPIRES

AUG 01, 199%%

MAR 31, 1991
JUN 13, 1989
JUuL 11, 1989
OCT 15, 1991
OCT 15, 1991

AUG 06, 1939
OCT 30, 1989
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