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1.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
8th EDITION
CUMULATIVE SUPPLEMENT 2
FEBRUARY 1988

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement 1is one of a series of monthly updates to
the Approved Drug Products with Therapeutic Equivalence Evaluations,
8th Edition {the List). The List is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations,
over-the-counter (0TC) drug products that require approved applications
as a condition of marketing, drug products in the Division of Blood and
Blood Products approved under Section 505 of the Act, and products
discontinued from marketing or products which have had their approval
withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on
newly approved drugs and, 1if necessary, revised therapeutic equivalence
evaluations and updated patent and exclusivity data. The Addendum con-
tains appropriate drug patent and exclusivity information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984" for the Prescription, OTC, and Drug Products in the Division of
Blood and Blood Products Approved Under Section 505 of the Act lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by
active ingredient name. For those products with multiple active ingre-
dients, only the first active ingredient (in alphabetical sort) will
appear. In addition, the trade name will be displayed to the right of the
active ingredient name for each product, along with the application number
and product number (FDA's internal file number). A1l patents with their
expiration dates are displayed for each application number. Use patents
are indicated with the symbol "U" followed by a number representing a
specific use. Exclusivity information for a specific drug is indicated by
an abbreviation followed by the date upon which the exclusivity expires.
Refer to the Exclusivity Terms section in the Patent and Exclusivity
Information Addendum for an explanation of all codes and abbreviations.



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 te indicate that changes to that
entry appear in the Cumulative Supplement.

Drug product information is provided in each Cumulative Supplement for
completeness to assist in locating the proper place in the List for
the revision. [Strength(s) which already exist in the List will not be
repeated for context.] The effective date for the approved drug product
(the earliest date a product may be marketed) appears, when appropriate,
to the lteft of the approval date.

The presence of any therapeutic equivalence code indicates that the drug
product is multisource; the deletion of a therapeutic equivalence code
indicates that the drug product has become single source. (An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case the deletion of the therapeutic equivalence code 1is followed
jmmediately by the addition of the revised one.)

Additions new to the Prescription Drug Product List, ©TC Drug Product
List, List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act and the Patent and Exclusivity Data
are indicated by the symbol > app > to the left of the line on which new
information. exists. The =>_app > symbol is then dropped in subsequent
Cumulative Supplements for that item. A newly approved product is also
identified by a lozenge ( ®) to the right of its strength which remains
throughout all Cumulative Supplements for this edition,

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act and the Patent and Exclusivity Data
are indicated by the symbol >BLI> (DELETE) to the left of the line
containing overstruck print. The >BOLX > symbol 1is dropped in subsequent
. Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product List and O0TC Drug Product Lists in all
Cumulative Supplements for this edition. However, the overstruck print in
the List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act and the Patent and Exclusivity Data
will be dropped in subsequent Cumulative Supplements.

Products discontinued from marketing or products which have had their
approval withdrawn for other than safety or effectiveness reasons, will be
flagged in this Cumulative Supplement with the " 3" symbol to designate
their non-marketed status. All products having a " 2" symbol in the 12th
Cumulative Supplement of the 8th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 9th Edition.

iv



1.2

1.3

PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

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

Products Federal Register Reference

Nitroglycerin (capsule, controlled release;oral) SEP 7, 1984 (49 FR 35428)

Nitroglycerin (ointment;topical) SEP 3, 1986 (51 FR 31371)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitreglycerin (tablet, controlled release;buccal) JUL 5, 1985 {50 FR 27688)
Tranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAME) CHANGES

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



1.4 REPORT OF COUNTS FOR THE PRESCRIPTIQON DRUG PRODUCT LIST

DESCRIPTION OF REPORT

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

The baseline column (Dec 1987) refers to the products in the Prescription Drug Product List. For each
three-month period, a column of quarterly data is added which incorporates counts of product activity
from the previous quarter(s) with those in the baseline count.

DEFINITIONS

Drug Product

For this report, a drug product is the representation in the Prescription Drug Product List of an
active moiety (molecular entity and its salts, esters and derivatives) either as a single ingredient or
as a combination product, provided in a specific dosage form and strength for a given route of admin-
istration with approval for marketing by a firm under a particular generic or trade name.

New Molecular Entity

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

vi



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTJONS2
NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

(1) Cumulatlive counts are calculated from January |,

COUNTS CUMULATIVE BY QUARTER!

DEC | 987 MAR

1988

9709
2096 (21.6%)
7613 (78.4%)
6691 (68,9%)
848 ( 8.7%)
74 ( 0,8%)

349

1988 +o, and

Including,

JUN 1988

+he month

indicated.

SEP

{2) Amlno aclid-~contalning products of varylng composition (sse Introductlion, page |-8 of the List).

vii

1988



8TH EDITION

PRESCRIPTION DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'88

ACETAMINOPHEN; BUTALBITAL; CAFFEINE

> ADD >

>_ADD_> AB
> ADD >

TABLET; ORAL

BUTALBITAL, APAP. AHD CAFFETHE
HALSEY DRUG 325MG ; 5OMG 5 $0MGH

ACETAMINOPHEN; COBEINE PHOSPHATE

>_DLT >/A4/

> ADD > AA
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>_DLY >/A4/
>_ADD > AA

>_DLT >/4&/
>_ADD > AA

>_DLT >/A4/
>_ADD > AR

ELIXIRS ORAL

TYLENOL W/ CODETINE
L7k
MCNEIL PHARM
TABLET; ORAL

ACETAMTHOPHEN AND CODETHE PHOSPHATE
MUTUAL PHARM 300MG; 15MEn

300MG 5 30MEK
300MG;60MBE

TYLEMOL W/ CODEIHE

IRCRELL] CABS/ [3280 4. did/
/325 '5525

/3220d {3dud/

VETERRHTR Y

MCNEIL PHARM 325MG ;7. BMG

325MG;51B5MG

I25MG 3 30MG

225MG360MG

TYLENOL W/ CO ENO, 1

L/EAES Addrid 1. 8Md/
MCNEIL PHARM 300MG;7.5MG

TYLENOL W/ CODETNE HO, 2
TRERELL/ R8s/ /3 dous{ 1as/

MCNEIL PHARM 200MG;15M6

TYLEHOL W/ CODEIHE MO, 3
RENELL/ RB3/ JELLLHE TN

MCNEIL PHARM 200MG ; 30MG

TYLEHOL W/ CODEINE MO, &
ACRELL/ AR S/ /3ddnid 4 did/

MCNEIL PHARM 300MG 5 60M6

ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE

>_ADD > AR
> _ADD >

TABLET; ORAL
PROPOXYPHENE NAPSYLATE AND ACETAMINOPHEN

MYLAN PHARMS 650MG 5 L00MGx

/L26uid 4y { {dvid Fi/
120MG/5ML 5 12MG/EML

N89671 001
N8%672 001

N89673 001

N85056 002
N85056 003
N85066 00%

/Rgsdss/dd1/

N85055 001

/Ndsdss/dd2/

N85055 002

/N8sdse/dd3/

N8E0E5 003

/1Bedos/dd4/

N85055 004

N89536 001

1983

/R8sdsi/ddi/

N85057 001
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ACETAZOLAMIDE SODIUM

INJECTABLE; INJECTION
ACETAZOLAMIDE SODTUM

&P QUAD PHARMS
DIAMOX
Ap LEDERLE LABS
AMINOPHYELINE

TABLET; ORAL
AMINOPHYLLINE

88/ [BARR/LABS/

BD 2 BARR LABS

/88/

BD

AMI ALICYLATE SODI
TABLET; ORAL

TEEBACIN
188/ JERSOL/HIBLANS/

BP @ CNSOL MIDLAND

AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE

TABLET; ORAL
CHLORDIAZEPOXIDE AHD AMITRIPTYLINE HOL

EQ 12.5MG BASE;5SHowm
EQ_25MG BASE ; 10MGM

AB PHARM BASICS
AB
AMOXICILLIN
CAPSULE; ORAL
AMOXICILLIN
AB CLONMEL CHEMS
AB

00MG/VIA

BOOMG/VIAL

/1ddrg/

100MG

f2ddis/

200MG

88638/

500MG

N89619 001
JAN 13, 1988

N09388 001

47/d¢
Wity

N88297 001
]
JAOE/14, 71383/

N88298 001
AUG 19, 1983

/Nd7324/dd2/

NO07320 002

N70477 001
JAN 12, 1988
N70678 001
JAN 12, 1988

N62884¢ 001
FEB 25, 1988
Nezssl 001
FEB 25, 1988



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'88 - FEB'e8 2

AMPICILLIN/AMPICILLIN TRIHYDRATE
CAPSULE; ORAL

AMPICILLTN
> ADD > AB CLONMEL CHEMS EQ 250MG BASEM N&2883 001
> ADO > FEB 25, 1988
>_ADD > AB EQ 500MG BASEX N62882 001
> ADD > FEB 25, 1988
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE
CAPSULE 5 ORAL
1441 TRRSRRUPAANS)  /4ddua 88 08 4
;5 A,
Wiy
AA 2 BANMAX PHARMS 389MG;32.94MG; 65MG N84553 002
AUG 17, 1983
ASPIRIN; HYDROCODONE BITARTRATE
TABLET; ORAL
AZDONE
CENTRAL PHARMS 500MG 3 5MGat N89420 001
JAN 25, 1988
BENZTHIAZIDE
TABLET; ORAL
BENZTHIAZIDE’
>_OLY > /B8] [PRAVATE/FRERIS/ /88r6/ /Raiiderdei/
> AOD > BPF @ PRIVATE FMLTNS S50MG N83206 DO1
BETAMETHASONE VALERATE
CREAM; TOPICAL
DERMABET
AB TARQ PHARMS £Q 0.17 BASEM N72041 901
JAN 06, 1988
BRETYLIUM TOSYLATE
INJECTABLE; INJECTION
BRETYLTVUM TOSYLATE
> A0OD > AP QUAC PHARMS SDMGmeN N71181 ool
> AGOD > FEB 16, 1988

BROMPHENIRAMINE MALEATE

TABLET> ORAL
: ROMPHENTIRAMINE MALEATE
>_DLT >/A&/

>_ADD > AA

/NBaadarist/

k
@ BARR LABS N84468 001

CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE3 SODIUM
CHLORIDE; SODIUM LACTATE

INJECTABLE; INJECTION

> ADD > DEXTROSE 2,57 IN HALF-STRENGTH LACTATED RINGER'S IN
>_ADD > PLASTIC CONTAINER
> _ADD > KENDALL MCGAW 10MG/100ML ; 2 . 56M/100ML } 15MG/100ML;
> _ADD > 300MG/100ML ;
> ADD > 160MG/100MLM N19634% 001
>_ADD > FEB 24, 1988
>_ADD > DEXTROSE 47 IN MODIFIED LACTATED RINGER'S IN PLASTIC
> _ADD > CONTAINER
> _ADD > KENDALL MCGAW 4MB/100ML 3 6GH/100ML. ; 6MG/100ML 3
>_ADD > 120MG/1DDML; 62MG/100ML  N19634 002
>_ADD > FEB 24, 1988
DEXTROSE 5 TH LACTATED RINGER'S TH PLASTIC CONTAINER
>_ADD > AP KENDALL MCGAW 20MG/100ML ; 56M/100ML 530MG/L00ML 3
>_ADD > 600MG/100ML 5
>_ADD > 310MG/100MLK N19634 003
>_ADD_> FEB 2%, 1988
CALCIUM CHLORIOE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM
LACTATE
INJECTABLE; INJECTION
LACTATED RINGER'S TN PLASTIC CONTAIMER
> ADD > AP KENDALL MCGAH 20MG/100ML ; 20MG/100ML ; 600MG/1O0ML ;
> ADD > 210MG/100MLY N19632 001
>_ADD > FEB 29, 1988
CARBAMAZEPINE
TABLET, CHEWABLE} ORAL
> ADD > CARBAMAZ EPTNE
> ADD > AB WARNER CHILCOTT 100MGR N71940 001
>_ADO > FEB 01, 1988
TEGRETOL
> ADD_> AB GEIGY PHARMS 100MB N18281 001




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S8S8 - FEB'SS

CEFAZOLIN SODIUM
INJEETABLE; INJECTION

AHCEF .
AP SK&F LABS ER_5GM_BASE/VIA
CEFAZOLYN SODIUM
AP ELKINS SINN EQ_250MG BASE/VIALK
AP EQ 500MG BASE/VIAim
AP EQ 1GM BASE/VIAin
A EQ 5GM BASE/VIALM
AP EQ 10GM BASE/VIALW
AP EQ_20GM BASE/VIALN

CEPHALEXIN
CAPSULE; ORAL

CEPHALEXIH
>_ADD > AB TAG PHARMS EQ_250MG BASEN
> ADD > ’ )
>_ADD > AB EQ 500MG BASEM
> ADD >

CEPHRADINE
CAPSULE; ORAL

CEPHRADINE
> ADD > AB VITARINE 250MGH
> ADD >
>_ADD_> AB 5DOMGH
>_ADD >

CHLORDIAZEPOXIDE HYOROCHLORIDE

CAPSULE; ORAL
CHLORDIAZEPOMIDE

HEL
>_DLT >/4d/ /3UH£?A¢/3HKﬂﬁ7 /$ﬂé/

>_ADD > AB & PUREPAC PHARM

>_DLT >/A8/ /ZEEé/
> AOD > AB -] 10MG
> DLT >/A8/ 12808/
>_A0D > AB 3 25ME

NBEDG61 004

N62807 001
JAN 12, 1988
N62807 002
JAN 12, 1988
N62807 003
JAN 12, 1988
N62807 004
JAN 12, 1988
N62807 005
JAN 12, 1988
N62807 006

JAN 12, 1988

N62821 001
FEB 05, 1988
N62823 001
FEB 05, 1938

N62813 001
FEB 25, 19%88
Né2813 002
FEB 25, 1988

/Ngs1ss/dd1/

N85155 001

/Ngag3s/ddz/

N84939 002

/N8s144/6d1/
N85144 001

CHLORDIAZEPOXIDE HYDROCHLORIDE
CAPSULE; DRAL

LYGEN
/84/  [BANAAR/ PrARAS/ /eds/
AB 3 BANMAX PHARMS

EMG
/88/ /168¢/
AB 3 10MG
/48/ 2843/
AB 3 Z5M6

CHLORPHENIRAMINE MALEATE

TABLET; ORAL
CHLORPHEMIRAMINE MALEATE

> DL >/K8/  [BARR/LABS/ /and/
> ADD > AA 3 BARR LABS aMG

CLORAZEPATE DIPOTASSIUM

TABLET; ORAL
CLORAZEPATE DXPOTASSIUM

>_ADD > AB HATSON LABS 3. 75MGu
>_ADRD >

>_ADD > AB 7 . BMGI
>_ABD >

>_ARD > AB 15MGa
>_ADD >

COLCHICINE; PROBENECID

TABLET; ORAL
PROBENECID AND COLCHICINE

> OLT > /BE/ /BEECHAN/LABS/ /4.8 8 ddre/
>_ADD > BP 2 BEECHAM LABS 0. 5MG;500M6

PROBENECID W/ COLCHICINE

> DLT > /Bp/ /LEOER R/ ASS/ /4./51638ddpe/

> ADD > BP 3 LEDERLE LABS 0.5MG;500MG

CYCLOBENZAPRINE HYDROCHLORIDE
TABLET; ORAL

>_AOD > CYCLOBENZAPRINE MCL
> _ADO > AB DANBURY PHARMA

> _ADh >

10MGn
FLEXERTL
>_ADD > AB MSED 10MG

MAY 03, 1989

/Ngs1di/dd2/

N85107 DoZ

/Ngsddd/ddt/

N85009 GD1

/Ngs1d8/dd1/

N85108 001

/Nadidd/dd1/

N80700 001

N71852 DOl
FEB 09, 1983
N71853 001
FEB 09, 1983
N7185¢ 001
FEB 09, 1988

/NBa3zL/dd1/

N84321 001

Nigédpa/dd1/

N86954 D01

N716l1l1 0C1
FEB 29, 1988

Nl17821 002z
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R¥X DRUG PRODUCT LIST / CUMULATIVE SUPFLEMENT NUMBER Z / JAN'88 - FEB'88

SIPRAMIN OCHLORIDE

TABLET; ORAL
DESIPRAMINE HCL

> ADD > AB VITARINE 1DMGX
> AD
>_ADD > AB 150MGK
>_ADD >

HORFPRAMIN
> ADD_> AB MERRELL DOMW 10MG
> _ADD >
> ADD > AB 150MG

DEXAME THASONE
TABLET; ORAL

DEXAMETHASONE
> > /ﬁ#/ JBARR/LABS/ /4. 28e/
> ADD > 3 BARR LABS 0’25MG
> DLT > /ﬁ#/ /8. ¢51i8/
> ADD > BP 3 O;ZBMG
> OLT > /Bp/ /4.8%6/
>_ADD > BP 2 D;SMG
> DLY > /Bp/ /8. 108/
> ADD > BP 23 DZTSMG
>TDLT_> /gp/ /8.78r/
> ADD > BP 3 DZTSMG
>ToLT > /gp/ 1188/
>_ADD > BP @ 1;5MG
>TDLT > JBp/ /125087
> ADD > BP 3 1.5MG

DEXTROSE
INJECTABLE; INJECTION

DEXTROSE 102 TH PLASTYC COHTAIHER
>_ADD > AP KENDALL MCGAW 10GM/10DMLm
> _ADD >

DEXTROSE 2.57Z IN PLASTIC CONTAINER
> ADD > KENDALL MCGAW 2.56M/710DMLR
> ADB >

DEXTROSE 57 YH PLASTIC CONTATIMER
>_ADD > AP KENDALL MCGAK EGM/100MLM
>_ADD >
>_ADD > DEXTROSE 7.77 IN PLASTIC CONTAINER
>_ADB > KENDALL MCGANW 7. 76M/100MLn
> ADD >

N72167 001
FEB 03, 1988
N7225¢ 001
FEB 03, 1988

N14399 007
FEB 11, 1982
N14399 006

/igad1s/8d1/

N84013 001

/gaied/dd1/

N84764 001

/igsdaa/ 861/

N84D84 001

/Pa4da1/dd1/

N84D8l 001

/8g47é8/6d1/

Ng4765 001

/RBsdas/8d1/

Ng4086 001

/RBsi63/841/

N84763 0D1

N19626 004
FEB 02, 1988

N19626 001
FEB 02, 1988

N19626 002
FEB 02, 1988

N19626 003
FEB DZ, 1988
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450MG/100MLK

DEXTROSE; POTASSIUM 3 _SODIUM CHLORID
INJECTABLE; INJECTION
POTASSIUM CHLORIDE D.0377Z IN DEXTROSE 104 AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCGAW 106M/100ML;37HG/100ML 5
200MG/100MLNI N19630 031
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 10% AND SODIUM
CHLORIDE B.457 IN PLASTIC CONTAINER
KENDALL MCGAMW 10GM/10DML ;37MG/100ML ;3
450MG/100MLK N1963D 037
FEB 17, 1988
POTASSIUM CHLDRIDE 0.0377 IN DEXTRDSE 107 AND SODIUM
CHLORIDE 0.97 IN PLASTIC CONTAINER
KENDALL MCGAMW 10GM/100ML ; 37TMG/100ML 3
900MG/100MLK N1963D 043
FEB 17, 1988
POTASSIUM CHLORIDE 0.037X IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.117 IN PLASTIC CONTAINER
KENDALL MCGAKW 5GHM/1D0ML. ; 37MG/ 200ML 5
110MG/100MLx N19630 001
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.24 IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/10DML ;37MG/1D0ML 5
200MG/100MLu N19630 0D7
FEB 17, 1988
POTASSIUM CHLORIOE D.0377 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.33Z IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML 3 37MG/100ML ;
330MG/10DMLM N19630 013
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAHW 5GM/100ML 3 37MG/10DML 5
450MG/100MLA N19630 019
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL MCGAMW 5GM/100ML ;37MG/100ML 5
900MG/ 100MLK N19630 025
FEB 17, 19838
POTASSIUM CHLORIDE 0.075% IN DEXTROSE 10% AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/200ML 3 75MG/100ML
200MG/100MLK N19630 032
FEB 17, 1988
PDTASSIUM CHLORIDE 0.07574 IN DEXTROSE 104 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/200ML; 75MG/100ML §

N19630 038
FEB 17, 1988
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INJECTABLE
POTASSIUM
CHLORIDE
KENDALL

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'88 - FEB'88

DEXTROSE; PDTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTION
CHLORIDE 0.D757Z IN DEXTRDSE 107 AND SODIUM

0.97% IN PLASTIC CONTAINER
MCGANW 1DGM/100ML 3 7SMG/100ML 5
200MG/100MLX N19630 044
FEB 17, 1988

POTASSTUM CHLORIDE 0,0757 YN DEXTROSE 57z AHD SODIUM

CHLORTDE

AP KENDALL

0,27 IN PLASTYIC CONTATHER
MCGAW EGM/100ML 5 75MG/100ML 5
200MG/10DMLK N19630 008

FEB 17, 1988

POTASSTUM CHLORXYDE 0,0757% TH DEXTROSE 57 AND SODIUM
CHLORTIDE 0,337 TN PLASTIC CONTAIMER

AP KENDALL

.MCGAW BGM/100ML 5 7EMG/1DOML 5

N1963D D14
FEB 17, 1938

330MG/100MLK

POTASSTUM CHLORIDE 0,075%7 IH DEXTROSE 57 AND_SODITUM

CHLORIDE 0,457 TH PLASTIC CONTAIMER

AP KENDALL

MCGANW 5GM/100ML 5 76MG/100ML 5
450MG/100MLK N1%9630 02D
FEB 17, 1988

POTASSTUM CHLORIDE 0,0757 TH DEXTROSE 5/ AND SODTUM
CHLORIDE 0,97 XN PLASTIC CONTATHER

AP KENDALL

POTASSIUM

CHLORIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

MCGANW 5GM/100ML ; 75MG/1DDML 5
S00MG/100kML & N1963D D26
FEB 17, 1988
CHLORIDE 0.075% IN DEXTROSE 54 AND SODIUM
D.11%7 IN PLASTIC CONTAINER
MCGANW 5GM/100ML ; 75MG/100ML 5
110MG/100MLKI N19630 002
FEB 17, 1988

CHLORIDE D.117 IN DEXTROSE 1D¥ AND SODIUM

0.27 IN PLASTIC CONTAINER
MCGAN 10GM/1DOML ;110MG/10DML;
Z00MG/100MLE N1%630 033
FEB 17, 19838
CHLORIDE 0.11% IN DEXTROSE 10Z AND SODIUM

0.457 IN PLASTIC CONTAINER
MCGANW 10GM/1DDML 3110MG/1DOML 3
45DMG/100MLy N19630 039
FEB 17, 1988
CHLORIDE 0.11Z IN DEXTROSE 104 AND SODIUM
0.97 IN PLASTIC CONTAINER
MCGAW 10GM/100ML5110MG/100ML 5
900MG/100MLH N19630 045
FEB 17, 1988

CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM

0.11% IN PLASTIC CONTAINER

MCGAW 5GM/1D0ML; 110MG/LO0ML ;
110MG/100MLR N19630 003

FEB 17, 1988
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AP KENDALL MCGAW
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DEXTROSE; POTASSIUM CHLORIDE; SDDIUM CHLORIDE
INJECTABLE; INJECTIDN

PDTASSIUM CHLORIDE D.11Z IN DEXTROSE 57 AND SODIUM

CHLORIDE 0.2Z% IN PLASTIC CONTAINER
KENDALL MCGAW
Z200MG/100MLR

5GM/100ML ; 110MG/100ML 3

N19630 009
FEB 17, 1988

PDTASSIUM CHLDRIDE D.11l7Z IN DEXTROSE 57 AND SODIUM

CHLORIDE 0.33% IN PLASTIC CONTAINER
KENDALL MCGAW
330MG/100MLu

5GM/100ML 5 110MG/1DDML 5

N1963D 015

FEB 17, 1988

POTASSIUM CHLORICE 0.11% IN DEXTROSE 5Z AND SODIUM

CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL MCGAW
450MG/100MLKt

EGM/100ML 5110MG/100ML ;

N19630 Dzl

FEB 17, 1988

POTASSIUM CHLORIDE 0.11X IN DEXTROSE 5% AND SODIUM

CHLORIDE 0.9Z IN PLASTIC CDNTAINER
KENDALL MCGAW
900MG/1DOMLK

SGM/100ML ;110MG/100ML 5

N19630 DZ7

FEB 17, 1988

POTASSIUM CHLORIDE 0.157 IN DEXTROSE 1DX AND SODIUM

CHLORIDE 0.2% IN PLASTIC CDNTAINER
KENDALL MCGAW
200MG/100MLK

10GM/100ML 51 5DMG/LO0ML 5

N19630 D34

FEB 17, 1988

POTASSIUM CHLORIDE D,15% IN DEXTROSE 1074 AND SODIUM

CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL MCGAW
450MG/100MLK

10GM/100ML ; 150MG/100ML.;

N19630 040

FEB 17, 1988

POTASSIUM CHLORIDE 0.157% IN DEXTROSE 1DZ AND SODIUM

CHLORIDE 0.97Z IN PLASTIC CONTAINER
KENDALL MCGAW
: 200MG/100MLK

10GM/100ML ; 150MG/100ML ;

N19630 046

FEB 17, 1988

POTASSTIM CHLORIDE 0,157 M DEMTROSE 57 AND SODIUM

CHLORIDE 0,27 IN PLASTIC CONTATHER

5GM/100ML ; 150MG/100ML 3

200MG/100MLN

CHLORTDE 0,337 IH PLASTIC CONTAXHER

5GM/100ML, 3 150MG/100ML ;

330MG/100MLN

N19630 010

FEB 17, 1988

N1963D 0lé

FEB 17, 1988
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DEXTROSE; POTASSIUM CHLOR

AP

R

INJECTABLE; INJECTION

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'88

3_S00I

CHLORIDE

POTASSIUM CHLORXYDE 0,157 TH DEXTROSE 57 AND SODTUM
CHLORIDE B,%57 TN PLASTIC CONTAIMER

KENDALL MCGAHW 5GM/100ML 3 150MG/10DML 3
450MG/100MLK N19630 022

FEB 17, 1988

POTASSTUM CHLORIDE 0,157 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0,9% IH PLASTIC CONTATNER
KENDALL MCGAW 5GM/100ML 5 150MG/100ML 5
900MG/100MLu N19630 0z8
FEB 17, 1988
POTASSIUM CHLORIDE 0.15Z IN DEXTROSE 5% AND SODIUM
CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCGAW BGM/100ML 3150MG/10DML 3
110MG/100MLM N19630 004
FEB 17, 1988
POTASSIUM CHLORIDE 0.22X IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENBALL MCGAW 10GM/100ML ; 220MG/10DML 5
200MG/100MLKs N19630 035
FEB 17, 1988

POTASSIUM CHLORIDE 0.22% IN DEXTROSE 10Y AND SODIUM

CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL MCGAW 106M/100ML ;220M5/1.00ML;
450MG/100MLK N19630 0461
FEB 17, 1988

POTASSIUM CHLORIDE 0.227 IN OEXTROSE 107 AND SODIUM
CHLORIDE 0, 9% IN PLASTIC CONTAINER
KENDALL MCGAHW 10GM/100ML 3 220MG/LO0OML ;
900MG/100MLK N19630 047
FEB 17, 1988
POTASSIUM CHLORIDE 0.22X IN DEXTROSE 52X AND SODIUM
CHLORIDE 0.114 IN PLASTIC CONTAINER
KENDALL MCGAW BGM/100ML 3 220MG/10DML ;
110MG/100ML N19630 005
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE ©.2X IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML 3220MG/100ML 5
20DMG/100MLe N1963D 011
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.33% IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML ; 220MG/100ML 5
330MG/100MLY N19630 017
FEB 17, 1988
POTASSIUM CHLORIDE 0.22X IN DEXTROSE 57 AND SCDIUM
CHLORIDE 0.45/ IN PLASTIC CONTAINER
KENBALL MCGAW BGM/100ML 3 220MG/100ML 3
450MG/100MLK N19630 023
FEB 17, 1928

v Vv
2 e
=R
=a=
v Vv

v
g
[=
=

\'2
b
=
=
VvV

v v
2 z
< =
VVYVVVYVYY VYV VL

v
b
=
<

v
b
L=4
1=

v
bl
=]
=]

W
2=
o]
(=]

v
o
o
L=

v
bl
(=]
=

v
m
=
=

v
o]
]
(=]

v
) ]
[
=

v
o]
=
=]

v
3o
=
=

VvV Vv v
X 13w

=3 =2~
L] [~
VvV Y

v
=
=
b~

v v
> {2
o
=3=]
(VYY)

v
]
=
=

v
2>
L=}
L+]

v
o
e
=]

v
b
o
=

v
bl
=)
=)

v

bod

=

i=]
YYVVVYVYY

v
o
=3
(=

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTABLE; INJECTION

POTASSIUM CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE D.97Z IN PLASTIC CONTAINER
KENDALL MCGANW 5GM/100ML ;220MG/100ML;
900MG/100M1x N19630 029
FEB 17, 1988
POTASSIUM CHLORIDE 0.3 IN DEXTROSE 107 AND SCDIUM

CHLDRIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

POTASSIUM
CHLORIDE
KENDALL

0.2% IN PLASTIC CONTAINER

MCGANW 106M/100ML 3 300MG/100ML 3
200MG/ LOOMLX N19630 036

FEB 17, 1988

CHLORIDE D.3/ IN DEXTROSE 107 AND SODIUM

0.45%Z IN PLASTIC CONTAINER

MCGAMW 10GM/10DML ; 300MG/LO0ML 3
450MG/100MLx N19630 042

FEB 17, 1988

CHLORIDE 0.3% IN DEXTROSE 107 AND SODIUM

0.9Z IN PLASTIC CONTAINER

MCGAH 10GM/100ML ; 300MG/100ML 3
900MG/100MLx N19630 048

FEB 17, 1988

POTASSIUM CHLORIDE 0,37 IN DEXTROSE 57 AND SODITUM CHLORIDE

0,27 IN PLASTIC CONTATMER

AP KENDALL

EGM/100ML 5 300MG/100ML 3
200MG//1 00MLI

MCGAM

N19630 012
FEB 17, 1988

POTASSTARM CHLORIBE 0,37 IH DEXTROSE 57 AND SODIUM CHLORTIDE
0,33Z IN PLASTYIC CONTAINER

AP KENDALL MCGAW 5GM/100ML 5 200MG/100ML 3
230MG/100MLM N19630 018
FEB 17, 1988
POTASSTUM CHLORIDE 0,37 YN DEXTROSE 57 AND SODTUM CHLORIDE

0,457 IN PLASTIC CONTATMER

AP KENDALL MCGAMW S5GM/100ML :300MG/100ML 5
450MG/100MLK N19630 024
FEB 17, 1988
POTASSIUM CHLORTIDE 0,37 IN DEXTROSE 5% AHD SODXIUM CHLORIDE

0,97 IH PLASTIC CONTATHER

AP KENDALL MCGAM 5GM/100ML 5 3DOMG/100ML 5
900MG/100MLK N19630 030
FEB 17, 1988
POTASSIUM CHLORIDE 0.3XZ IN DEXTROSE 5/ AND SODIWM CHLORIDE

0.117Z IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML ;300MG/100ML;
110MG/100MLM N19630 006

FEB 17, 1988

POTASSTUM CHLORXDE 10MEQ YN DEXTROSE. 52 AND_ SODIUM

CHLORTDE 0,97 IN PLASTIC CONTATNER

AP TRAVENOL LABS

5GM/100ML ; 75MG/100ML 3
900MG/1 0OMLK N19308 004

APR 05, 1985
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>_ADD >

> _ADD >
>_ADD >

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 ~/ JAN'S88 - FEB'SS8 7

BEXTROSE; SODILM CHLORIDE

BEXTROSE 3 SOBDIUM CHLORIDE

AP

INJECTABLE; INJECTIDN

DEXTROSE 107 AND SODIUM CHLORIDE 0.117 IN PLASTIC
CONTAINER
KENDALL . MCGAHW 106M/100ML;110MG/100MLM  N19631 011
FEB 24, 1988
DEXTROSE 1D4 AND SODIUM CHLORIDE 0.2X IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML5200M6/100MLe  N19631 012
FEB 24, 1988
DEXTROSE 104 ANO SODIUM CHLORIDE 0.334 IN PLASTIC
CONTAINER
KENDALL MCGAW 106M/100ML3330MG/100MLE N19631 013
FEB 24, 1988
DEXTROSE 104 AND SODIUM CHLORIDE 0.45X IN PLASTIC
CONTAINER
KENDALL MCGAW 106M/100ML ;450MG/100ML# N19631 0l4%
FEB 24, 1988
DEXTROSE 107 AND SODIUM CHLORIDE 0,97 IN PLASTIC CONTAIMER
KENDALL MCGAW 10GM/100ML ; 900M5/100MLI  N19631 015
FEB 24, 1988
DEXTROSE 2.5< AND SODIUM CHLORIDE 0.11Y IN PLASTIC
CONTAINER

KENDALL MCGAMW 2.56M/100ML;

110MG/1D0MLR N19631 001
FEB 24, 1988
DEXTROSE 2.54 AND SODIUM CHLORIDE 10.27 IN PLASTIC
CONTAINER
KENDALL MCGAW 2.5GM/100ML;
200MG/10DMLI N19631 002
FEB 24, 1988
DEXTROSE 2.54 AND SODIUM CHLDRIDE 0,33% IN PLASTIC
CONTAINER
KENDALL MCGAW 2.5GM/100ML;
330MG/100MLK N19631 003
FEB 24, 1988

DEXTROSE 2,57 AND SODIUM CHLORYDE D,45Z IN PLASTIC

CONTAYHER
KENDALL MCGAW 2.5GM/100ML ;
450MG/100MLK N19631 004
FEB 24, 1988

DEXTROSE 2.52 AND SODIUM CHLORIDE 0.97 IN PLASTIC
CONTAINER

KENDALL MCGAW 2.5GM/100ML ;
900MG/100M1.1 N19631 005
FEB 24, 1988
DEXTROSE 54 AND SODIUM CHLORIDE 0.11X IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML;110MG/100MLs  N19631 006
FEB 24, 1988

DEXTROSE 57 AHD SODXUM CHLORIDE 0,27 TN PLASTIC CONTATNER
KENDALL MCGAW 5GM/100ML ;200MG/100MLM  N19631 007
FEB 26, 1988
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INJECTABLE; INJECTION

DEXTROSE 57 AND SODIUM CHLORIDE 0,337 IN PLASTIC CONTATHER

AP KENDALL MCGAW 5GM/100ML ;330MG/100MLM  N19631 008
FEB 24, 1988
DEXTROSE 52 AHD SOUILM CHLORIDE 0,457 IN PLASTIC CONTATHER
AP KENDALL MCGAHW 5GM/160ML ;450MG/100MLM  N19631 009
FEB 24, 1988
DEXTROSE 5% AND SODIUM CHLORIDE 0,97 IN PLASTIC CONTATIMER
AP KENDALL MCGAW 5GM/100ML ; SDOMG/100ML  N19631 010
FEB 2%, 1988
DIAZOXIDE
INJECTABLE; INJECTION
DIAZOXIDE
AP QUAD PHARMS 1EMG/MLM N71908 001
JAN 26, 1988
DOXEPIN HYGROCHLORIDE
CAPSULE; ORAL
DOXEPIN HCL
AB BARR LABS EQ 25MG BASEM N71502 001
FEB 18, 1988
AB E9_5DMG u N71653 001
FEB 18, 1988
AB EQ 75MG BASEM N7165% 0Dl
FEB 18, 1988
AB EQ 100MG BASEM N71521 001
FEB 18, 1988
AB CHELSEA LABS EQ_75MG BASENW N71763 001
FEB 09, 1988
AB EQ_150MG BASER N71764 001
FEB 09, 1988
AB LEDERLE LABS EQ 10MG BASEN N71685 001
JAN 05, 1988
AB EQ 2EMG_BASEM N71686 001
JAN 05, 1988
AB EQ 50MG BASEM N71673 001
JAN 05, 1988
AB EQ_75MG BASEM N71674 001
JAN 05, 1988
AB EQ 100MG BASEN N71675 001
JAN 05, 1988
AB EQ_150MG BASEX N71676 DOl
JAN 05, 1988



DROPERIOOL
INJECTABLE; INJECTION
DROPERTIDOL
>_ADO_> AP ABBOTT LABS
> ADD > _

> _ADD > ENALAPRILAY
>_ADD_> INJECTABLE; INJECTION

> AQD > VASOTEC :
>_ADD > MS20 RES LABS
> ADD >

ERYTHROMYCIN
SOLUTION; TOPICAL

>_A0Q > ETS=-27
>_ADD_> AT PARDOCK LABS
> ADD >

ERYTHROMYCY ACTOBIONAT

INJECTABLE; INJECTION
ERYTHROCTIH
AP ABBOTT LABS

B

ERYTHROMYCIN STEARATE

TABLET; ORAL

BRISTAMYCIH
>_DLY >/4d/  /BRISTAL/CABS/
> ADD > AB @ BRISTOL LABS
>_DLT >/£8/
> ADD > AB @

ERYPAR
>_oLT >/4d/ /?Aﬁ ﬁ/ﬁﬂ¢1$/
>_ADD > AB @ PARKE DAVIS
> 0LT >/ZE/
> _ADQ > AB

>_ADQ > AB 3 ABBOTT LABS

RX ORUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'88 - FEB'88

1.25M6/MLn

EQ_500MG_BASE/VIALM
EQ _1GM BASE/VIALM

/Ed.iédﬁﬁ_ééégl

ZSDHG BASE

‘254 /
EQ 250MG BASE
/Ed "288Md "HASE/

E ZEDMG BASE

/

/EQ 8061 'BAS

EQ_500MG BASE

CIN STEARATE
>_OLT >/AB/ ngaff/Lﬂﬁgl /€4 ‘1261 "HASE/

EQ 125MG BASE

N71981 00l
FEB 29, 198B

N19309 001
FEB 09, 1988

N62687 Q01
FEB 05, 1988

N62586 001
JAN 04, 1988
N62586 002
JAN 04, 1988

/NE13d4/dd1/

Né613G4 001

/e1847/dd1/

Née1887 001

/NEEdA2 /4417

Nez2032 001

/Ne2d32/ddz/

N62032 002

/168359/4d2/

N60359 002

ERYTHROMYCIN STEARATE
TABLET: ORAL

>_DLT >/4d/ 7L¢dERL£/LKB$/ /té.zédﬂé.éééﬁl

> _ADD > Al a LEDERLE LABsS 250M5 BASE
>_DLT_>/48/ / /
> ADD > AB 3 EQ 500ME_BASE
PFIZER=E }
>_oLT >/48/ ~/PPIZER/LABS/ [Ed  2d0vid "dASE/
> ADD > AB @ PFIZER LABS EQ _500MG BASE
FLUOCINOLONE ACETONIDE
> ADD > OIL> TOPICAL
> _ADD > DERMA-SMOOTHE/FS
> ADD > HILL DERMS 0.01%m
> _ADD >
FLUCROURACIL
INJECTABLE; INJECTION
FLUOROURACTL
AP BEN VENUE LABS 50MG/MLA
FLURAZEPAM HYDROCHLORIDE
CAPSULE; ORAL
FLURAZEPAM HCL
AB HALSEY DRUG 16MGH
AB 30Men
FOLIC ACID
TABLET, ORAL
>_QLI_>/66/ /ﬁR#ﬁ/LABS/ /ids/
OLT >
>_ADQ > AA 9 BARR LABS 1IMG
> ADD >

INE£883/481/
N62089 001
/NE£E83/882/

N62089 002

/NELFI1/E8E/

N61791 002

N19452 001
FEB 03, 1988

N89508 001
JAN 26, 1988

N71808 001
JAN 07, 1988
N71809 001
JAN 07, 1988

/N831#i/dd1/
/JAH/3¢ /13867

N89177 001
JAN 08, 1986



FURQSEMIDE
INJECTABLE; INJECTION

FUROSEMIDE
/88 TPARKE/oAV 1S/

AP HWARNER CHILCOTT

TABLET; ORAL

FUROSEMIDE
AB 8ARR LABS
> _ADD > AB DANBURY PHARMA
>_ADD >
HALOPERIDOL
TABLET; ORAL
. HALDOL SOLUTAB
> BLY > 7 [3/RENELL/LABS/
>_ADD > @ MCNEIL PHARM
HALOPERTNOL
AB BARR LABS
AB
AB

HALOPERIOQOL LACTATE
CONCENTRATE; ORAL

LDoL
>_DLT >/A4/ ﬁﬂ¢ﬁ31£/£ﬂ$$/

>_ADD > AA MCNEIL PHARM

HYDRALAZINE HYDROCHLORIOE

TABLET; ORAL
HYDRALAZINE HEL
;.%%%.;/éé/ TPIREPAL/ PHARYY/

>_ADD > AA
>_ADD >

3 PUREPAC PHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'S8S 9

/idtéAie/
10MG/ML

SoMGe

SOMGR

/ing/
MG

SMGH

10MGu
OMGm

N

/e "dria ‘BASEAiL/
EQ 2MG BASE/ML

/2dvid/
50MG

[H1842d/dd1/
1158 1885)

N18420 001
FEB 26, 1982

N70100 001
JAN 26, 1988
N71594 001
FEB 09, 1988

/R17679/dd1/

N17079 001

N71212 o0l
JAN 07, 1988
N71173 DOl
JAN 07, 1988
N71177 001
JAN 07, 1988

/NLEd22/dd1/

N15922 001

/Na8178/481/

TS/ 18, 11483/

N88178 001
AUG 15, 1983

YOROCHL OROTHIAZID

TABLET; ORAL
HY BROCHLOROTHIAZY

/iy W T regs prvenY
@ BANMAX PHARMS N86369 0G1
el Vil Masissaats
AB a3 S50MG N&3554 001
HYDROCHLOROTHIAZIDE 3 METHYLDOPA
TABLET; ORAL
o188/ TRRERR IR 1 00 0o J1i14649/441/
> L) G 500MG
; Porvitivy
> > A_ @ PUREPAC PHARM S0MG 3 500MG N70689 001
> ADD > APR 2%, 1986
HYDROCHLOROTHIAZIDE; PROPRANOLQOL HYDROCHLORIDE
TABLET; ORAL
PROPRANOLOL HCL AND HYDROCHLOROTHIAZIDE
AB NARNER CHILCOTT 25MG $30MGK N71771 001
JAN 26, 1988
AB ZEMG ; SOMBR N71772 001
JAN 26, 1988
HYDROC"LOROTHIAZIDE& R§§§REINE
TABLET; ORAL
RESERPI”E AND HYDRDCHLORUTHIA%IDE
s DLT > B9/ JRARR/LABS! prriieyire iy JB4e0/981/
> ADD > BP 9 BARR LABS 25"9301125MG N84580 001
oo Prrivtrigrmd NB423314811
> ADD > BP 2 B0MG;0.125MG N84579 D01
HYDRUCHLORDTHIAZIOEi TRIAMTERENE
CAPSULE; ORAL :
TRIAMTERENE AND HYDROCHLOROTHIAZIDE
> ADD > AB VITARINE 25MG 5 5OMGH N71737 001
> ADD > FEB 12, 1988

TABLET; ORAL
TRIAMTEREHE AKD HYDROCHLOROTHTAZIDE

AB DANBURY PHARMA 5DMG ; 75MGH N71969 001

APR 17, 1988 : JAN 15, 1988

>_ADD > AB QUANTUM PHARMCS S0MG ; 75MGK N71980 001
>_ADD_> APR 17, 1988 : FEB 01, 1988




HYDROCORTISONE

LOTION; TOPICAL
BETA-HC
AT BETA DERM

TABLET; ORAL
HYDROCORTISONE

> DLT >
g Y e

HYDROXYZINE HYDROCHLORIDE

SYRUP; ORAL
HYDROXYZINE HCL

> ADD > AA NASKA PHARMA
> ADD >
IBUPROFEN
TABLET$ ORAL
IBUPROFEH
>_ADD > AB HALSEY DRUG
> ADD >
AB INVAMED
AB
AB
> ADD > AB  MEDICGPHARMA
>_ADD > e S
> _ADD > AB PUREPAC PHARM’
> _ADD_>

IMIPRAMINE HYDRGCHLORIDE
TABLET, ORAL

/éé/ P733ﬂﬂRX/ﬁHAﬂHS/

d BANMAX PHARMS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'88 - FEB'88

1E3ve/

2OMG

800ME
400MGn
600MGn
800McxR
4DOMEM

"~ gooMeu

/466/

N89495 0D1
JAN 25, 1988

/1i83399/dd1/

N83999 001

N88785 001
FEB 03, 1988

N72137 001
FEB 05, 1988
N72064 001
JAN 14, 1988
N72065 DD1
JAN 14, 1988
N71938 001
JAN 14, 1988
N71644 001
FEB 01, 1988
N71964 001
FEB 01, 1988

/18382114417

N83827 001

/rg3a21/d42/

N83827 002

/R81821/4d3/

N83827 003

IOHEXOL
INJECTABLE; INJECTION

o DT /48 JAIRHRSRIAAY  /idie

> DLT >
>_ADD > AP HWINTHROP PHARM 38.8%
> ADD >

ISOSORBIDE DINITRATE

TABLET; ORAL
ISOSORBXDE OTWETRATE

AB BARR LABS I0MGH
>_ADD > AB DANBURY PHARMA 5MGeu
> _ADD >
>_ADD > AB 10MGH
>_ADD >

AB PAR PHARM 30MGH

TABLET; SUBLINGUAL
ISOSORBIDE DIMITRATE
> ADD > AB DANBURY PHARMA 2.
> E.DD >
>_ADD > AB EMGH
>_ADD >
LORAZEPAM
TABLET; ORAL
, LORAZEFAM
AB WARNER CHILCOTT 1M6n
AB 2M6m
MAPROFILINE HYDROGCHLORIDE
TABLET; ORAL
MAPROTILINE HC

AB AM THERPTCS 25MGn

AB SomGn

AB 75MGH

|

10

956 /dd
A8 AS8e)

N18956 001
DEC 26, 1985

N87564 001
SEP 18, 1986
N86034 001
JAN 06, 1988
N86032 001
JAN 07, 1988
N87946 001
JAN 12, 1988

N86033 001
FEB 26, 1988
N86031 001
SEP 29, 1987

N710328 Dpl1
JAN 12, 1988
N71039 001
JAN 12, 1988

N72129 001
JAN 14, 1988
N72130 DO1
JAN 14, 1988
N72131 DO1
JAN 14, 1988



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'88

METAPROTERENQL SULFATE
TABLET3; ORAL

ALUPENT

AB BOEHR INGEL 10MG

AB OMG
METAPROTERENGL SULFATE

AB PHARM BASICS 10MGH

]
g
;

METHOCARBAMOL

TABLET; ORAL
> DLT >/A4/ /5ddrid/
> ADD > AA 2 BARR LABS 50DMG

METOCLOPRAMIDE HYDROCHLORIDE

TABLET; ORAL
METOCLOPRAMYDE HCL

>_ADD > AB SIDMAK LABS EQ 10MG BASEM
>_ADD >

>_ADD > NAFTIFINE HYDROCHLORIDE

>_ADD > CREAM; TOPICAL

> ADD > NAFTIN

> ADD > HERBERT LABS 1/n

> ADD >

NORTRIPTYLINE HYDROCHLORIDE
CAPSULE; ORAL

AVENTYL HCL
BD LILLY EQ 10MG BASE
168/ JE/Ldre18ARE
i1y Yt
PAME LOR
BD SANDOZ PHARMS EQ 1DMG BASE
188/ | /§° Tae /A% /
i1y, yrrtyreey

N15874 002
N15874 DOl

N71013 001
JAN 25, 1988
N71014 001
JAN 25, 1988

/nga4ga/dd1/

N84488 001

N71250 001
FEB 03, 1988

N19599 001
FEB 29, 1988

N14684 001
iidsa/dal
errsiry

N18013 001
1843/ 88
IigaLs1461)

NYSTATIN

SUSPENSION; ORAL
HYSTATIN

> ADD > AR THAMES PHARMA 100,000 UNLTS/MLK
>_ADD >
OXYTETRACYCLINE HYDROCHLORIDE
CAPSULE; ORAL
OXYTETRACYCLINE MCL
> DLT >/48/ ~JPUREPAC/PrAdN/ /84 d80¢ ‘dasE/

>_ADD > AB 3@ PUREPAC PHARM EQ 250MG BASE

PENICIL G PO IUM

POWDER FOR RECONSTITUTION; ORAL
PENICILLIN G POTASSTUM

>_DLT >/g&/  [PUREPAC/PHARY/ /444,444 ‘utiglouc/

>_ADD > AA 3 PUREPAC PHARM 400,000 UNITS/5ML

TABLET; ORAL

PENZCILLIN G POT,
> DLT >/4d/ /PUREPAC/PHARN/ /484,640 "\its/

>_ADD > AB 3 PUREPAC PHARM 50,000 UNITS
>_DLT >/4d/

4 /499,494 "un17s/
>_ADD > AB 3 400,000 UNITS

PENIC;LLIN‘V POTASSTIUM

PONDER FOR RECDNSTITUTIDN, ORAL
ENTCXLLIH V POTAS!

> OLT >/A4/ 7?352 RE/PHARN/ /EQ__ﬂdﬁé_éééé_iﬂ_/

> ADD > AA 3 PUREPAC PHARM EQ 250MC BASE/SML

TABLET; ORAL
PENICILLIN V POTASSTUM

>_QLI_>/55/ /Ed_gidﬁé ‘dAsSE/

_ADD > AB 3 PUREPAC PHARM 250MG_BASE
> OLT >/33/ / | "8ddr8 BASE/
> ADD > AB 3 EQ_5DOMG_BASE

11

N62876 001
FEB 29, 1988

/ngdg34/dd1/

N60634 001

/RE1148/4d2/

N61740 002

/RE1888/842/

Ne6l588 002

/R61848/4d3/

N61588 003

/R61788/442/

N61758 002

/RE18HL/ 482/

N61571 002

/NE1571/d43/

N61571 DD3



PHENDIMETRAZINE TARTRATE
TABLET; DRAL

RX DRUG PRDDUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'88

ENDIMETRAZINE TARTRATE

> DLT_>/A&/ ARR/
> _ADD > AA @ BARR LABS

> DLT >/&&/
> ADD > A 3
>_DLT >/44/
>_ADD > AA. ]
> OLT >/AR/
> ADD > AA 3
>_DLT >/AA/
> ADD > AA F]
> DLT >/44/
> ADD > AA -]
> DLT >/AR/
> ADD > AA 3

PHENTERMINE RESIN COMPLEX

CAPSULE, CDNTROLLED RELEASE; DRAL

0! =30
> ADD_> AB PENNHALT
> ADD > PHEHTERMINE RESIN 30

>_ADD > AB
> _ADD >

QUANTUM PHARMCS

PREDNISOLONE

TABLET; ORAL
PREONISOLONE

> OLY > B/ /BARR/LABS/

> ADD > BX @ BARR LABS

EQ 30MG BASE
EQ 30MG BASEM

/318/

5MG

/rig3644/dd1/

N83644 001

/rig3éaa/ddl/

N8268% 001

/RB3484/ 881/

N83686 001

/Ra3ea1/dd1/

N83687 001

/Rgagi1/dd1/

N84821 001

/NB4p34/ 841/

N8483¢ 001

/Mgasie/4d1/

N84835 D01

N11613 002

N89120 001
FEB 04, 1988

/Rgaste/ddz/

N84426 002

PREDNISONE
TABLET; ORAL
‘ PREDHYSONE
> ADD > AB SUPERPHARM M6
>_ApD >
>_ADD_> AB 10MG
>_ApD_>
>_ADD > AB 20MG
>_ADD > .
> DLT > [Ht/ /ere/
> BLT >
> DLT > [gR/ 11dre/
> DLY >
> BLT > fR/ 1488/
> DLT >
PROCHLORPERAZT DISYLATE
INJECTABLE; INJECTION
PROCHLORPERAZINE EDESYLATE
>_ADD > AP QUAD PHARMS EQ_EMG BASE/MLM
> _ADD >
>_ADD > AP EQ_S5MG BASE/MLM
>_ADD >

PROMETHAZINE HYDROCHLORIDE

TABLET; CRAL
PROMETHAZINE HCL

> DLT > /Hp/ /[EARR/LABS/ 112818/
> ADD_> BP 3 BARR LABS 12.5MG
> DLT > /gp/ 12818/
>_ADD > BP 23 25MG
>DLT_ > /Ep/ 1598/
> ADD > BP 3 BOMG

PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL
PROPOXMYPHENE HC
188 TR Jédie/
@ BANMAX PHARMS B
> OLT >/E8)  JEARRILARS) freaeh

> _ADp_> AA 3 BARR LABS 65MG

12

N88865 001
OCT 25, 1984
N888é66 (01
OCT 25, 1984
N88867 001
oCcT 25, 1984

N89637 001
FEB 01, 1988
N89638 001
FEB 01, 1988

/rg4ses/dd1/

N84555 001

/RB4554/dd1/

N84554¢ 001

/R84s87/881/

N84557 001

/i83184/4d1/

N83184 001

/Na3186/4d1/

N83186 001



RESERPINE

TABLET, ORAL

>_OLT > /5#/ /ﬁdﬂﬁ/LAﬁS/

>_ADD > ? BARR LABS

SECOBARBITAL SODIUM

CAPSULE ORAL
SODIUM SECOBARBITAL

> DLT >/A4/  JBARR/LABS/

> _ADD > AA 39 BARR LABS

SULFAMETHOXAZOLE
TABLET; ORAL

SUL FAMETHONAZOL
T :/éﬁ/ /BARR/LFB3/

LT
ADD > AB 9 BARR LABS
DD > )

v

v

v

v
el

SULFISOXAZOLE

TABLET, ORAL

>_OLT >/Ad/ W

>_ADD > AB 3 BARR LABS

TEMAZEPAM

CAPSULE; ORAL
TEMAZEPAM
AB CORD LABS

&

THEOPHYL LINE
" INJECTABLE; INJECTION

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S8S - FEB'88
JHIORIDAZINE HYDROCHLORIDE

/8. £8ns/
0.25MG

/146ug/

16CMG

/8ddvg/
500MC

/&dduig/
500MG

(-
e I%

/RBd7L1/dd2/

N80721 002

/N842is/dd1/

NB8G225 001

NA7144/d
v

N87189 001
JuL 25, 1983

/Ng4d31/dd1/

N840G31 0Dl

N716427 001
JAN 12, 1988
N71428 001
JAN 12, 1988

THEOPHYLLINE AND DEXTROSE 57 XH PLASTIC CONTATHER

AP TRAVENOL LABS

20MG/100M

N18649 006
NOV 13, 1985

THEOPHYLLINE IN DEXTROSE 57 IH PLASTIC CONTATIMER

AP ABBOTT LABS

320MG/100MLN

N19211 006
JAN 20, 1988

TABLET; ORAL
THIORIDAZINE HCL
A PAR PHARM

v
i

Do
D
D
D

v
P
=1 (-]

v
o
=
&

>
>
>
>

v
)il
o

TOLAZAMIDE

TABLET; ORAL
TOLAZAMIOE
AB PHARM BASICS

TOLBUTAMI

TABLET; ORAL

BUTAME
J48/ " TRAARI Pikss/

AB 3 BANMAX PHARMS

TRIAMCINOL ONE

TABLET; ORAL
TRIAMCINOLONE

> DLT > /HP/ /HAHR/LABSI

>_ADD > BP 3 BARR L

> DLT > /8p/
> ADD > BP 23
> DLY > /gp/
>_ADD > BP 3
> DLT > fBp/
> ADD > BP 3
>DLT > /5p/
>_ADD > BP 23

et
n
%

I~
(=]
%

100MGn

/5ddug/
500MG

ald

/ﬁﬁﬁ/

13

N89764 00L
FEB 0%, 1988
NB89765 0C1
FEB 09, 1988

N71355 001
JAN 11, 1988

/N8 141/881/

NB6l14l 001

/N8azac/ 61/

N34286 001

/Ng4318/dd1/

N84318 001

/Ngatéi/dei/

N84267 001

/Rg4313/dd1/
N84319 001
/rdazed/ddi/
N84268 001

/Nga3id/dd1/

N84320 0D1



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'S88 - FEB'88 14

TRIMETHOPRIM
TABLET; ORAL
TRIMETHOPRIM
> OLY >/A8/  [RARR/IABS/ /10¢68d/
> DLY >
> ADD > AB 3 BARR LABS 100HG
> ADD >
>_DLT >/A8/ [éddvid/
> DLT >
> ADD > AB 3 200MG
> ADD >
TRIPELENNAMINE HYDROCHLORIDE
TABLET; ORAL
TRIPELENHAMINE
> DLT _DLT_>/A4/ 7BAﬁE/LﬂHS7 /80vid/
—ADD > AR @ BARR L 50MG
SODIOL
CAPSULE; ORAL
OEURSIL
CIBA PHARM 150MG
T00MG
[e1PHARNER/ [1isdnig/
/36818/
VERAPAMIL. HYOROCHLORIDE
TABLET3; ORAL
CALAN
>_ADD > AB SEARLE 40MGn
>_ADD_>
> ADD > 160MGX
> ADO >
TISOPTIN
> ADD > AB KNOLL PHARM 40MG
>_ADD >
VERAPAMIL HCL
AB MUTUAL PHARM soMen
AB 120

N 4#4/661/
Wiy,
N70494 001
“Ir44ss 441/
ooty

N70495 901
MAR 14, 1986

/gdida/ddl/

N80744 001

N1959% 001
DEC 31, 1937
N19594 002
]
g
TBECTAL, 1984/

N18817 DO3
FEB 23, 1988

_N18817 004
FEB 23, 1988

N18593 003
NOV 23, 1987

N71488 001
JAN 13, 1988
N71489 001
JAN 13, 1988

W I ON, STERILE
LIQUID; N/A
STERILE WATER FOR INJECTION STIC CONTATN
> _ADD > AP KENDALL MCGAKW 100 N19633 001
>_ADD > FEB 29, 1988



OTC DRUB PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / JAN'88 - FEB'83

ACETAMINOPHEN
SUPPOSITORY; RECTAL
TYLENOL
> ADD > MCNEIL CONSUMER 120MG
ST, /MNEAS (i
> DLT > L/)
> DLT > /éﬁdﬁ¢/
IBUPROFEN
TABLET; ORAL
IBUPROFEN
>_ADD > INVAMED 200MG
> ADD >
> ADD > MEDICOPHARMA 200MGn
>"ADD_>
NUPRIN
>_ADD > BRISTOL MYERS 2D0MGH
> ADD_>
> ADD > 200MGx
>_ADD >
> DLT > 1988/ /2ddrg/
sTDLT >
>_DLT > /2ddrs/
> DLT_>
> ADD > ? 200MG
> ADD >
> ADD > a3 200MG
> _ADD >
NONOXYNOL -
SPONGE; VAGINAL
TODAY
>_DLY > /VLL/ 1181/
> DLT >
> ADD > WHITEHALL LABS 16M
>_ADD >

(ALL PRODUCTS - SEE INTRODUCTION)

N17756 DD2
L7356 /4dt/
/NI7758/461/

N71807 001
FEB 25, 1988
N71639 001
FEB 02, 1988

N72035 0D1
FEB 16, 1988
N72036 001
R
il
/JUL/2¢ 1987/
N19012 001
MAY 18, 198%
N19012 003
JUuL 29, 1987

/18£8 /dd
ARIES, 13850

N18683 001
APR 01, 1983

15



DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS , CUMULATIVE SUPPLEMENT NUMBER 2 7/ JAN '88 - FEB '88
APPROVED UNDER SECTION 5D5 OF THE ACT LIST

NO FEBRUARY 1988 APPROVALS

16



17

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A “DESIGNATED ORPHAN DRUG". SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF SUFFI-
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT.

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YEARS OF
EXCLUSIVE APPRQVAL 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 ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL
HAS BEEN REVOKED AS DESCRIBED ABOVE OR THE SUBSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR
WHO HAS RECEIVED EXCLUSIVE APPROVAL.

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR
UNDER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM. DRUG
PRODUCTS THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO
BE APPROVED UNDER SECTION 527(b)(2) OF THE ACT ARE ALSO NOTED BY THE ABBREVIATION ODE IN THE PATENT AND
EXCLUSIVITY INFORMATION ADDENDUM. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR
OWN, BUT CAN BE MARKETED BECAUSE OF THE CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE
PRODUCTS ARE MARKED BY AN (*) NEXT TO THE APPLICANT'S NAME.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL
LISTING OF ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.

NO FEBRUARY 1988 APPROVALS



NO FEBRUARY 1988 ACTIONS

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

18



19
BIOPHARMACEUTIC GUIDANCE AVAILABILITY

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVQ BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFN-250, ROOM 17B-06, 5600 FISHERS LANE, ROCKVILLE, MD

20857, COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISIONM
OF BIOEQUIVALENCE. :

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL

LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.

NAME OF DRUG (DOSAGE FORM) DATE REVISED DATE
CARBAMAZEPINE (TABLET) JAN 01, 1988
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) JAN 25, 1988
FENOPROFEN (CAPSULE AND TABLET) AUG 27, 1987 FEB 03, 1988

INDOMETHACIN (CAPSULE) JAN 27, 1988
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ANDA SUITABILITY PETITIONS

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED THAT
THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2} IS NOT SUITABLE FOR SUB-
MISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE ANDA ITSELF
IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY IN FDA'S
DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

REFER BACK TO THE APPRQVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF ANDA
SUITABILITY PETITIONS DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

PETITIONS APPROVED

DRUG NAME STRENGTH REASON FOR

DOSAGE FORM; ROUTE (CONTAINER SIZE)  DOCKET NUMBER PETITIONER PETITION STATUS

ASPIRIN 325MG 87 P-0376/CP ANABOLIC NEW STRENGTH APPRQVED

HYDROCODONE BITARTRATE 5MG FEB 12, 1988

TABLET; ORAL

ASPIRIN 650MG 87 P-0376/ ANABOLIC NEW STRENGTH APPROVED

HYDROCODONE BITARTRATE 5MG CP0002 FEB 12, 1988

TABLET; ORAL

CHLORZOXAZONE 500MG 87 N-0032/ MIKART NEW DOSAGE APPROVED

CAPSULE; ORAL CP0006 FORM JAN 13, 1988

CISPLATIN TMG/ML 87 P-0421/CP BULL LABS NEW DOSAGE APPROVED

INJECTABLE; INJECTION (10ML/VIAL) FORM FEB 29, 1988
(50ML/VIAL) NEW STRENGTH

(100ML/VIAL)



DRUG NAME

DOSAGE FORM; ROUTE

HYDROCHLOROTHIAZIDE
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

HYDROCHLOROTHIAZIDE
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

HYDROCHLOROTHIAZIDE

TRIAMTERENE
TABLET; ORAL

PHENYTOIN SODIUM
INJECTABLE; INJECTION

PHENYTOIN SODIUM
INJECTABLE; INJECTION

VERAPAMIL HYDROCHLORIDE
CAPSULE, CONTROLLED

RELEASE; ORAL

STRENGTH

(CONTAINER SIZE)

25MG/5ML
40MG/SML

25MG/5ML
80MG/5ML

25MG
50MG

100MG/VIAL

250MG/VIAL

120MG
240MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 P-0399/CP

87 p-0399/CP

87 p-0335/CP

87 p-0367/CP

87 p-0367/CP

87 P-0233/cCP

PETITIONER

BURDITT, BQWLES,
RADZIUS AND RUBERRY

BURDITT, BOWLES,
RADZIUS AND RUBERRY

PAR PHARM

LYPHOMED

LYPHOMED

SEARLE

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH
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STATUS

APPROVED
FEB 16, 1988

APPROVED
FEB 16, 1988

APPROVED
FEB 26, 1988

APPROVED
FEB 16, 1988

APPROVED
FEB 16, 1988

APPROVED
FEB 26, 1988



DRUG NAME
DOSAGE FORM; ROUTE

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

STRENGTH

(CONTAINER SIZE)

100MG/ML
(1ML/VIAL)
(2ML/VIAL)

500MG/ML
(TML/VIAL)
(2ZML/VIAL)

IMG/ML
(50ML/VIAL)

TMG/ML
(75ML/VIAL)

TMG/ML
(100ML/VIAL)

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER

87 p-0283/CP

87 P-0283/CP

87 P-0090/CP

87 P-0090/CP

87 pP-0090/CP

PETITIONER

LYPHOMED

LYPHOMED

INTL MEDTN SYS

INTL MEDTN SYS

INTL MEDTN SYS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW STRENGTH
NEW DGSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH
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STATUS

DENIED
JAN 21, 1988

DENTED
JAN 21, 1988

DENIED
FEB 08, 1988

DENIED
FEB 08, 1988

DENIED
FEB 08, 1988
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EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER BACK TO
THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF EXCLUSIVITY
TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE
CUMULATIVE SUPPLEMENT.

REFERENCES

PATENT USE CODE

METHOD OF TREATING ANIMALS SUFFERING FROM AN APPETITE DISGRDER

METHOD OF BLOCKING THE UPTAKE OF MONCAMINES BY BRAIN NEURGNS IN ANIMALS
METHOD FOR IMPROVING MEMORY IN MAMMALS

METHOD FOR TREATING AMNESIA

METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS

USE IN LUNG SCANNING PROCEDURES

TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS

C(:(:'C(:C:(:
W whPoro o
N =0 WwWooadh
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>ADD>
>ADD>
»ADD >
>ADD>
>ADD>

>ADD>
>ADD>

>ADD>
>ADD>

»ADD>
>ADD>
>ADD>
»ADBD>
>ADD>
>ADD>

»ADD>
»ADD>
>ADD>
»ADD>

APPL/PROD

19309
18981
18981
18981
19452
18936

18061
18956

18956
18677
19599
19009

17881
19057

19057

19057

19057

18817
18817

001
002
003
004
007
001

001
003

004
001
001
001

001
001

002

003

004

003
004

PRESCRIPTION AND OTC DRUG PROD
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

ENALAPRILAT; VASOTEC

ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
FLUOCINOLONE ACETONIDE; DERMA-SMOOTHE/FS
FLUOXETINE HYDROCHLORIDE; PROZAC

HYDROCHLOROTHIAZIDE; TIMOLIDE 10-25
TOHEXOL; OMNIPAQUE 300

TIOHEXOL; OMNIPAQUE 350
NABILONE; CESAMET

NAFTIFINE HYDROCHLORIDE; NAFTIN
PIRBUTEROL ACETATE; EXIREL

TECHNETIUM TC 99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M
TERAZOSIN HYDROCHLORIDE; HYTRIN

TERAZOSIN HYDROCHLORIDE; HYTRIN
TERAZDSIN HYDROCHLORIDE; HYTRIN
TERAZOSTIN HYDRDCHLORIDE; HYTRIN

VERAPAMIL HYDROCHLORIDE; CALAN
VERAPAMIL HYDROCHLORIDE; CALAN

ucT

PATENT
NUMBER

4374829
RE30811
RE30811
RE30811

4683235
4647591
464759}
4626549
4626549
3655663
4021481

4021483
4087545
4282251
4175128
3786160
3700681
3872226
3863004
4251532
4112097
4026894
4251532
4112097
4026894
4251532
4112097
4026894
4251532
4112097
4026894

PATENT

EXPIRES

FEB
DEC
DEC
DEC

JUL
MAR
MAR
DEC
DEC
APR
MAY

MAY
MAY
AUG
NOV
JAN
ocT
MAR
JAN
FEB
SEP
MAY
FEB
SEP
MAY
FEB
SEP
MAY
FEB
SEP
MAY

2z,
20,
20,
20,

28,
03,
03,
0z,
0z,
11,
03.!

03,
02,
04,
20,
15,
24,
18,
28.
17,
05,
31,
17,
05,
31,
17,
05,
31,
17,
05,
31,

2000
1996
1996
1996

2004
2004
2004
2003
2003
1989
1994

1994
1997
1998
1996
1983
1989
1992
1992
1998
1995
1994
1998
1985
1994
1998
1995
1994
1998
1995
1994

USE EXCLUS
CODE CODE
NDF
U-32
U-32
U-32
NDF
U-30
U-28
U-29
U-26
u-27
D-2
I-55
158
I-55
U=-7 .
NCE
NCE
U-31
U-5 NCE
U-5
U-5 NCE
U-5
u-5 NCE
u-5
U-5 NCE
U5
I-50
I-5
I-50
1-51
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EXCLUS

EXPIRES

FEB

FEB

FEB
FEB
FEB
FEB

FEB

DEC

AUG

AUG

AlG

AUG

DEC
DEC
DEC
DEC

09,

03,

03,
01,

01,
29,

30,

07,

07,

07,

16,
16,
16,
16,

1991

1991

1991
1988
1988
1988

1993

1991

1992

1992

, 1992

1992

1989
1989
1989
1989
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y SUBSCRIPTION FORM
—/(. APPROVED DRUG PRODUCTS

*,
Ly,
kA

‘i\‘mum*

. 'w  WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
8TH EDITION (1988)
MAIL TO: DATE:

Superintendent of Documents
Government Printing Office
Washington, DC 20402-9325
(202) 783-3238

PURCHASER: SHIP TO:
(If different than Purchaser)

CONTACT: TELEPHONE (Include Area Code):

METHOD OF PAYMENT:
D Charge my GPO Account No.

D Purchase Order No.

[ ]Check/money order enclosed for §
(Make check or money order payable to Superintendent of Documents)

AUTHORIZING DATE:
SIGNATURE:
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE

The 8th Edition is published in March 1988,
Subscription includes the Approved Drug
Produets publication and monthly Cumu-
lative Supplements.

DOMESTIC (Stock No. 917-001-00000-6) ' @ $79.00 $

FOREIGN (Stock No. 917-001-00000-6) @ $98.75 $
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