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1.1

APPROYED DRUG PRCDUCTS

with

THERAPEUTIC EQUIVA
9th ED

CUMULATIVE §
MARCH

1.0 INTR

HOW TO USE THE CUMULATIVE SUPPLEMEN

LENCE EVALUATICNS
ITICN

UPPLEMENT 3

1989

ODUCTIDN

T

This Cumulative Suppliement is one of a series of monthly updates to
the Approved Drug Products with| Therapeutic Equivalence Evaluations,
9th 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
Blood Products approved under
discontinued from marketing or
withdrawn for other than safety or

The Cumulative Supplement provide
newly approved drugs and,

tains appropriate drug patent and
Agency by the "Drug Price Competit
1984" for the Prescription, OTC,
Blood and Blood Products Approved U

The Patent and Exclusivity Lists
active ingredient name.
dients, only the first active
appear. In addition, the trade nam

Section

products

1f necessary,
evaluations and updated patent an?

For those
ingredient

products in the Division of Blood and
505 of the Act, and products
which have had their approval
efficacy reasons,

among other things, information on
revised therapeutic equivalence

exclusivity data. The Addendum con-
xclusivity information required of the
ion and Patent Term Restoration Act of
and TDrug Products in the Division of
nder Section 505 of the Act lists.

5y

are arranged 1in alphabetical order by
products with multiple active ingre-
{in alphabetical sort) will
o 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
expiration dates are displayed for
are indicated with the symbol "U"
specific use. Fxclusivity informat
an abbreviation followed by the da
Refer to the Exclusivity Terms s

Information Addendum for an explanat

file number). All patents with their
each application number. Use patents
followed by a number representing a
ion for a specific drug is indicated by
te upon which the exclusivity expires.
ection in the Patent and Exclusivity
ion of all codes and abbreviations.




Because all parts of the publication are subject to changes, additions,
or deletions, the List must be used jn 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.

Drug product information 1is provided 1in 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 left of the approval date.

The presence of any therapeutic equivalence code indicates that the drug
product 1is multisource; the deletion| of a therapeutic eguivalence code
indicates that the drug product has bhecome single source. {An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case the deletion of ~the therapeutic egquivalence code 1Js followed
immediately by the addition of the revised one.)

Additions new to the Prescription Dnug Product List, OTC Drug Product
List, Drug Products in the Division of Blood and Blood Products Approved
Under Section 505 of the Act List 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 1is then dropped in subseguent
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.

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

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



1.2 PRODUCTS REQUIRING REVISED LABELING

FOR FULL APPROVAL

Drug products in this category (1)
basis of safety before effectivene
conditionally approved under the
products to be marketed while effe
Listed below are those drugs whi

initially received approval only on the
ss studies were required, or (2) were

temporary exemption that allowed these
ctiveness studies were being conducted,
ch are now

required to revise their

labeling and provide additional information necessary for full approval on

the basis of requirements listéd in
granted by the Agency for a s
information submitted by the appli
the appropriate Drug Product List.

Products

Nitroglycerin (capsule, controlled release;oral)

Nitroglycerin (tablet, controlled re
Nitroglycerin (tablet, controlled r¢
Tranylcypromine Sulfate
1

.3 APPLICANT (NAME) CHANGES

Because it is not practical to iden
and every product involved when an
approved drug products to another 4
its name, the cumulation of these
identified in this section only,
lines are transferred between appl
will appear as an applicant name ch

APPLICANT

pecific
cant,

the Federal Register, As approval is
product, based on additional
the product will be included in

Federal Register Reference

SEP 7, 1984 (49 FR 35428)

lTease;oral) SEP 7, 1984 (49 FR 35428)
sleasej;buccal) JUL 5, 1985 (50 FR 27688)
)

MAR 22, 1984 (49 FR 10708

tify in the Cumulative Supplement each
applicant transfers its entire line of
pplicant, or when an applicant changes
transfers and name changes will be
Where only partial approved product
cants, each approved product involved

jnge in the Cumulative Supplement.

NAME) CHANGES

FORMER APPLICANT (NAME) NEW APP

LICANT (NAME)

SCHERING CORP SUB SCHERING

PLOYGH CORP SCHERIN

NEW ABBREVIATED NAME

G CORP SCHERING




1.4 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. 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 1988) 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 Nrug 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-

jstration with approval for marketing

1 vy 2 e
by & Ffiemunder—apa

cedtar generic or trade mame,

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



COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 1988
DRUG PRODUCTS LISTED 10091
SINGLE SOURCE 1983 (19.7%)

MULTISOURCE
THERAPEUTICALLY EQUIVALENT

8108 (80.3%)
7242 (71.8%)

NOT THERAPEMTICALLY EQUIVALENT 748 ( 7.4%)
EXCEPTIONS] na ( 1.1%)

NEW MOLECULAR ENTITIES APPROVED -

NUMBER OF APPLICANTS 374

MAR 1989

10157

1993 (19.6%)
8164 (80.4%)

3
393

726
117

(
(

7321 (72.1%;

7.1%
1.2%)

JUN 1989

SEP 1989

Tamino acid-containing products of varying composition (see Introduction, page 1-7 of the List).



>_ADD_>

ACETAMINOPHEN; CODEINE PHOSPHATE

TABLET; ORAL

ACETAMINOPHEN W/ CODETNE PHOSPHATE
148/ /3%37 75!335}55337

144/ oy
@ PBI I00MG ; IAMG
=) I00MG; 60MG

UM ML/ /At

/3 WHITE TN PAULSN I00MG; 60MG

ra TREERE  fseisey

@ VANGARD LABS 2I00MG; 20MG
JPARA-dETHE 'd¢/

ray IS Jasssiceny

@ VANGARD LABS I00MG;60MG

PRESCRIPTION DRUG PRODUCT LIST
9TH EDITION

d7d13/4d
’Jéﬁéiﬁééfﬂié
1 IONVE3 511882
N87919 001
JUN 22, 1982
N87920 001
JUN 22, 1982
/Nfsgdi/ dd1/

N85607 001

/NA4d31/dd!
/RAR/24, /14ﬁ44

N88037 001
MAR 20, 1984

/NB4H18/dd
/RAR/24, /Idﬁéf

N88715 001
MAR 20, 1984

/
/
/

CUMULATIVE SUPPLEMENT NUMBER I / JAN'89 - MAR'S9

ALBUTEROL SULFATE

TABLET; ORAL
LBUTEROL SULFATE

AB AM THERPTCS
AB
>_ADD > AB CORD LABS
> ADD >
> A!!!! >&
>_ADD_>
AB MUTUAL PHARM
AB
AB SIDMAK LABS
AB
MING ACIDS; DEXTROS

EQ 2MG BASEN N72449 001
DEC 05, 1989 : FEB 01, 1989
EQ _a9MG BASEM N72450 001
DEC 05, 1989 : FEB 01, 1989
EQ_2MGC BASEN N72151 001
DEC 05, 1989 : MAR 23, 19389
EQ_4MG BASEm N72152 001
DEC 05, 1989 : MAR 23, 1989
EQ_ZMG BASEm N72636 001
DEC 05, 1989 : FEB 01, 1989
EQ 4MG BASER N72637 001
DEC 05, 1989 : FEB D1, 1989
EQ 2MG BASEM N72316 001
DEC 05, 1989 : JAN 30, 1989
EQ _4MG BASER N72217 00l

DEC 05, 1989 : JAN 30, 1989

ACETAMINGPHEN; HYDROCODONE BITARTRATE

CAPSULE; ORAL
aLiay
AA LUCHEM PHARMS

500MG > SMGH

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE

TABLET; ORAL
OXYCODONE 5/APAP 500
AA DUPONT FHARMS

ROMICET 5/500
AA ROXANE ELABS

500MG ; BHG

500MG ; SMGx

ACETAZOLAMIDE

TABLET; ORAL
ACETAZOLAMY

/B8] [VERgAR /LA 5/

2 VANGARD LABS

N89907 001
JAN 13, 1989

N85311 G0l

N89775 001
JAN 12, 1989

INBHEs4/dd1/
/FEB/ 85/ 1383/
N87654 001
FEB 05, 1982

INJECTABLE; INJECTION
TRAVASOL 2,757 IN DEXTROSE 104 IN PLASTIC CONTAINER

BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

TRAVASOL
BAXTER

2.757%5106M/100ML N19520 002

SEp 23, 1988

2.75% IN DEXTROSE 157 IN PLASTIC CONTAINER

2.757

2.757

2.757

6,257

%. 257

4.257

%.257%

IN

IN

IN

IN

IN

IN

2.75%;156M/100ML N195z20 003
SEP 23, 1988
DEXTROSE 204 IN PLASTIC CONTAINER
2.75%32DGM/100ML N19520 004
SEP 23, 1988
DEXTROSE 257 IN PLASTIC CONTAINER
2.7573256M/100ML N19520 005
SEP 23, 1988
DEXTROSE 5% IN PLASTIC CONTAINER
2.757;56M/100ML N19520 GOl
SEp 23, 1988
DEXTROSE 107 IN PLASTIC CONTAINER
%.25%3;106M/100Mt, N19520 007
SEP 23, 1988
DEXTRGSE 154 IN PLASTIC CONTAINER
4,257 ;156M/100ML N19520 008
SEP 23, 1988
DEXTROSE 204 IN PLASTIC CONTAINER
%.2875206M/100ML N19520 009
SEP 23, 1988
DEXTROSE 257 IN PLASTIC CONTAINER
4,25/ 5256M/100ML N195z20 010
SEP 23, 1988



AMING ACIDS; DEXTROSE

INJECTABLES

INJECTION

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'S89 - MAR'&9

TRAVASOL 4.257% IN DEXTROSE 5% IN PLASTIC CONTAINER

BAXTER

AMINOPHYLLINE
TABLET; ORAL

AMINOPHYLLINE

/B8/ [CORB/LABS/

3 CORD LABS

4,257 ;56M/100ML

/1ddis/
1

DOMG

AMITRIPTYLINE HYDROCHLORIDE

TABLET; ORAL

AMLTRIPTYLINE HCL

/4d/  [PBL/ /isdd/
a PBI 25MG
T84/ JROXANE/LABS/ /18v4/
/ /25v8/
148/ 188/
748/ 7E
/1ddng/
] e
3 ROXANE LABS 10MG
] 2EMG
@ 50MG
] 7EMG
-] 100MG
2 1E0MG

N19520 006
SEP 23, 1988

AMITRIPTYLINE HYDROCHLORIDE

TAB

LET; ORAL

AMITRIPTYLXIHE HCL
SARD/ L

> DLT >/48/  [VARGARD/ AB3/

> DLT >

AMITRIPTYLINE HYDROCHLORYDE: PERPHEMNAZINE

/1de/
/é8vs/
/8dvs/
/1gvg/
/1ddvg/
LoMe
25MG
50MG
75MG

100MG

PERPHEHAZYHE ANHD AMITRIPTYLIHE HCL

>_DLT_>/4d/
> DLT >
LT /881
> DLT >
S
/N832&1/dd3/  >_DLT >/4d/
N85261 D03 STDLT >
>_ADD > ? VANGARD LABS
> ADD >
>_ADD > 3
>_ADD >
> ADD > 2
TG
JEEB/18, /1882  >_apD >
N87775 001 >_ADD > »
A
/NBg14B/dd1/
e
/NBE14é/dd1/ TABLET; ORAL
/NBE 1487481/
N861G¢ 0D1 AB DANBURY PHARMA
N86145 001
N86143 001 A8
N86147 001
N86146 001 2B
N86148 001
AB
AB

AMMONIUM LACTATE

LOTION; TOPICAL

LAC-HYDRIN

[BRASTOL/YERS/

WESTWOOD PHARMS

10M5 ; 2MEM
10MG ; 4MGx
Z5MG ; 2MGH
£5MG ;MG

S0MEG ; GHGH

[EQ/ 127 1AC1B/

EQ 124 ACID

N87632 001
FEB 01, 1982
N87570 00l
FEB 08, 1982
N876le 001
FEB 08, 1982
N87é617 001
FEB 05, 1982
N87639 0Dl
FEB 08, 1982

N72539 0OD1
FEB 15, 1989
N72540 001
FEB 15, 1989
N72561 001
FEB 15, 1989
N72134 001
FEB 15, 1989
N72135 001
FEB 15, 1989

/19188 /4d1/

/APH/éé;/i9¢5/
N19155 001
APR 26, 1985



RX DRUG PRODUCT LIST /

AMOXICILLIN

CAPSULE; ORAL

AMOXICILLIN
AB TAG PHARMS 250M6m
AB 500MGN

PDWDER FOR RECONSTITUTION; ORAL

CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'S89 - MAR'89 3

N63030 001
FEB 28, 1989
Né63031 001
FEB 28, 1989

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE

TABLET; ORAL

d=frdL
rad R ks

/8. 0404 s/ oy
2 Wiy glived
3 VANGARD LABS 0.02EMG32.5MG N88009 001

MAR 25, 1983

AMOXTCILLIN BENZONATATE
AB NOVOPHARM 250MG/5MLK N63001 001
JAN 06, 1989 CAPSULE; ORAL
TESSALON
>DLT > JBUPSRTY/ PHARHS/ /1ddng/ /NL1214/dd1/
AMPICILLIN/AMPICILLIN TRIHYORATE >_ADD > FOREST LABS 100MG N11210 001
POKDER FOR RECONSTITUTION; ORAL
AMPTICILLIN BENZTROPINE MESYLATE
AB CLONMEL CHEMS EQ_125MG BASE/SMLM Nez9s2 001
FEB 10, 1989 TABLET; ORAL
AB EQ 250MG_BASE/EMLM N62982 002 BENZTROPIME MESYLATE
FEB 10, 1989 AA INVAMED 0. 5MGx N72264 001
FEB 27, 1989
/Tégﬁ 3;4,,5&49LE s/9RAL/ AA MG FE:72;6=1n01
JRddeiiy iy » 1989
JBRISTSL/LABS/ JEd/ 133Me/BASE/ /Nadédi/dd1/ AA 2MEn N72266 001
3 BRISTOL LABS EQ 125MG BASE N50093 001 FEB 27, 1989
ASPIRIN; CARTSDPRODOL BUTABARBITAL SODIUM
TABLET; ORAL TABLET; ORAL
>_ADD > CARTSOFRO0OL AND ASPIRIN BUTABARBITAL SODIUM
>_ADD > AB PAR PHARM 2 25MG ; 200MGn N&9594 001 >_DLT >/48/ /ﬁﬂifﬁ?fﬂ?ﬂlﬁ£§ﬁ7 /3did/ JNB3337/481/
> ADD > MAR 31, 1989 ADD > 3 WHITE TN PAULSN T0MG N83337 001
ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE CALCIUM CHLORIDE; DEXTROSE; MAGNESTIUM CHLORIDE; SODIUM
CHLORIDE; SODIUM LACTATE
TABLET; ORAL
DIPHENOXYLATE HCL_AWD ATROPIHE SULFATE SOLUTION; INTRAPERITONEAL
/44  /LEDERLE/LABS/ /8.42280652 . nid/ /NBE988/441/ DIAHEAL PD-2 W/ OEMTROSE 1,5z IN PLASTIC COHTAINER
3 LEDERLE LABS 0.02BMG;2. SMG NB86950 001 > ADD > AT BAXTER 18.3MG/100ML31.56GM/100ML;
144 /ng;youv TE HCL W/ ATROPINE SULFATE I8 883/ >_ADD > 5.08ME/100ML ; 528MG/100ML ;
WIS SN >_ADD > L N17512 004
IHRR/24. 71482/ >_DLT >/48/ gL/
3 PBI 0.025MG; 2. 5MG N&7842 001 >_BLT > ML/
MAR 29, 1982 > DLT > /N11512/dds/




RX ORUG PROOUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 ~ MAR'S89

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE:; SODIUM

LACTATE

INJECTABLE; INJECTION

> DLT >/48/
> OLT >
> ADD >
>_ADD >

@ CUTTER BIOL

> _A0D > CARBOPLATIN

INJECTABLE; INJECTION
PARAPLATIN
BRISTOL MYERS

> ADD >
>_ADD >
>_AQD >
>_APD >
> ADD >
> AOD >
> AOD >
> AQD >

>_OLT > /¢ARBOPROST/

> DLY > /tNJECTABLE/ INJECTEON/
> OLT > /PROSTIN/18H/

>DLY > JUBJBHN/

>_ADD. > CARBOPROST TROMETHAMINE
> ADD > INJECTABLE; INJECTION
> AOD > HEBAMATE

> ADO > UPJOHN

CEFAQROXYL

CAPSULE; ORAL

CEFADROXTL
AB BIOCRAFT LABS
AB PUREPAC PHARM

TR AR SRS e
i e L st

20MG/100ML } 30MG/100ML ; 600MG/100ML

310MG/100ML

BOMG/VIALRN
150MG/VIALX

450MG/VIALR

EQ 0.25MG BASE/ML

EQ 50OMG BASER
EQ _500MG BASER

N18417 00l

N19880 001
MAR 03, 1989
N19880 002
MAR 03, 1989
N198a80 Da3
MAR 03, 1%38%

N17989 001

N62695 001
FEB 10, 1989
N63017 001
JAN 05, 1989

ROX

POWOER FOR RECONSTITUTION; ORAL
CEFADROXTL

>_ADPO > AB BIOCRAFT LABS EQ 125MG BASE/SMLA
>_ADD >

> AOD > AB EQ 250MG BASE/5MLM
> ADD >

> _ADD > AB EQ_S00MG_BASE/EMLM
> ADD >

ULTRACEF

>_ADD_> AB BRISTOL LABS EQ }25MG BASE/BML

>_ADD > AB EQ _125MG BASE/SML

> _ADPD >

>_ADD > AB EQ 250MG BASE/5ML

>_ADD > AB EQ 250MG BASE/SML

>_ADD >

CEFAZOLIN SODIUM

INJECTABLE; INJECTION
CEFAZOLIH SODILM

>_ADD > AP TAG PHARMS EQ Z50MG BASE/VIALW
>_ADD >
>_ADD > AP EQ 500MG BASE/VIAL®
> _ADD >

EQ 1GM BASE/VIALR
>_ADD >

CEFPIRAMIDE SODI
INJECTABLE> INJECTION

CEFPIRAMIDE SODIUM
WYETH AYERST LABS EQ 1GM BASE/VIALM
EQ 2GM BASE/VIALM

EQ 10GM BASE/VIALM

CEPHALEXIN
TABLET; ORAL

CEPHAL EXTIH
AB BYOCRAFT LABS EQ 250MG_BASEX

&

EQ S00MG BASEm

N62698 001
MAR 01, 1989
N62698 002
MAR 01, 1989
N62698 003
MAR 01, 1989

N62334 001
N62376 001
MAR 16, 1982
N62334 002
N62376 002
MAR 16, 1982

Ns63016 001
MAR 14, 1989

N63016 002
MAR 14, 1

N63026 GQ3
MAR 14, 1939

N50633 002
JAN 31, 1989
NB0633 003
JAN 31, 1989
NE0633 005
JAN 31, 1989

N63023 001
JAN 12, 198%
N63D24 001
JAN 12, 1939



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 - MAR'S89 5

CERULETIDE DIETHYLAMINE CHLORPHENIRAMINE POLISTIREX: HYDROCODONE POLISTIREX
> DLT > /iHJEﬁfAﬁLE {/INJECTION/ SUSPENION, EXTENDED RELEASE; ORAL
> DLT > J1TRAN/ , TUSSIONEX
> DLT > /ABRIA/LABS/ /4. 4288 ML/ /N18238/dd1/ > pLT > /PERALY/ /Ed/ﬁﬁﬁ/?ﬂLﬁA £/8 Lf
> ADD > 2 ADRIA LABS 0. 02MG/ML N18296 001 > DLY > JEd/1dMe /B ARTR ﬁ/ SHL/ [HIdLX1/ddi/
>_ LT > [BEC/31, 71483/
EHLQRQIAZEPOXIDE HYDROCHLORIDE
CHLORPROMAZINE HYDROCHLOR
CAPSULE 3 ORAL
148/ TR e /88129/861/ T L ORPRONAZINE HCL
w P MR e TR e W
- /HA#/éé./iéﬁil /BR/ /28Hs/ /N7 5’5/661/
H 3d/84 d 7 dd
Z o N e
3 VANGARD LABS sMG N88129 001 AUG 16, 1982
MAR 28, 1983 ) 25MG N87645 001
3 10MG N88010 001 3 50MB N87646 001
MAR 28, 19383
? 25MG N88130 001
MAR 23, 1983 CHLORTHALIDONE
CHLORPHENIRAMINE MALEATE /AQ/TAB:EEQT:::;Qon / oy /Ndﬁdi py
TABLET; ORAL 1/ ' IS;ﬁé/ /Jﬂﬁg g ;ggi;
CHLORPHENTRAMINE MALEATE dMd
/A&7 [LFDFRLE/LABS/ et/ /HEgd41/dd1/ R/é5'714¢3/
? LEDERLE LABS aMG NB69G1 001 3 VANGARD LABS 25MG N88012 001
JUL 14, 1982
3 50MG N88073 001
CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE MAR 25, 1983
CAPSULE, EXTENDED RELEASE; ORAL
CHLORPHERIRAMINE MALEATE AND PHEHYLPROPANOLAMIME HCL CHLORZOXAZONE
AB CORD LABS 12MG ; 75MGH N88940 001
JAN 26, 19389 TABLET; ORAL
e Sker J6k/ STRESEATCARS)  /aseny A8 8481841/
SK&F LABS zn ,75MG N12152 004 > DLT > Bonid
/8¢/ / /N12183/4d4/  >DLY > JAUR/44, /18821
>_ADD > @ CHELSEA LABS 250MG N26948 001
> _ADD > AUG 09, 1982
CHLORPHENIRAMINE POLISTIREX; HYDROCODONE FOLISTIREX AA PIONEER PHARMS 250MGn N&9soez 001
J ,
SUSPENION, EXTENDED RELEASE; ORAL Aj 500MGEM A:Bz:ﬁalggz
TUSSTONEX JAN 06, 1989
> ADD > FISONS FQ 8MG MALEATE/GML;
> ADD > EQ 10MG BITARTRATE/SML N19111 001
> ADO > DEC 31, 1987




CHYMOPAPAIN
INJECTABLE; INJECTION
CHYMODIACTIN
> OLT > /BAXTER/
> DLT >
> DLT >
> QLI >
>_ADD > BODTS (USA)
> ADD >
> ABD >
> ADQ >
[O13CASE/
JESST3/ PHARNS/

@ BOOTS PHARMS

CLINDAMYCIN PHOSPHATE

INJECTABLE; INJECTION
CLINDAMYCIN PHOSPHATE
AP ASTRA PHARM PROOS

AP DUPONT CRI CARE

SOLUTION; TOPICAL

CLINDAMYCTH PHOSPHATE
AT COPLEY PHARM

CLORAZEPATE_DIPOTASSIUM

TABLET; ORAL

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'8% - MAR'S9

/48480t 13/VIAL/
/18448 /LIS VXALS

4,000 UNITS/VIAL

10,000 UNITS/VIAL

/1238810t ts/VLAL/

12,500 UNITS/VIAL

EQ 150MG BASE/MLM
150MG BASE/MiLX

EQ 14 BASEm

LORAZEPATE DIPOTASSILM
/84/ /L’EBE&L’E}L’RBE? /4. 184/

/8d/
/88/

2 LEOERLE LABS
3

3

/1:808/

/12dd/
3.75MG
7.5M6

15MG

18661/dd2/
i
INSY/18./1982/

N18663 DOZ
AUG 21, 1984

N18663 D01
NOV 10, 1982

84
A

N18625 001
JAN 18, 1934

N62928 001
FEB 13, 1989
N62908 001
FEB 01, 1989

N62944% 001
JAN 11, 1989

. e

/OEL) 15

N72013 001
DEC 15, 1987
N72014 001
DEC 15, 1987
N72015 001
DEC 15, 1987

CYANOCOBAL AMI
INJECTABLE, INJECTION

> DLY > /g

>_.QLI__>/ %ﬁﬁg /idd e/
_____ 1MG/ML

> LT >

>_DLY >/48/ 73§ﬂLEX/LK55/ /g At/
>_ADD > 2 BERLEX LABS IMG/ZML

DEMECLOCYCLINE HYDROCHLORIDE
/1RPS/SRAL/

JOECLONFCINS/
/LEﬁfHLf/LABﬁ/ /7508 /88L/
3 LEDERLE LAB 75MG/5ML

DICYCLOMINE HYDROCHLORIDE
CAPSULE; ORAL

LOMINE M
AB PIONEER PHARMS loMen
CARBAMA TRAT|

TABLET; DRAL
HETRAZAN

>DLT > /3/(EOERLE/LABS/ /588/
>_ADD > LEDERLE LABS 50MG
DILTIAZEM HYDROCHLORIDE
CAPSULE, EXTENDED RELEASE; DRAL
CARDIZEM SR
MARION LABS 60MEx
90MGH
120Mes
) 180MGx

/HBEEE8/a1d/

NO6668 010

/N7d12/ 882/

NO7012 002

/Nsd257/8681/

N50257 001

NB89361 001
JAN 10, 1989

/N8g489/881/

ND6459 001

N19471 001
JAN 23, 1989
N19471 002
JAN 23, 1989
N19471 003
JAN 23, 1989
N19471 004
JAN 23, 1989



RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'S89 - MAR'89 7
DIPHENHYDRAMINE HYDROCHLORIDE DOXORUBICIN HYDROCHLORIDE
CAPSULE; ORAL INJECTABLE; INJECTIDN
DIPHEHHYDRAMINE HOL >_ADD > DOXORUBTCTIN HCL
/88/  /YANGARD/LABS/ /é8vg/ /Ngddi4/dd1/ > ADD > AP CETUS BEN VENUE ZMG/ML N62975 D01
[oct/2t, /14¢z/ > ADD > MAR 17, 1989
A4/ /2dvid/ /N8 153 /dd1/ >_ADD > AP 10MG/VIALK N62921 001
d VANGARD LABS 25MG N88034 001 >_ADD > MAR 17, 1989
ocT 27, 1982 > _ADD > AP ZOMB/VIALR N62921 002
2 50MG N87630 001 >_ADD > MAR 17, 1989
>_DLT >/447  [WHITE/IN/PRULaN,  /ddnd/ /Hddsdd/dé1/ >_ADD > AP 5QMG/VIALK Ne2921 003
>_ABD_> 2 WHITE TN PAULSN EOMG N8D800 001 > _ADD_> MAR 17, 1989
ELIXIR; ORAL
DIPHENHYDRAMINE HCL DOXYCYCLINE HYCLATE
/847 TPRIVATEJFRINS/ /1. 8 /gnt/ /N8s2871/8681/
3 PRIVATE FMLTNS 12.5MG/EML NBE287 001 INJECTABLE; INJECTION
DOXYCYCLTHE HYCLATE
AP LEDERLE PARNTLS EQ_10DMG BASE/VIALM N62992 0D1
DOPAMINE HYDROGHIDRIDE FEB 16, 1989
AP 200MG_BASE/VIALN N62992 002
INJECTABLE; INJECTION FEB 16, 1989
DOPAMINE HOL
AP ABBDTT LABS §0MG/ ML N70656 001
JAN 26, 1989 ERGDLOID MESYLATES
AP SOMG/HLH N70657 001

DOXEPIN_HYDROCHLORIDE

CAPSULE; ORAL

DOXEPTIH HCL
>_ADD > AB QUANTUM PHARMCS EQ _100MG BASEN
>_ADD >
>_ADD > AB EQ_150MG BASEMN
> ADD >

DDXORUBICIN HYDROCHLORIDE
INJECTABLE; INJECTION

ADRIAMYCIN PFS
>_ADD > AP AORIA LABS 2MG/ML
>_AOD >
>_ADD > AP ZMG/ML
>_ADD >

ADRIAMYCYN RDF
>_AOD > AP ADRIA LABS 10MG/VIAL
> AOD > A 2OMG/VIAL
>_AQO0 >
>_ADD_> AP OMG/VIAL

JAN 26, 1989

N72375 001
MAR 15, 1989
N72376 001
MAR 15, 1989

NB0629 002
MAY 03, 1988
N50629 DO1
0EC 23, 1987

NB0G67 001
NEO467 003
MAY 20, 1985
NB0467 D02

TABLET; SUBLINGUAL

144/ E/GOLDID /g:anTzs
i PR

@ LEDERLE LABS

2
/88/  [YANGARD/LABS/
/44/

@ VANGARD LABS

9

ESTROGENS, ESTERIFIED

TABLET; ORAL
EMOGEN

183/ /P#idﬂfﬁ/fﬁLfﬂS/

@ PRIYATE FMLTNS

i)
0.5MG
MG

/8.5M8/
/1de/

0.5MG

1MG

/2.1 /

2.5MG

484
Rl
N386984 001
/53???/"0}/
L
W orialovel

N88013 001
SEP 20, 1982
N8801l4 001
SEp 20, 1982

/N8sdd/dé1/

N85007 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 32 / JAN'89 - MAR'89 8

ETHINYL ESTRADRIOL; NORETHINDRONE

TABLET; ORAL-21

UTAMID

CAPSULE; ORAL

HORCEPT-E 1/35 21 EULEXIN
AB GYNOPHARMA 0.035MG; 1MGx N71645 001 SCHERING 125MGxt N18554 001
FEB 09, 1989 JAN 27, 1989
TASBLET; ORAL-28
HORCEPT=-E 1/35 28 FOLIC ACID
AB GYNOPHARMA 0.035MG51MGR N71546 001
FEB 09, 1989 TASLET; ORAL
T T 448/ INB1428/491/
FLUDC INONIDE JRAY/13, 11982/
3 PBI IMG N87828 001
CREAM; TOPRPICAL MAY 13, 1982
FLUQCINONTDE >_oLT_>/ A8/ /ﬁHifﬁlm/PAULSH/ /ivs/ /NBdgd1/dd2/
AB LEMMON 0.057n N72488 001 >_ADQ_> @ WHITE TN PAULSN iMG N80691 002
FEB 06, 1989
AB 0.05/n N72490 001
FES 07, 1989 GEMFIBROZIL
VASODERM E
AB T.J ROACO D.06/n N72494 001 CAPSULE; ORAL
JAN 19, 1989 LOPID
/PARKE /oAVES/ /28ds/ /W18422/4d1/
GEL; TOPICAL 3 PARKE DAVIS Z00MG N18422 00l
FLUOCINOHIDE
AB — LEMMON 005 N72E537 001 TABLET; ORAL
FEB 07, 1989 LOPID
LTDEX PARKE DAVIS 600MG N18422 003
A8 SYNTEX LA8S 0.054 N17373 001 NOV 20, 1986
SOLUTION; TOPICAL
FLUCCXHONIDE HEPARIN SODIUM
AT LEMMON 0.05%m N72511 001
FEB D7, 1989 INJECTABLE; INJECTION
MEPARIN SODIUM 20,000 UNITS AHND DEXTROSE 57 YH PLASTIC
CONT.
FLURAZEPAM HYDROCHLORIDE AP BAXTER 4,000 UNITS/100ML N1881l4 001
ocT 31, 1983
CAPSULE; ORAL HEPARTH SODIUM 20,000 UNTT DEXTROSE 52 PLASTIO
FLURAZEPAM MEL COHTAINER
>_ADD > AB CHELSEA LABS 165MGH N72368 001 AP ABBOTT LABS 4,000 UNITS/100MLm N19805 001
> ADD > MAR 30, 1989 JAN 25, 1989
>_ADD > AB I0MGH N72369 DO HEPARIN SODIUM 25,000 UHITS IH DEXTROSE 5% IN PLASTIC
>

v
)]
L]

MAR 20, 1989

CONTATHER

AP ABBOTT LABS 5,000 UNITS/100MLx N19805 002

JAN 25, 1989




RX DRUG PRDDUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'8% - MAR'89

HYDRALAZINE HYDROCHLORIDE

TABLET; ORAL
HYDRALAZTHE HCL

/44/ T8I /dgdg/
44/ /2dvg/
3 pBI 25MG
2 50MG
HYDROCHLORQTHIAZIDE
TABLET ORAL
HY DROCHLOROTHIAZIDE
/4d/  [PB1/ /¢5g/
/48/ / 84/
2 PBI 25M6
] 50MG
;g [ [YANGARD/LABS/ ;gggg;
2 VANGARD LABS 25MG

50MG
LT >/4 /HHifﬁlfN/Fﬂ Lsi/ /dse/
Ay AR
>_ADD_> WHITE TN PAULSN 25MG
>_ADD > 3 50MG

HYDROCHLOROTHIAZIDE ; LISINOPRIL

TABLET; ORAL
PRINZIDE 12.5
MS&D RES LABS 12.5MG;20M6u
PRINZIDE 25
MS&D RES LABS 26MG; 20MGH

/Ndiidd ddi/
/HAS/¢¢ 4; ﬁé;
/MAR/29, 11982/

N87780 001
MAR 29, 1982
Na775% 00l
MAR 29, 1982

Wl
s f&é/gdil
/Aép/1¢ 71842/

N87827 001
APR 19, 1982

N87752 001
“iaiiaidt/
/NFE1d/dd1/

N87638 001
Ry
/H834d9/dd1/

Naz809 002
NB3809 001

N19778 DOl
FEB 16, 1989

N1¢778 002
FEB 16, 1989

v

BLT > BB/
ADD >

R ROT. P
TABLET; ORAL
METHYLDOPA AMD HYDROCHLOROTHIAZIDE
DANBURY PHARMA 15MG 5 250MG
25MG 5 250MGN
30MG > 500MEm
50MG > 500MGH

TABLET; ORAL

SPIRONOLACTONE W/ HYD

/8d/ /¢AN¢KF¢/LA¢S/

9 VANGARD LABS

HYDROCORTISONE

CREAM; TOPICAL

HYDROCORTXISONE
NMC LABS

TOPIDERM

HYDROCORTISONE ACETATE

/5Hif£/fN/PKﬂLSN/

9 WHITE TN PAULSN

CREAM; TOPICAL

DROCORTISONE ACETAT

PARKE DAVIS

HYDROCHLOROTHIAZIDE ; RESERPINE

/8dnigid. 128ve/

EOMG;0.125MG

HYDROCHLOROTHIAZIDE 5 SPIRONOLACTONE

LOROTHIAZIDE

25 MG 25MG

/2g1id; devg/

2EMG;2EMG

2.5/n
14

prA

N7D958 001
FEB 06, 1989
N70959 001
JAN 19, 1989
N7106% 001
JAN 19, 1989
N70960 001
FEB 06, 1989

/N8s334/4d1/

N85328 001

/N83s1/dd1/

N87651 001

/NB1Es8/dd1/

N87655 001

N89275% 001
FEB 01, 1989
N89273 001
FEB 17, 1989

N89914 001
JAN 03, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 - MAR'S89 10
IMIPRAMINE HYDROCHLORIDE LEUPROLIDE ACETATE
TABLET; ORAL INJECTABLE; INJECTION
a8 TR 1488/ /831167841 "I pHarys
4 TAP PHARMS 7 .5MG/VIALD N1973z 001
JFEB/16./1382/ JAN 26, 1989
3 PBI 25MG N87776 001
FEB 10, 1982
88/ [VANGARD/LAE3/ /1dve/ / Néﬂ?é;ﬁﬂdgﬂ LIDOCATNE HYOROCHLORIDE
1
/dd/ /28vd/ INgF614/4d1/ INJECTABLE; INJECTION
JFEB/84, 114347 KYLOGATHE
/ 8¢/ /5dvid/ /Hﬁfﬁji/ddi/ AP ASTRA PHARM PRODS 1% N16801 005
JAI LG TY JAN 19, 1988
3 VANGARO LABS 10MG N88036 001
NOV 03, 1982
3 25MG N87619 001 IT ARBONAT
FEB D9, 1982
? S0MG N87631 001 CAPSULE; ORAL
JAN 04, 1982 LITHOUM CARBOMATE
a8 PBI 300MGx N72562 001
FEB 01, 1989
INDOMETHACIN
CAPSULE, EXTENDED RELEASE; ORAL ANNITO!
THOOMETHACEN
>_ADD > AB INAOOD LABS 75MEn N72410 001 SDLUTIDN, IRRIGATION
>_ADD > MAR 15, 1989 [RESECTL ;
/Kﬁﬂﬂd /H¢¢Kﬂ/ /8eH/ 1661/ [N167d4/482/
9 KENDALL MCGAKW 5GM/100ML N16704 002
ACTULOSE
SYRUP; ORAL MECLIZINE HYDROCHLORIDE
op > DUPHALAC
> ADD > AA REID ROMWELL 10GM/15HLM N72372 001 TABLET; ORAL
>Za00 > R g2 187 168/ TREARTIAES)  /1sised IN834431441
] L 2. 7877101
SYRUP; ORAL, RECTAL JAPR/3d, 71482/
DD > PORTALAC 144/ /é8ng/ /Na7624/dd1/
DD > AA REID ROMWELL 10GH./15Min N72374 001 [ IAN/84. 11833/
>_ADD > MAR 22, 1989 3 VANGARD LABS 12.5MG N87877 001
APR 20, 1982
Fl 25MG N87620 0Q1
LEUCOVORIN CALCIUM JAN 04, 1982
INJECTABLE; INJECTION
WEL LCOVORTH
AP BURROUGHS WELLC EQ S0MG BASE/VIALW N89465 001
JAN 23, 1989
AP EQ 100MG BASE/VIALW NB89834 001
JAN 23, 1989
EQ 25MG BASE/VIAlm N89833 001

JAN 23, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 ,/ JAN'S89 - MAR'S9 11
MECLOFENAMATE SODIUM MESN
CAPSULE; ORAL INJECTABLE ; INJECTION
MECLOFENAMATE SODYUM MESNEX
>_ADD > AB BARR LABS EQ S5DMG BASEM N72848 001 >_ADD > ASTA PHARMA 100MG/ML N19884 001
>_ADD > MAR 2D, 1989 >_ADD_> DEC 30, 1988
>_ADD > AB EQ_100MG_BASEK N72809 0D1 >_DLT > [BRISTS) MMVERS/ [1ddrie i/ [N1d8da/dd1/
> ADD > MAR 20, 1989 > DLT > JBEC/38, T1484/
MEPERIDINE HYDROCHLORIDE METHYLPREDNISOLONE ACETATE
IMJECTABLE; INJECTION /fﬁ;ﬁﬂf/#£¢fAL/
MEFERIDINE HOL REBRAL
>_ADD > AP ASTRA PHARM PRODS 25MG/MLK N89781 001 uﬁJdHN/ J4dng/Bdt/ MH1g1d2/dd1/
> ADD > MAR 31, 1989 9 UPJOHN 40MG/BOT N18102 001
>_ADD > AP 50ME/MLA N89782 001
> ADD > MAR 31, 1989
> ADD > AP SO0MG/MLI N89783 001 METOCLOPRAMIDE HYDROCHLORIDE
> _ADD > MAR 31, 1989
>_ADD > AP EOMG/MLK N8978¢ 0D1 INJECTABLE; INJECTION
>_ADD > MAR 31, 1989 METOCLOPRAMIDE HCL
>_ADD > AP 75ME/MLK N89785 601 AP BULL LABS EQ 10MG BASE/2MLM N71990 0D1
>_ABD > MAR 31, 1989 JAN 18, 1989
>_ABD > AP 100MG/MLK NB89786 001 >_ADD > AP DUPONT CRI CARE EQ 10MG BASE/2ZMLM N71291 o001
>_APD MAR 31, 1989 >_ADD > MAR 03, 1989
>_ADD > AP 100MG/MLY N89787 001
> ADD > MAR 31, 1989
>_ADD > AP 100MG /MLy N89788 0D1 HETOPROLOL TARTRATE
>_ADD > MAR 31, 1989
TABLET; ORAL
LOPRESSOR
MEPROBAMATE AB GEIGY PHARMS 50MG N17963 001
AB 00MG N17963 boO2
TABLET; CRAL METCPROLOL TARTRATE
MEPROBAMATE AB HENRY SCHEIN 50MGn N71690 ooy !
> _DLT >/A&/  JIEPERLE/VABS/ /486Hs/ /Né2d4/d41/ FEB 08, 1989
>_ADD > 9 LEDERLE LABS 40DMG N86299 001 4B 100MGY N71691 Dol |
/847 /9ANBARD/ LABS/ /4doMg/ /NASdL1/dd1/ FEB 08, 1989
JJOLT14. 11482/
@ VANGARD LABS 4G00MG N83011 @01
N A, Y higiaie 3t/ HOMETASOIE TR0
> TE/H L5t ¢ aﬁ
> /gﬂ/ ! /48888/ INE3442/dd1/ >_ADD > LOTION; TOPICAL
> A > 2 WHITE TN PAULSN 200MG N83830 001 >_ADD > ELOCON
> ADD > ] 400MG N83442 001 > ADD > SCHERING 0.1/ N19796 001
> _ADD > MAR 30, 1989

1 DELAYED EFFECTIVE DATE PENDING COURT DECISION




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 - MAR'B9

NALBUPHINE HYDROCHLORID

INJECTABLE; INJECTION
HALBUPHINE HCL

AP ABBOTT LABS 10MG/MLn
AP 10MG/MLK
ap 20ME/MLK
AP 20MG /MLy
AP 20MG/MLu

OXACILLIN SQDIUM

INJECTABLE INJECTION
ONACILLTIH SODIUM

AP ELKINS SINN EQ 250ME BASE/VIALM
Ap ER 500MG BASE/VIALW
AP EQ 1GM BASE/VIALM
AP EQ_2GM BASE/VIAlm
AP EQ 4GM BASE/VIALN
AP EQ_106M BASE /VIALKW

PANCURONILM BROMIDE

INJECTABLE; INJECTION
PANCURONTUM BROMIDE

AP ABBOTT LASS 1MG/MLK
AP 2Me/MLK
PENBUTOLOL SULFATE
TABLET; ORAL
LEYA?QL

>_DLT > JLILLY/ J1dv8/
> DLT >
> ADD > REED & CARNRICK 10MG
>_ADD >

N70914 001
FEB 03, 1989
N70915 001
FEB 03, 1989
N70916 001
FEB 03, 1989
N70917 001
FEB 03, 1989
N70918 001
FEB 03, 1989

N62711 001
FEB 03, 1989
N&e2711 002
FEB 03, 1989
N62711 003
FEB 03, 1989
Né62711 004
FEB 03, 1989
N&62711 DOS
FEB 03, 1989
N62711 006
FEB D3, 1989

N72320 001
JAN 19, 1989
N72321 001
JAN 19, 1989

/NA8$7¢/ 481/

JBEC/38,/1987/

N18976 001
DEC 30, 1987

NICILLIN

18NS
g

NZATH
ii o /ORAL/
m/ Affﬁsflllﬁﬁl /344,499 /0113 /8RL/

TH AYERST LABS 300,000 UNITS/5ML

*

\

PENICILLIN V POTASSIUM

POMDER FOR RECONSTITUTION; ORAL
PENTCIL SSIUM

AA CLONMEL CHEMS £Q_125MG6 BASE/SMLK
AA EQ _Z50MG _BASE/SMLn

)3
=

PENTOBARBITAL SODILMM
CAPSULE ; ORAL

BARBITAL SODIUM
> DLT >/44/ 535112/ %%} FKGL§H7 /L88de/

>_ADD > 3 HHITE TN PAULSN 100MG
TABLET; ORA;
/447 /ﬁiﬁg§£§§glfﬂﬁfﬂﬁl /38mg/

3 PRIVATE FMLTNS I5MG
ENDIMETRAZINE TA

/84/ 533393%%/?ﬂ£fﬁ§7 {iéﬁél

@ PRIVATE FMLTNS 3E5MG

PHENYL AMINOSALICYLATE
>_OLY > /PONdERS /dHAL/

> pLY > PHENY=PAS=TEB AN/

> DLT > /PDﬂﬁDﬁ/FHURK/i /88%/

> ADD > @ PURDUE FRDRK 504

> DLT > /TASLES '/dﬂA /

> DLY > /PHENY =pAS STEB AN/

> DLT_> /PURBUE /FRORK/ /B4dis/
>_ADD > @ PURDUE FRDRK B500MG

12

/REd126/882/

N50126 002

N62981 001
FEB 10, 1989
N62981 002
FEB 10, 1989

/NB3338/dd1/

N83338 00l

/Ngsddd/ddi/

Neé5698 001

/N8B193/ dd1/

N85199 OD1

/NL1£45/8d2/

N11695 002

/NLLE95/dd3/

N11695 003



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'S89 - MAR'89 13
>_ADD > PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATE oS DROC
>_AD SOLUTION/DROPS; OPHTHALMIC CAPSULE; ORAL
>_ADD > PREFRIN-A PRAZOSIN HCL
>_ADD > ALLERGAN PHARMS 0.12730.1% NO7953 001 AB DANBURY PHARMA EQ_1MG BASEM N72352 001
MAY 16, 1989 : JAN 11, 1989
AB EQ 2MG_BASEM N72333 001
POTASSIUM CHLORIDE; SODIUM CHLORIDE MAY 16, 1989 : JAN 11, 1989
AB EQ SMG BASEM N72609 001
INJECTABLE ; INJECTION MAY 16, 1989 : JAN 11, 1989
SODIUM CHLORIDE 0,97 AMD POTASSIUM CHLORIDE 0,075%2 IM >_ADD > AB LEDERLE LABS EQ_1ME_BASEM N72705 001
PLASTIC CONTAINER >_ADD > MAY 16, 1989 : MAR 15, 1989
188/ 733% 37 /1896210401 S S890d21880C/ /HIZ#444/dd4/  >_Apb > pB EQ_ZMG BASEm N72706 001
75MG/100ML ; 900MG/100ML  N17648 004 >_AD MAY 16, 1989 : MAR 15, 1989
148/ /KﬁNﬁA££IH¢GAH/ /1521081 ;S0 dME/ 1 d6ML/ /ﬂiﬁféélddi/ >_ADD > AB EQ 5MG BASEm N?72707 001
/N6V/48, /1482  >_ADD > MAY 16, 1989 : MAR 15, 1989
2 KENDALL MCGAW 75MG/100ML ; 900MG/100ML N18722 001 AB MYLAN PHARMS EQ 1MG_BASER N72573 001
NOV 09, 1982 MAY 16, 1989 : FEB 28, 1989
SOUTUM CHLORIDE 0,97 AND POTASSTUM CHLORIDE 0,157 TN AB EQ 2MG BASER N72576 001
148/ ;;ASTIO 7ograxnzn ) Sadut) MAY 16, 1989 : FEB 28, 1989
Ly L] AB EQ_SMG BASENW N72575 001
/igg 621 aﬁ/ /Ni8141/dd2/ , g 160 1989 ¢ FeB 28, 1989
INOV/49. 71882/ > DLT >/48/  J2ENEIH/LABS/ /64 “{rid HASE/ IN#1994/dd1/
3 KENDALL MCGAW 150MG/100ML ; > DLY_> J8EB/12, 11488/
900MG/100ML N18722 002 >_ADD > AB ZENITH LABS EQ 1MG BASE N7199% 001
NOV 09, 1982 >_ADD > o 5225/16’ 1989 : 3557;335}35§/
SODTUM CHLORTUE 0,97 AND POTASSIUM CHLORIDE 0, 227 IN > DLT >/4&8/ W WL
PLASTIC CONTATNER > DLT > JSER/ 12, /14887
J88/  /ENBALE/PAEA /5 Sgé)t ML/ > _ADD > 4B EQ_2MG BASE N71995 001
dgngs13dvL/ /N18322/443/ > _app > 6, 1989 : SEP 12, 1988
/NdV/d8./1888/ > _DLT >/AR/ /QQ_SﬁEuQQSE/ INZ1745/dd1/
3 KENDALL MCGAW 220MG/100ML; > DILT > J8EB/18. [1488/
900MG/ 10aML N18722 003 > ADD > AB EQ 5MG BASE N71745 001
NOV 09, 1982 >_ADD_> MAY 16, 1989 : SEP 12, 1988
SODTMM_CHLORIDE 0,97 AND_POTASSIUM CHLORIDE 0,37 IN
T CONTATHER
/4¢/ 7ﬁ§ridm’/ﬁ3¢m7 / PREDNISOLONE
eritrieriorg JNi8323/445
JNOV /43, /18837 SYRUP; ORAL
9 KENDALL MCGAW Z00MG/100ML ; PRELONE
900MG/100ML N18722 004 MURD PHARM EMG/EMLR N89654 001
NDV 09, 1982 JAN 17, 1989
TABLET; ORAL
PREDNISOLONE
> DLT > fBR/  JWHETE/TN/PAULSN/  /3Ms/ /rigd342/dd1/
>_ADD > 2 WHITE TN PAULSN 5MG N80342 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'B9 - MAR'S89 14
PREDNISONE PROPRANOLDL HYDROCHLORIDE
SOLUTION; ORAL SOLUTION; ORAL
PREDNISONE INTENSOL PROPRANOLOL MCL
ROXANE LABS BMG/ML N88810 001 >_ADD > AA PBI . 2OMG/5SMLK N71984 001
FEB 20, 1985 > ADD > MAR 03, 1989
0B 1 dAL e & SHe Bt R o190
'/F#fﬁ?&ﬁdﬂﬁ/iﬂfﬁﬂﬁdﬂ/ , >TADD > AA  ROXANE LABS 20Me/5ML N70979 001
[ROZANE/LABS/ /s L/ [NBBd1d/dd1/  >_apD > MAY 15, 1987
/FEB/24,/1988/  >_apD > AA 4OMG/BML N70690 001
> ADD > MAY 15, 1987
TABLET; ORAL
DELTASOHNE TABLET; DRAL
Al UPJOHN oMG NO2986 0OD8 PROPRANOLOL HCL
R EDKTSONE /58nc/ [Nd9984/4d8/ / 88/ 7£EB£§£E/LK§37 /18vd/ /Jéﬂfééifégggf
A8~ CoRD LABS 10Man ,Na9ss3 01 /48/ /4dig/ , Jﬁ;é;i%ggy
AN 12, N
A8 50MGH NB998G 001 /48/ /4dd/ /ﬂféi’iﬁ/ﬂ.di/
' JAN 12, 1989 /JUH/éif/i4¢¢/
[BR/  [YARGARD/ LABS/ /5te/ /JAS?igﬁﬁl ¢§; /48/ /ddvid/ /Jéﬁ}ééé?§g§§;
¢ b 2 LE
Gl b W ’/[:fssazf FEDERLE LABS 1ore o o o0
? VANGARD LABS 5MG N87682 001 F] ZOMG N72118 001
JAN 15, 1982 JUN 23, 1988
@ 20MG N87701 001 a 40MG N72119 oDl
JAN 15, 1982 JUN 23, 1988
>_ AT > /BX/ /HHIftlfN/PAﬂLSH/ /ers/ /Nd341/481/ 3 BOMG N72120 001
: DEg : /5;g i;SNE? PAULSN 5MG N80362 001 JUN 23, 1988
> DLT > /B4/  /LEDPRLE/LABS/ /8ng/ /NB8284/dd1/
>_ADD > 2 LEDERLE LABS BMG N8022Z 001 PYRIDOSTIGMINE BROMIDE
INJECTABLE; INJECTION
PROCATNAMIDE HYDROCHLDRIDE MESTINOH
>_ADD > AP ICN PHARMS SMG/ML ND9830 001
CAPSULE; ORAL > DLY >/AE/  /RICHE/ / Sd i/ /Nidsgd/dd1/
CTRRAIE T sty J189443/461/ SvRUP; ORAL
w T hi L, e
A I > ADD > ICN PHARMS 60MG/EML N15193 Q01
/Jo/81; /i¢¢é/ > DLY > {RECHE/ 1688 oML/ INLB194/4d1/
@ VANGARD LABS 2E0MG N87643 001
JUN 01, 1982 TABLET; ORAL
] 500MG N87875 001 MESTINON
JUN D1, 1982 > ADD > ICN PHARMS 60MG N09829 002
>_DLY > JROCHE/ 6818/ /N8$823/ 842/
TABLET, EXTENDED RELEASE; ORAL
PROCAYHAMIDE HCL TABLET, EXTENDED RELEASE; ORAL
> APD > AB INWOOD LABS 500MGx N89840 001 MESTINON
>_ADD > MAR 06, 1989 > _ADD > ICN PHARMS 180MG N1lé6E 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 - MAR'89 15
PYRIDOSTIGMINE BROMIDE SCDIUM CHLORIDE
TABLET, EXTENDED RELEASE; ORAL INJECTABLE; INJECTION
MESTINON SOOI CHLORIDE 0,457 IN PLA NTAINER
>_DLT > fRICHE/ /18dr8/ /N118€8/881/  >_DLY >/48/ 53 TTeR/810L/ Eg'ﬂéiﬁﬁﬁ !/1 /Nigsdi/ddl1/
> ADD > @ CUTTER BIOL 450MG/100ML N18503 001
SODITUM CHLORXDE 0,97 XN PLASTIC ATHER
QUINIDINE GLUCONATE >_DLT >/A8/ /POTTeR/BI0L/ /ﬂ_ﬂ_ﬂ_ﬂi_a_ﬁﬁﬁ /N1g8ds/861/
@ CUTTER BIOL 900MG/100ML N18502 001
INJECTABLE; INJECTION
QUINIOINE GLUCONATE Vs SDLUTIDN IRRIGATION
R {387, ladhGme! Ihb7528/6611 L g ? sm. e g,_g:_.gﬂ{g éﬁ“%ﬁﬁ”ﬁy
LILLY BOMG/MLX NO7529 002 LT >/§t/ TTER/B ddHG /1660 IN18243/4d1/
FEB 10, 1989 cu TER BIOL 900MG/100ML. N18247 001
QUINIDINE SULFATE SCDIUM IODIDE, T-~123
TABLET; ORAL CAPSULE; ORAL
/4d/ /P;}.“/)IHE SULFATE /3ddvd/ /N81831/4681/ A4 soaoggn:;:?:::ﬁcfnus 200 UCI N18671 002
o JAPR/ 14, 11882/ o MAY 27, 1982
a PBI 200MG N87837 001 Al MALLINCKRODT 100 UCIm N71909 001
APR 14, 1982 FEB 28, 1989
> OLT >/A8/  [WITE/IN/PADISNS  /4d8Md/ /RBBd44/d61/ AA 200 UCIn N71910 Dol
> ADD > @ HWHITE TN PAULSN 200MG N85444 Q01 FEB 28,1989
SECOBARBITAL SODIUM S0DIUM POLYSTYRENE SULFONATE
CAPSULE; ORAL POWDER; ORAL, RECTAL
SECORARBYTAL SOD SODTUM POLYSTYRENE SULFOHATE
> OLY >/44/  IWITEJTH/PAILSN/  /1ddvd/ /Ngstsd/dd1/ AR CARDLINA MED 454GM/BOTH N89910 001
> _ADD > 2 HHITE TN PAULSN l1o00MG N85798 001 JAN 19, 1989
SECRETIN SPIRONDLACTONE
INJECTABLE; INJECTION TABLET; CRAL
SECERRING LaBS Ja8) TRGABIAES  fase Y,
FERRING LABS 7ECU/VIAL N18290 001 3 M
[3ECRETIN-KABL/ ) [PEB/d1. 11382/
JPHARMAC LA/ L ABS/ 1780/ V1AL / /N1823d/dd1/ 3 VANGARD LABS 25MG N87648 001
FEB 01, 1982
SINCALIOE
SULCONAZD NITRATE
INJECTABLE ; INJECTION
KINEVAC , CREAM; TGPICAL
/385188, /d. dd8Mg 1AL/ /RL7444/841/ SULCOSYN
Squise DIAGS 0.00EMG/VIAL N17697 001 SYNTEX LABS 1/; N18737 001

FEB 28, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89 - MAR'39 16

TECHNETIUM TC-99M SODIUM PERTECHNETATE TIMOLOL MALEATE °

SDLUTION; INJECTION, ORAL TASLET; ORAL
SCDIWM PERTECHNETATE TC 99M L EATE
> ADD > AP CIS Us 12MCI/ML N17321 001 AB PBI EMGH N72001 001
>_ADD > AP 29MCI/ML N17321 002 APR 11, 1989 : JAN 10, 1989
>_ADD > AP 48MCI/ML N17321 003 AB 10MGn N72002 001
> DLY >/&B/  [9MCOR/INTL/ /12nct L/ /NL7321/dd i/ APR 11, 1989 : JAN 10, 1989
>_.LL>/§ / /ﬁ 5 L/ INI7321/dd2/ AB 20MGn N72003 001
>_OLT >/AB/ / 488 /N17321/dd3/ APR 11, 1989 : JAN 10, 1989
THALLOUS CHLORIDE, TL-201 TOLBUTAMIDE
INJECTABLE; INJECTION TASLET; ORAL
THALLOUS CHLORTDE TL 201 LBUTAMID
> _ADD > AP SQUIBB DIAGS MCLs N18548 001 /4d/ 5?@&5%7%#/ /2ddvig/ INB7a1¢/dd1/
> ADD > DEC 30, 1982 JAPR/ 24571982/
@ VANGARD LABS 500MG N87876 0D1

APR 20, 1982
THEOPHY LINE

TABLET, EXTENDED RELEASE; ORAL TOLMETIN SODIUM
THEG=DUR
> _ADD > AB KEY PHARMS 100MG N85328 001 TABLET; ORAL
> _ADD > AB 200MG N86998 001 >_ADD > TOLECTIN 600 [ —
> DLT_ > /B¢/ e/  /MAsddd/dd{/ > app > —MCNEIL PHARM—  EQ 400MG BASEM N17628 OD2
— > OLY > /) f2ddns/ /R8g4d8/d61/  >_apbD > MAR 08, 1989
THEOPHYLLYNE
>_ADD > AB INWOOD LABS 100M5 N88320 001
>_aDD > FE8 21, 1985 TRAZODONE HYDROCHLORIDE
>_ADD > AB 200MG Na8321 001
> ADD_> oy Py F;S§§§é ;985/ TABLET; ORAL
> DLT > 1] TRAZQDONE HCL
> DLT > /fﬁﬁ/ﬁi /iéﬁé/ A8 LEMMON 50MGH N72192 001
> DLT > /B¢/ /24dris/ JNaB121/d41/ ' FE8 02, 1989
BT /fﬁﬁ/éii/14d5/ A8 100MGH N72193 001
FE8 02, 1989
TIMOLOL MALEATE
RIAMCINDLONE ACETON
TABLET:; ORAL
BLOCAOREN CREAM; TOPICAL
AB MSE&ED EMG N18017 001 TRIAMCINOLONE ACETONIDE
AB 10MG N18017 002 AT TDPIDERM 0.0254m N8927¢ 001
A8 ZOMG N18017 004 FEB 21, 1989
TIMOLOL MALEATE AT 0.1%m N89275 001
> AD A8 BOLAR PHARM SMGX N72269 001 FE8 21, 1989
> ADD_> APR 11, 1989 : MAR 14, 1989 AT 0.54n N89276 001
> ADD > A8 10MGx N72270 001 FEB 21, 1989
> ADD > APR 11, 1989 ! MAR 14, 1989
> ADD > AB 20MGN N72271 001

>_ADD > APR 11, 1989 : MAR 14, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'S89 - MAR'89 17

TRIHEXYPHENIDYL HYDROCHLORIDE

TABLET; ORAL
TRYHEXYPHEHIDYL HCL

) ' H d1s/dd
i TR 1 A
@ VANGARD LABS 2MG N88035 001

JUL 20, 1982

VERAPAMIL HYDROCHLORIDE

TABLET; ORAL
VERAPAMEL MCL

AB MYLAN PHARMS 80MEn N71482 001
FEB 15, 1989
AB 120MGH N71483 001
FEB 15, 193¢
AB SIDMAK LABS 8DMGn N72124 Dol
JAN 26, 1989
AB 120MGu N72125 001
JAN 26, 1989

WATER FOR YRRIGATION, STERILE

QUID:

LEIQUID; IRRIGATION

ERILE_WATER TN PLASTYC CONTAIN
>_OLT >/4t/ 3;:;1?&&7333 7 /14847 IN18248/dd1/

>_ADD > ? CUTTER BIOL 1D0% N18246 001}



OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'8% - MAR'39

ACETAMINOPHEN IBUPROFEN
SUPPOSITORY; RECTAL TABLET; ORAL
ACEPHEN IBUPROFEN
G&N LABS Z2E5MG N18060 003 MUTUAL PHARM 200MGH
DEC 18, 198é6
CHLORHEXIDINE GLUCONATE OXYMETAZOLINE HYDROCHLORIDE
SPONGE ; TOPICAL SOLUTION/DROPSS OPHTHALMIC
> ADD > BIOSCRUB > ADD > VISINE II
> ADD > KW GRIFFEN [ Va ] Nl1982z 001 > ADD > PFIZER 0.025Xm
> ADD > MAR 31, 1989 > ADD >
CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HYDRQCHLORIQE POVIDONE -TIODINE
CAPSULE, EXTENDED RELEASE; ORAL SOLUTION; TOPICAL
> ADD > PSEUDO-CHLOR >_ADD > POVIDONE IODINE
> ADD > KV PHARM 12MG; 120MG N71455 GOl >_ADD > BAXTER i/m
> ADD > MAR 01, 198% > ADD >
CHLORPHENIRAMINE POLISTIREX; CODEINE POLISTIREX
SUSPENION, EXTENDED RELEASE; ORAL CAPSULE, EXTENDED RELEASE; ORAL
PENNTUSS . > ADD > TRIPROLIDINE AND PSEUDOEPHRINE HCL
> ADD > FISONS EQ 4MG MALEATE/SBML; > ADD > KV PHARM 120MG ; 5MBR
>_ADD > EQ 10MG BASE/SML N18928 001 > ADD >
T o JEA)aa Akt sy L R
> DLT > /PERBAALT/ 4/ 48 /MALEATE /oML £
> DLT > /Ed/181ie/BASE/BHL/ /N18944/ 441/ PSEUDOEPHEDRINE POLISTIREX
> PLT > /Rds/ 14, /1988/
SUSPENION, EXTENDED RELEASE; ORAL
PSEUDO-12
CHLORPHENIRAMINE POLISTIREX; PHENYLPROPANCLAMINE POLISTIREX > ADD > FISONS EQ 60MG HCL/SML
> AQQ >
SUSPENION, EXTENDED RELEASE; ORAL > DLT > /PENRRALT/ JEd/ €88 /ey Jony/
CORSYM > DT >
> ADD > FISONS EQ 4MG MALEATE/SML;
> ADD > EQ 37.5MG HCL/BML N18050 DOl
TR FYALT/ YIRS T
> > JPERSRALY, J LEAT
>_DLY > JRA/37. 8RS HEL/Bne/ /NIMS,#/##{/
> DLY > /IA/84,/1984/

18

N72249 001
JAN 10, 1989

N19407 001
MAR 31, 1989

N19522 00l
MAR 31, 1989

N71798 00LF
MAR 16, 1989

N19401 001
134417481/
vy,



DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS / CUMULATIVE SUPPLEMENT NUMBER 3 / JAN'89- MAR'S89
APPROVED UNDER SECTION 505 OF THE ACT LIST

NO MARCH 1989 APPROVALS

19




ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

SECTINN 526 OF THE FEOERAL FO0ND, DRUG, AND COSMETIC ACT CONTAINS PROVISICNS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S ORUG, ANTIBIQTIC, OR BIOLOGICAL PROOUCT AS A "OESIGNATEQ ORPHAN OQRUG". SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSNR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW ORUG, ANTIBIOTIC, OR BIOLNGICAL PROOUCT APPROVAL FOR A OESIGNATEQ ORPHAM DRUG FOR
THE OESIGNATED INDICATINN(S). THE EXCLUSIVE APPROVAL MAY 3E REVOKEQO BY WRITTEN CONSENT QF THE SPONSOR NR RY
FDA ACTION AFTER FINOING THAT THE SPONSOR HOLOING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILARILITY OF SUFFI-
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE NESIGNATED ORPHAN IMDICATION(S).

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODEO OOE) APPLIES ONLY TO THE APPROVED OR LICEMSEQ INDICATION(S) FOR
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTEO PURSUANT TO SECTION 526 NF THE ACT.

FOR THE FOLLOWING ORUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSGR HAS SEVEN YEARS OF
EXCLUSIVE APPROVAL FOR THE APPROVEQ IMNOICATION BEGINNING ON THE DATE OF NDA, ANTIBIOTIC APPLICATION, MR
BIOLOGICAL LICENSE APPROVAL FOR THE ORUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NDA, BIOLOGICAL
LTCENSE, PAPFR NDA, ANTIBIOTIC APPLICATION, ANOA, 0OR ABBREVIATEQ ANTIBIOTIC APPLICATIOM DURIMG THE SEVEMN YEAR
PERIOO FOR THE ORUG ANO INDICATIOM(S) FOR WHICH OQE STATUS IS MAINTAINEQO UNLESS THE EXCLUSIVE APPROVAL HAS
BEEN REVOKED AS OESCRIBED ABQVE OR THE SUBSEQUENT SPONSORHAS OBTAINEE—WRITTENCONSENT FROMTHE SPONSOR WHO

20

HAS RECEIVEQ EXCLUSIVE APPROVAL.

BIOLOGICAL PRODUCTS, ANTIBIOTICS, ANO ORUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR
UNOER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING ANO HAVE BEEM GIVEN ORPHAN DRUG EXCLUSIVE
APPROVAL WILL BE NOTEO BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM,  DRUG
PROQUCTS THAT HAVE RECEIVEQO THE WRITTEN PERMISSION QF THE SPONSOR THAT HAS ORPHAN ORUG EXCLUSIVE APPROVAL TO
BE APPROVED UNDER SECTION 527(b)(2) OF THE ACT ARE ALSO NOTED BY THE ARBREVIATION ODE IN THE PATENT AND
EXCLUSIVITY INFORMATION AOOENQUM. THESE ORUG PROOUCTS 00 NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OUN,
BUT CAN BE MARKETEQ BECAUSE OF THE CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL, THESE PRODUCTS
ARE MARKEQ BY AN {*) NEXT TO THE APPLICANT'S NAME.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC ECUIVALENCE EVALUATIONS, ©9TH EDITION FOR A FULL
LISTING OF ORPHAN QRUG PROOUCTS WITH EXCLUSIVE APPROVAL OATA. ONLY NEW DATA WILL BE AQOEQ TO THE CUMULATIVE
SUPPLEMENT.

NO MARCH 1989 APPROVALS



NO MARCH 1989 ADDITIONS

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

21
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IM VITRO DISSOLUTION TESTING

AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFN-Z50, ROOM 17B-06, 5600 FISHERS "LANE, ROCKVILLE, MD 20857.
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT T0 THE DIVISION OF

BIDEQUIVALENCE.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTINA
OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

DRUG NAME (DOSAGE FORM) DATE REVISED DATE

ALBULTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) AUG 25, 1988 FEB 09, 1989

S



ANDA SUITABILITY PETITIONS

23

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTIONM 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) DR (2) IS NOT SUITABLE
FOR SUBMISSION AS AN ANDA (PETITIONS DENIED).

ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY.

DISPLAY IN FDA'S DOCKETS MAMAGEMENT BRANCH, HFA-305, RNOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

THE DETERMINATION THAT AN ANDA YILL BE APPROVED IS NOT MADE UNTIL THE
A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH 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
ACETAMINOPHEM 650MG 88 P-0416/CP MORAVEC NEW STREMGTH APPROVEDN
HYDROCODONE BITARTRATE 10MG MAR 01, 1989
TABLET; ORAL

CARMUSTINE, STERILE 200MG/VIAL 88 p-0410/CP QUAD PHARMS NEW STRENGTH APPROVED
INJECTABLE; INJECTION FEB 13, 1989
CYCLOPHOSPHAMIDE 20MG/HL 88 P-0379/CP BAXTER NEW DOSAGE APPROVED
INJECTABLE; INJECTION (250ML/CONTAINER) FORM MAR 01, 1989

HALOPERIDOL DECANOATE
INJECTABLE; INJECTION

EQ 50MG BASE/ML
(2ML/CONTAINER)

88 P-0411/CP

QUAD PHARMS

NEW STRENGTH

NEW STRENGTH

APPROVED
FEB 13, 1989



DRUG NAME
DOSAGE FORM; ROUTE

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM SULFATE

IN PLASTIC CONTAINER
POWDER

FOR RECONSTITUTION; ORAL

STRENGTH
(CONTAINER SIZE)

59GM/PACKET
0.7425GM/PACKET
1.685GM/PACKET
1.465M/PACKET
5.685GH/PACKET

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

88P-0419/CP

PETITIONER

GUINELINES

REASON FOR
PETITION

NEW STRENGTH

24

STATUS

APPRNVED
MAR 01, 1989

PREDNISONE
CAPSULE; ORAL

THIOTEPA, STERILE
INJECTABLE; INJECTION

MG
2.5MG
S5HG
10MG
20MG
25M6
50M6

30MG/VIAL
60MG/VIAL

88 P-0391/CP

88 P-0412/CP

ASCHER

QUAD PHARMS

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH

APPROVED
MAR 01, 1989

APPRNVER
MAR 01, 1989



EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY CNLUMN, ABBREVIATIONS AND RFFERENCES HAVE BEFN DEVFLOPED., REFER
BACK TO THE APPROVED NRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING
OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DNSINA SCHEDULF, NEW INDICATIONS ANN PATENT USE CONES). ONLY NEY
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

REFERENCES
NEW INDICATION

25

1-84 ADJUNCTIVE THERAPY TO DIET TO RENUCE THE RISK OF CORONARY ARTERY DISEASE
I-85 SELECTIVE ADULT VISCERAL ARTERIOGRAPHY
1-86 METASTATIC BREAST CANCER IN PREMENOPAUSAL WOMEN AS AN ALTERMATIVE TO OOPHORECTOMY
0OR OVARIAN TRRADIATION
PATENT USE CODE
U-41 METHOD FOR TREATING PROSTATIC CARCINOMA COMPRISING ADMINISTERING FLUTAMIDE
t-42 METHOD FOR TREATING PROSTATE ADENOCARCINOMA COMPRISING APMIMISTERING AN ANTIAMNROGEM IMCLUDING
FLUTAMIDE AND AN LHRH AGONIST
U-43 REDUCING CHOLESTERQL IN CHOLELITHIASIS PATIENTS
U-44 REDUCING CHOLESTERNL GALLSTOMES AND/OR FRAGMENTS THEREOF
t3-45 DISSOLVING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREQF
U-46 CEREBRAL, CORONARY, PERIPHERAL, VISCERAL ANO REMAL ARTERINGRAPHY, AORTOGRAPHY AND
LEFT YENTRICULOGRAPHY
u-47 CT IMAGING OF THE HEAD AND BODY, AMD INTRAVENOUS EXCRETORY URNGRAPHY
U-48 CEREBRAL ANGIOGRAPHY, AND VENOGRAPHY
U-49 INTRA-ARTERTAL DIGITAL SUBTRACTINONM ANGIOGRAPHY
=50 PALLIATIVE TREATMENT OF PATIENTS WITH OVARIAN CARCINOMA RECURRENT AFTER PRIOR CHEMQTHERAPY,

INCLUDING PATIENTS WHO HAVE BEEM PREVIOUSLY TREATED MITH CISPLATIN



PRESCRIPTION AND OTC DRUG PRODUCT 26
PATENT AND EXCLUSIVITY DATA
APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS
NUMBER NUMBER EXPIRES CODE CODE EXPIRES
>ADD> 19880 001 CARBOPLATIN; PARAPLATIN 4657927 APR 14, 2004 U-50 NCE  MAR 03, 1994
>ADD> 19B8G 002 CARBOPLATIN; PARAPLATIN 4657927 APR 14, 2004 U-50 NCE MAR 03, 1994
»>ADD> 19880 003 CARBOPLATIN; PARAPLATIN 4657927 APR 14, 2004 U-50 NCE  MAR 03, 1994
19471 001 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE  NOV 05, 1992
NP JAN 23, 1992
19471 002 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE  NOV 05, 1992
NP JAN 23, 1992
19471 003 BDBILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE  NOV 05, 1992
NP JAN 23, 1992
19471 004 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE  NOV 05, 1992
NP JAN 23, 1992
18554 001 FLUTAMIDE; EULEXIN 4474813 NQV 3D, 1993 NCE  JAN 27, 1994
4472382 SEP 18, 2001 U-42
4329364 MAY 11, 1999 U-41
18422 001 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 -84 JAN 17, 1992
18422 0062 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 I[-84 JAN 17, 1992
18422 003 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 [-84 JAN 17, 1992
19778 001 HYDROCHLOROTHIAZIDE; PRINZIDE 12.5 4472380 SEP 18, 2001 NCE DEC 29, 1992
A7 ARDG nE~ 0 20N [ V¥ [l od s IR IS 1Qq9
=SATROLT WL ou, CUUT TN T Ty 7 47¢
19778 002 HYDROCHLORDTHIAZIDE; PRINZIDE 25 44723B0 SEP 18, 2001 NCE  DEC 29, 1992
4374829 DEC 3G, 2001 NC FEB 16, 1992
>ADD> 18956 0G3 IOHEXOL; OMNIPAQUE 300 4021481 MAY G3, 1994 1-85 MAR 37, 1992
>ADB> 18956 G04 IOHEXOL; OMNIPAGUE 350 4021481 MAY 03, 1994 I-85 MAR 31, 1992
>ADD> 19710 G071 IOVERSOL; OPTIRAY-320 4396598 AUG 02, 20066 U-46 NCE DEC 30, 1993
>ADD> 4396598 AUG 02, 2000 U-47
>ADD> 19710 002 TIOVERSOL; DPTIRAY-240 4396598 AUG 02, 2000 U-48 NCE DEC 30, 1993
>ADD> 19710 003 IDVERSOL; OPTIRAY-160 4396598 AUG 02, 2000 U-49 NCE DEC 30, 1993
19732 001 LEUPROLIDE ACETATE; LUPRON DEPOT 4005063 JAN 25, 1996 NCE  APR 09, 1990
NP JAN 26, 1992
19625 001 MOMETASONE FUROATE; ELOCON 4808610 FEB 28, 2006
>ADD> 19796 001 MOMETASONE FUROGATE; ELOCON 4775529 OCT 04, 2005 NCE  APR 30, 1992
>ADD> 4472393 SEP 18, 2001 NDF  MAR 30, 1992
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG G4, 20600 NCE  MAR (1, 1993
19508 001 NIZATIDINE; AXID 4375547 MAR 01, 2002 NCE APR 12, 1993
19508 002 NIZATIDINE; AXID 4375547 MAR 01, 2062 NCE  APR 12, 1993
>ADD> 19407 001 OXYMETAZOLINE HYDROCHLORIDE; VISINE II NDF  MAY 30, 1989
18737 001 SULCGNAZOLE NITRATE; SULCOSYN 4055652 0OCT 25, 1996 NCE  AUG 3G, 133%
. NDF  FEB 28, 1



APPL/PROD
NUMBER

17970 001
19829 001
19594 D01

19594 002

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

TAMOXIFEN CITRATE; NOLVADEX
TECHNETIUM TC-99M EXAMETAZIME KIT; CERETEC
URSODIOL; ACTIGALL

URSODIOL; ACTIGALL

PATENT
NUMBER

4789736
RE30910
RE30910
RE30910
RE30910
RE30910
RE30910

PATENT
EXPIRES

DEC
JAN
JAN
JAN
JAN
JAN
JAN

06,
07,
07,
07,
07,
07,
07,

2005
1994
1994
1994
1994
1694
1994

USE EXCLUS EXCLUS
CODE CODE EXPIRE

U-43
U-44
U-45
U-43
U-44
U-45

I-86 MAR 16,

)

1992




New 9th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

Q™ EDITION

Superintendent of Documents Subscriptions Order Form

Order Processing Code Char e
ge your order. |
* 6381 It's easy! & m

' D YES 9 Pplease send me the following indicated subscriptions:

subscriptions of APPROVED DRUG PRODUCTS |WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
APDP, and monthly Cumulative Supplements, for $87,00 per year.

1. The total costof myorderis$ ___ . All prices include regular domestic postage and handling and are subject to change.
International customers please add 25%.

Please Type or Print

* {Company or personal name} 3. Please choose method of payment:
[] Check payable to the Superintendent of Documents
el st farencon [ GPO Deposic Account LT L 1 1 1 1—[]
(Sucer address) [] VISA, CHOICE or MasterCard
HENEEEEEEEEEEEEENEEE

(City. State, ZIP Code) Thank you for your order!
(Credir card expiration date) .

{ }

(Daytime phone including area code)

{Signarure) 4789
4. Mail To: Superintendent of Documents, Government Printing Office, Washington, D.C. 20402-9371.
To FAX your charge order call (202) 275-0019.
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