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FOOD AND DRUG ADMINISTRATION

APPROVED PRESCRIPTION DRUG PRODUCTS

WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the

A roved Prescription Drug Products with Therapeutic Equivalence Evaluations,
D*PD+ EdiA®ion (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list." The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left

of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A.DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made
since August 1, 1984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

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

Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in

the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of

the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol1>ADD > to the left of the line on which new
information exists. The AcuA«m_>symbol is dropped in subsequent cumulative
supplements for that item.
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Products Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methyTprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral}) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)

parenteral multivitamin products SEP 17, 1984 (49 FR 36446)

phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole

sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)

tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

C. 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 Tine of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
jdentified in this Special Notes section only. Where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current Tist of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Former Applicant (Name) New Applicant (Name) New Abbreviated Name

OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in

Section A. each three-month period following July '84, Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter, The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

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

New Molecular Entity

The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.

Drug Product Count

This report provides counts in several categories from the 1ist composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods.

Google v
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>_ADD >

ACERUTOLOL HYDROCHLORIDE (PAGE 3-1)
CAPSULE; ORAL
SECTRAL
IVES LABS/AIHO EQ 200M6 BASEN
EQ 400M6 BASEX
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
CAPSULE; ORAL
BUTALBIVAL AND ACETAMINOPHEN
AB DN GRAHAM LABS 650M6; 501EX
PHRENTILYH FORTE
AB CARNRICK/GH CARNRICK §50MG;5OMEN
TABLET; ORAL

BUTALBXTAL AWD ACETAMEHOFHEN
AR DANBURY PHARMACAL  325MG;EOMEW

AB CARNRICK/GM CARNRICK 325H6;50HGN
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1)
CAPSULE; ORAL
BUTALBITAL, ACETANINOPHEN, CAFFETNE
AB DN GRAHAM LABS 325M6; 50M6 5 40MER
AB B25M6;5 5016 5 40HER
AR 325HG ;| 5OHG |4 0HGH
AB 325MG; SOMG ; 4OMEN
AB 3E5MG; BOMG ; 40HEN
A 325M6; 5016 ; Q0HEH
AR GILBERT LABORATORIES 325MG;SO0ME;4QHEN
TABLET; ORAL
BUTALBYITAL ASPIRTN AWD OAFFETHE
AR A_ PHARMICS Z25MG; SOMG s 40HER
B B aerr LaBoraToRTES Z25MG I EOMG 1 40HER
YORTORY
AB SANDOZ PHARHS/SANDOZ 325116:50HG i40HGM
AB DM GRAHAM LABS 225MEG; SOMG i A0HEN
H (PAGE 3-1)
TABLET; ORAL

ACETAMINOFHEN AHD CODEINE FHOSFHATE
AA ZENITH LABORATORIES ZOOMG;60HE

Google

APPROVED PRE
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RUE PRODUCT LIST
CUMULATIVE SUPPLEMENT MUMBER 11 / AUGUST '84 - JULY '85

N 18917
N 18917

N 88991

H 88331

M 87550
H 87all

N 88743
N 66756
H 88765
N 89023
K 89067
N 89102

N 883825

N 88972
N 87629
N 88616

N 87804

H &7083

ACETAMINOPHEN;: CODEINE PHOSPHATE (PAGE 3-1)
TABLET; ORAL

ACETAMINOPHEM; HYDROCODONE BITARTRATE {PAGE 3-2)
CAPSULE; ORAL

>AD0 > AN DM GRAHAM LABS EOOMG: SHEw

184/
A
Ak
ACETAHINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)
CAPSULE; ORAL
TYLOX
MCHEIL PHARN 50015 5116%
TYLOX-325
HCNEIL PHARM 325M6} 516K
TABLET; ORAL
exyeRY
AA  HALSEY DRUS 325MG; EHEu

ACETAHINOPHEN; PROPOXYPHENE NAPSYLATE (PASE 3-2)

TABLET; ORAL
DARYDCET-H_100
AL ELT LILLY £50MG; 100HG
DARVOCET-M_50
A ELT LILLY 325M6; 5016
PHEM| o
AA BARR LABORATORIES  325HG;50HGw
AA 650H5; 1 00HEN
AA MYLAN PHARMES B50H6: 100HE"
PROVNCET loe 1
A4 LEHAOR 2B 10O

N 8s&eT
N 8s&28
N Ba6zy

IB708%

INBI2EE]

H 87757
N 83577

N 8ar
N 88246

H 87463

N 17122
N 17122
N 70115
N 70116
N 70145

H 70107
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11/ AUGUST

YINAob e rage 591

AP ABBOTT LABORATORIES D'D/4D, .5/ 1001 11.450D.8 | DD DR

B T TSRONG M SONG1 0L

SRR A AIACSEEAGSELA. 52 AN SARIASH ACHAGRIFE AEINSZA

R DR, KD ADRD DR

DN NN BN D SN0 il 1566313 15 452
1 AR AL AR ARA AR RIASS A A-UC 1 611541615611 DYDDL.
AHITRIPTYLING HYDROCHL ORIDE (FAGE 3-10)

BN THERAPEUTICS 25N

Gonax

f
4 PUREPACIKALIPHARNA 10ME

[ —
el
A

A 100mc1

Br IS

DAk 12
BRISTOUNNERS £ 122 At
ARG (G 312

[ R——

SEQXICILLINE POTASSIUN CLAVULANATE (PAGE 3151

B AN L DS BEECHANE 50N SMLSEQ 62 5HG ACIDISNL!
TARLET ORAL

AGMENTI

S L ADSDEECIAN 13MEEQ 31 354G ACTD:
BEECHANI L ABS BEECHAN ZSONG£Q 62,446 ACTDI
AR BEECHAM 25MGiswL

O 25N ACID ML

LATSEECHAN 250MGEQ 125G ACTD!
AR BEE CHAM S00MGIEQ 125G ACTD!

NPT AMINE SULPATE (PAGE 313

AMPICILLIN SODIUI (PAGE 3:14)

NECTanLE:
i

E 1GH BASENVIALY
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER Ll / AUGUST "84 - JULY ‘85

BETAMETHASOME VALERATE (PAGE 3-22)
CREAM; TOPICAL
A
AB THAHES PHARMACAL EQ 0.1% BASEX

148 TRRORGR AR BRI 8410 s/
AB SAVAGE LABS/BYK-GLDN EQ 0,1% BASE

YaLNAD
AB NMC LABORATORIES EQ 0.1% BASEM
LOTION; TOPICAL
DETA-vAL
AR LEMMON E8 0.1X BASEW
DETANETHASONE VALFRATE
>.ADD > AR NATL PHARM HFG/BARRE EQ 0.1X BASEW
OINTHENT; TORICAL

YALNAD
A3 WHC LABORATORIES  ES9 0.1X BASEW

BITOLTEROL MESYLATE (PASE 3-24)

AEROSOL; INHALATION
TORNALATE
WINTHROP-BREON/STERL 0.37MG/INHX

“(PAGE 3-24)

SYRUP; ORAL

AMBAY
AA BAY LABORATORIES 12,5M5/5HL 1 ONG/SHLX
..} MARION LABORATORIES J2,BUM6/5ML;1OMG/BHL
BEOMANYL
AA NATL PHARM MFG/BARRE 12.5M6/5ML;10MG/SHL®

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATES
PHENYLPROPANOLAWINE HYDROCHLORYDE (PAGE 3-25)

SYRUP; ORAL

BEPHETAHE DS
AA BAY LABORATORIES SHS/BHL: LOHG/SHL 3
12,5M6/5HLx

BROMARATE DO
AL HATL PHARM MFG/BARRE ZHE/SHL;)OME/SHL;
A2, 5MG/BHLx

DIMETANE=DD
AA Al ROBINS

ENG/SNL I LOMS /5L
12.5M6/5ML

Google

N 70062

1886/
N 18862

N 70050

N 70072
N 70052

N 70051

N 18770

N 88626
N 09319
N 88343

N 28904
. 88723

N 116%4

W (PAGE 3-25)

SYRUP; ORAL

BE B B

BIPHETENE DX
BAY LABORATORIES  ZMG/SML; LOMG/SML;30M6/SHLN
BROMAHATE Db
NATL PHARM MFG/BARRE 2MG/SML; 1OMG/SML;30MG/SHLN

DIMETANE-DX
AH ROBINS EHE/SHL} L0M6/5HL  30M6/5HL
EHG/SHL i 1016/ 5ML s 30HG/SHL

N 86811
N sa7a2

N 11694
N 19279

“(PAGE 3-25)

ELIXIR; ORAL
BIFHETAP
AA BAY LABORATORIES 4HE/5ML; E5HE/SHLN
BROMAHATE
AR NATL PHARM MFG/BARRE SMG/BML;25MG/5MLN

BAMETANIDE (PAGE 3-25)
TABLET; ORAL

BUNMEX
HOFFMANN-LA ROCHE 2MeN

(PAGE 3-26)

mu ﬁg&; 1 AVEETON
CHEATOVAAR R 03N BASENNL/

BUTABARBITAL SODIUM (PAGE 3=-26)
E}.!XIR; ORAL

TABLET; ORAL

DUTABARDIVAL SODIVY
A LEHHON AEHE=
A 2ohign

CALCITONIN, SALMON (PAGE 3-27)

INJECTABLE; INJECTION
fadh e

CALCIMAR
7 ARV, FRARR/
400 TUVIAL

ARMOUR 'BHAINY

N 18225

IN1g4g1/

N 88632
N 88631

N 17497
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NMURMBER 11 / AUGUST ‘84 - JULY '8

CAPTOPRIL; HYDROCHLOROTHIAZIDE (PAGE 3-31)
TABLET; ORAL
CAPOZIDE 25/15
ER SQUIBB AND SONS  25MG;15MGH
CAPOZIDE 25/25
ER SQUIBE AND 25M5 ; 25068
CAPOZIDE 50/15
ER SQUIBB AND SONS  50MG;15MGN
CAPOZIDE 50/25
ER SQUIBB AND SONS  50M6;25M6N
CARBACHOL (PAGE 3-31)
ISP IO PRAPST, OPHIRACRLE/
INJECTABLE; INJECTION

CEFAZOLIN SODTNM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
ANCEF IN DEXTROSE 52X IN PLASTIC CONTAINER
TRAVENOL LABS EG 10HG BASE/ML;50HG/HLR
EQ 20MG BASE/ML;50MG./MLM

CEFORANYDE (PASE 3-33)

INJECTABLE; INJECTION
PRECEF
BRISTOL LABS/B-M 500M6/VIALN
16M/VIALR
2GM/VIALM
10GM/VIALM
206M/VIALM

CEFOTAXIME SODIUM {PAGE 3-33)

INJECTABLE; INJECTION
CLAFORAN . .
HOECHST-ROUSSEL  /Fd"SAde. BASE AL/
E@ 1061 BASE/VIALX
CEFOTAXIME SODTWM: DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
CLAFORAN IN DEXTROSE 5X IN PLASTIC CONTAINER

HOECHST-ROUSSEL EQ 20ME6 BASE/ML;50MG/MLM
EQ 40M6 BASE/ML; 50M6/TLM

Google

N 18709
N 18709
N 18709
N 18709

N 505&6
N 50566

N 62579
N 62579
N 62579
N 62579
H 62579

TR E8E4H
N 50547

N 50596
N 50596

CEFOTAXIME SODIUM; SODIUM CHLORIDE (PAGE 3-33)
INJECTABLE; INJECTION

CLAFORAN IN SOOXUM CHLORIDE ©.9% IM PLASTIC CONTAINER

HOECHST-ROUSSEL EQ 20MG BASE/ML; 9MG./MLn

EQ 40MG BASE/ML; 9MS/MMLM

CEFOXITIN SODIM (PAGE 3-33)
INJECTABLE; INJECTION

HEFOXIN
MSED/MERCK EQ 106M BASE/VIALX
CEFOXIVIN SOUIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
HEFOXIN IN DEXTROSE 5 IN PLASTIC CONTAINER

MS&D/MERCK EQ 20MG BASE/ML;50MG/HLX
EQ S0M6 BASE/ML;50M6/HMLX
CEFOXITIN SOOIUM: SODIUM CHLORIDE (PAGE 3-33)

INJECTABLE; INJECTION

HMEFOXIN IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER

HSED/MERCK EQ 20H6 BASE/ML; NG /MLR

EQ 40ME BASE/ML; MG/ MLM

>_ADD > CEFTAZIDIME (PAGE 3-33)

>_ADD > INJECTABLE; INJECTION

S_ADD > FORTAZ

>_ADD > GLAXD 500MG/VIALN

>_ADD > 16M/VIALR

>_ADD > 26M/VIALE

>_ADD > SER/VIALR
CEFTIZOXIME SODTLM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 54 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MG BASE/ML; 50MG/HLR
EQ 40MG BASE/ML;50M6/MLx

N 5059
N 5059

N 50517

N 50581
N 50581

N 50581
N 50581

N 50578
N 50578
N 50578
N 50578

N 505389
N 50589
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NRWBER 11 /7 AUGUST ‘84 - JULY "85 ?

CHYMOPAPAIN (PAGE 3-43)
INJECTABLE; INJECTION

CHYMODIACTIN
SHITH LABORATORIES

CISPLATIN (PAGE 3-44)
I?;EE:;%E} INJECTION
FBRXSTOL LABS/BN g%/m

PLATINOL-A®
BRISTOL LABS/B-M ©. 5HG/ML

CLEMASTINE FUMARATE (PAGE 3-44)

SYRUP; ORAL
TAVIST

DORSEY LABS/SANDOZ EQ 0.5MG BASE/5MLK

IPHENE CITRA (PAGE 3-45)
TABLET; ORAL

/ BP/ %ﬂﬁﬂ BER/H0R, CHER/ B8/

MERRELL DOW/DOW CHEM 50MG6
nw TPTATERIRAMARY 1860/
AB soms

PLANTEX/TKAPHARM

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TT§-1
BOEHRINGER INGELHEIM 2.5HGM
CATAPRES-TTS-2
BOEHRINGER INGELHEIM 56X
CATAPRES-TTS-3
BOEHRINGER INSELHEIM 7.5M6X

CLOTRIHAZOLE (PAGE 3-45)
TABLET; VAGINAL
HYCELEX-O
HILES PHARNS/MILES  500MGX

Google

4,000 UNITS/VIALN

N 18663

N 18675

MVA813L/
N 16131
18381/

N 18361

N 18891
N 183891

N 18891

N 19069

WYETH LABS/AMHO
V& H/ CODEIN

Ay

PROYETH Ve N/ _CODEIWE
AX MATL PHARM MFG/BARRE
Aj

BAY  LABORATORIES

10ME/SHL; BM6/5HL 6. 25M6/5ML. N 03306
LOME/EML ;SMG/EML 16 2EHE/SHLE N 88764
10MG/SHL SHG/SHLi$ . 2MG/THLE N 83896

SYRUP; ORAL
PHEHEREGAH N/ CODETHE
AL WYETH LABS/AMHO
FROMETH W/ CCDEINE
Ad NATL PHARM MFE/BARRE

AA BAY LABORATORIES

10M6/5HL:6 . 25HG/SHL N 08306
10H6/5HL 3§, 251G Stilm N 88763
L1O0MG/5ML;6 . 25M6/SHLN N 88875

ODETHE PHOSP PSEUDOER
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL

AR BURROUGHS WELLCOME

PSEUDODINE ©
AA BAY LABORATORIES

JTRIACIH-CG
AA NATL PHARM MFG/BARRE

10ME/SML; 30ME/5ML 1, 25M6/5HL, N 12575
AOMS/5HL; J0MG/5ML i 1, 25M6/5HLR N 83833
LOMG/SHL: 30MG/5ML L, 2EME/5HLE N 83704

COLCHICINE; PROBENECTD (PAGE 3-47)
TABLET; ORAL
PROBENECID AND COLCHICINE
BP mgﬂg;ﬂxzum 0. 516 ;500M5 N 85130
188 TOROER/ Arige /ﬂ.-'hﬁ.x’#ﬂrﬁl IRAS138/
CORTICOTROPIN (PASE 3=47)
INJECTABLE; INJECTION
EORTICOTROPIN
AP CARTER-GLOGAU LABS 40 UNITS/VIALN N 88772

CORTISONE ACETATE (PAGE 3-47)

TABLET; ORAL
CORTISONE ACETATE
BP @ VITARINE/PHUEMIX

2515 N 80333
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DG POBLCT LIST | CUNULATIVE SUPPLEENT NUMBER 11/ AUGUST %4 LY 365 11
i

Kb
u:xnommnm«mn NYDROBRDMIDE; PROMETNAZINE HYDROCHLORIDE
RENER I pexrrowsTormay

AT TIARM PG BARK 3G L6 5MGSMLS

DEXTROSE (PAGE 1-47)
Aot Ao G o

BN i covranan

SABROTT LABORATORIES SGNUIO0ML 10000 UNITS 1o0L1

A NIROTY LARGHATORIES SCAN 100N S0 LNITS 100w
EPARIN SODIA 1240 UNITS N DEXTROSE 52 I PLASTIC
PR SoaA TR T BRGNS

T Soa S (N BT
EPARIN SCBIUM 25000 UNITS I\ DEXTROSE 52 1N PLASTIC

NepARI PAGE .51
INECTRE NECTIOY

AT AR A

BRI MO G0 Rorssun o oworae rorassun
T DISASIC, SOOIUA ACETATE (PAGE 3551

ISOUVTE N DEXTROSE 52 1N PLASTIC CONTAINER

514D HOSP SGNUI00ML3 11/ 100MLA-30MG 100N

L ABROT T LARORATORIES S0 IDOL 3 056 D .5 100BYGRAE- N 19155

Joye Ao RBORATONES St 001 15 DB o 10 9145
NECTARLE TRECTION

POTASSIUN CHLORIOK IONEQAIN DEXTROSE 52 AND S00ILM
(OL XS SGM 00 1DV 100w

FOTASSIUN! CHLORIOK ZOMEQ IN DEXTROSE 52 AND S001UM
SO R o o oo
oMM N 15308
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NAMBER 11 / AUGUST '04 - JULY ‘05 13
DOPAMINE HYDROCHLORIDE (PAGE 3-69)
INJECTABLE; IMJECTION
OPANTHI

IMJECTABLE; IMJECTION

EMBOLEX AR INVENEX LABS/LIFE  4OME/MLN N 70012
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2,500 UNITS/0.5HL; AP BOME/MLN N 70013
5.3346/0.5MLn N 18885 AP LYPHOMED 40HE/MLE N 70058
0.5MG/0. THL;5,000 UNITS/0.7HL; AP BOME/HLM N 70059
7.46MG/0. THLN N 18885
DOXORUBICIN HYDROCHLORIDE (PAGE 3-67)

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-47)
IMJECTABLE; IMJECTION

CAPSULE; ORAL ADRIANYCIN

FARMITALIA CARLO ERE 20MG/VIALX N 50467
AR SUPERPHARM 25HEn N 89040
AR 50HEN N 89041

DOXYCYCLINE HYCLATE (PAGE 3=70)
ELIXIR; ORAL

DIPHENHYDRAMINE HCL CAPSULE; ORAL
AL NASKA PHARMACAL 12.5HG/5MLY N 88680 >_ADD > DORYX
>_ADD > AB FAULDING EQ_100MG BASEM N 50582
DOXY-LEMMON
PISOPYRAMIDE PHOSPHATE (PAGE 3-68) AB LEMMON EQ S0ME BASER N 62497
DOXYCYCLYNE HYCLATE
CAPSULE; ORAL AB HALSEY DRUS EQ 50MG BASER N 62119
DISOPYRAMIDE PHOSFHATE AB ES_100HE BASEN N 62119
AB BIOCRAFT LABS EQ_100MG BASEX N 70101 AB PAR PHARMACEUTICAL [EQ 50MS BASEX N 62434
AB OMG_ n N 70102 AB SUPERPHARM EQ 50MG_BASEXN N 62469
AB DANBURY PHARMACAL EG 100MG BASER N 70173 AB EQ_100MG6 BASEN N 626469
AB EQ 150MG BASER N 70174 AB HEST-HARD EQ 50MG BASER N 62396
AB MYLAN PHARMS EQ _100MG BASENM H 70138 AB ZENITH LABORATORIES EQ 50ME BASER N 62500
AB EQ_150M6 BASEX N 70139 AB EQ 100ME BASEM N 62500
HORPACE
AB SEARLE PHARHS EQ _100MG BASE N 17447 TABLET; ORAL
A8 EQ 15015 BASE N 17647 DOXY_LEHHDN
AB LEMMON ES_100M6 BASEX N 62581
DOXYCYCLINE HYCLATE
DISULFIRAM (PAGE 3-68) AB SUPERPHARM EQ 100MG BASEN N 62494
AB ZENITH LABORATORIES [EQ 100MG BASEN N 62505
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL  250MGM N 88792 DOXYLAMINE SUCCINATE (PAGE 3-70)
BX 500MGK N B8793
TABLET; ORAL
DECAPRYH
DIVALPROEX SODIUM C(PAGE 3-69) AA MERRELL DOW/DOW CHEM 25MG N 06412
DOXYLAWINE SUCCIMATE
TABLET, ENTERIC COATED; ORAL AA QUANTUM PHARMICS 25HEm N 88603
DEPAXOTE
ABBOTT LABORATORIES EQ 125MG BASEM N 18723

DRONABINOL (PAGE 3-70)

CAPSULE; ORAL
MARINOL
UNIMED 2 515N N 18651

Google = s
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1l / AUGUST "84 - JULY "85

ELUOROMETHOLONE (PASE 3-83)
SUSPENSION/DROPS; OPHTHALMIC

ETHINYL ESTRADIOL: WORETHINDRONE ACETATE (PAGE 3-79)

TABLET; ORAL-21

/ .l’##lﬂr\ 18028/

21 1.5/30

ETHYHODIOL DIACETATE; MESTRAMOL (PAGE 3-80)

TABLET; CRAL-20
OVULEN
>_ADp > 3 SEARLE/SEARLE PHARMS 1MG;0.1MG

ETIDRONATE DISOOTUM (PAGE 3-81)
TABLET; ORAL

DIDRONEL
NORWICH EATON/Pi6 400HGN

EENTANYL CITRATE (PASE 3-81)
INJECTABLE: IMJECTION

EENTANYL OXTRATE
AP ABEOQTT LABORATORIES EQ 0,0516 BASE/TILS

ELUNTSOLIDE (PAGE 3-82)

AEROSOL; INHALATION
BRONALIDE

SYNTEX LABS/SYNTEX  0.025MG/INHM

ELUOCINOLONE ACETONIDE (PAGE 3-82)
CREAM; TOPICAL
ON

FLUOCTHOLONE ACETONIDE
BAY LABORATORIES 0.014%

AY

AT 0.0g5%8
AT PHARHAFAIR p.01¥m
AT 0.0Z57x%

HERBEHT LABS/ALLERGN ¥
LABOe AT
IRARION LA nm;;ﬁ;

OINTMENT: TOPICAL

AT BAY I.ABCHATIRIES

[2}} /Il EIIBEII'I' Wl&;ﬁwjiﬁﬁ

SOLUTION; TOPICAL

i R — e 8]6 IS ol

FHL
ALLERGAN PHARMS
ELUOROURACL, CPASE 3-83)
INJECTABLE; INJECTION
N 16029 AP
AB

0.1¥x

SOLOPAK LABORATORIES SOMG/MLX
BOME/MLE

ELUPHENAZINE HYDROCHLORIDE (PAGE 3-84)

TABLET; ORAL
H 17851 PERMITIL
BP 3 SCHERING

ELUPREDNISOLONE (PAGE 3-84)

TABLETS ORAL
N 19115 ALPHADROL
& UPJOHN

fﬁﬂgﬁﬁﬂ ='xm£¢fmu
N 18340 /
/'l 115" 10N 18, 10 AN
EUROSEHIDE (PAGE 3-86)
TABLET; ORAL
N 88757 FUROSEMIDE
N 88756 AB CORD LABORATORIES  QOMGW
H 88499 AB LEDERLE LABS/AM CYAN SOMGN
N 88506 AB PARKE=DAVIS/H=L aomen
LASIX
/:i “/ AB HOECHST-ROUSSEL 20MG
GENTANICIN SULFATE (PAGE 3-86)
INJECTABLE; INJECTION
N 88742 GENTAMICIN SULFATE
AP SOLOPAK LABORATORIES EQ 10MG BASE/Mim
N 87157 AP ES_40MC BASE/ML®
IN'B8633/

OINTMENT; TOPICAL
BEHTANTCIH

E FOUGERA/EYIC-GLON

ES _1M6 BASE/6Mm
PHARMADERMAYK-SLEN , £9IM6, BASE/GHK

N 16851

N 88766
N 88767

N 12034

N 12259

(PAGE 3-85)

126481

H 18569
H 18415

N 18419
N 16273

N 62507

N 62507

N 62533
N 62534
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST "84 - JULY '85 17

HEXACHLOROFHENE (PAGE 3-94)
EMULSION; TOPICAL

JUREEX
AT XTTRIUM LABS am H 19055
(PAGE 3-95)
SYRUP; ORAL
/!
HYDROPAHE
A HALSEY DRUS 1.5M6/5ML ; BHE/BMLx N 83066
TABLET; ORAL
> ADD > AA DUPONT PHARMS/DUPONT 1,5M6;5H6 N 05213
>_ADD >
S_ADD > AA DANIELS PHARM 1.5M6; 5Hex N 83508
HYORALAZINE HYDROCHLORIDE (PAGE 3-95)
TABLET; ORAL
HYDRALAZINE HOL
AA AHIDE PHARHACEUTICAL 25M6M N 88560
AA EOHGH N 88649
I ASCOT HOSP PHARMS  25HGH N 88310
AA 5omen N 88311
AA BARR LABORATORIES  10HGM N sa7za
AA 100HGH N 88729
AR CAMALL 10MEn N 88846
A 25HGN N 88847
AA EoHEN N 88843
AA lookex N 88849
AA 3 DRUMMER/PHOENIX 25H6 N 85088
AR SUPERPHARM 10HG4 N 88787
AA 25HGu N &a7as
AA EoMER N 88789
HYDROCHLORDTHIAZIDE (PASE 3-96)
TABLET; ORAL
AR LEMMON 25Men N 88924
AB 50M6u N 88923
AB SUPERPHARM 25t N 88827
Ag SoHen N 88828
AB 100MGN N 88829

gle

HYDPROCHLOROTHIAZIDE; METOPROLOL TARTRATE (PAGE 3-98)

TABLET; ORAL
LOPRESSOR HCT 100/2%
GEIGY/CIBA-GEIGY 25MG; 100MEN N 18303
LOPRESSOR HCT 100/50
GEIGY/CIBA-GEIGY 50M6; 100G H 18303
LOPRESSOR HCT 50/2%
GEIGY/CIBA-GEIGY 25MG; 50McN H 18303
({PAGE 3-98)
>_ADD > CAPSULE, CONTROLLED RELEASE; ORAL
>_ADD > INDERIDE LA 120/50
> ,!'D! > AYERST LABS/AMHO 50HG; 120HEn H 15059
>_ADD > INDERIDE LA 160/50
>_ADD > AYERST LABS/AMHO 50MG; 160M6n N 19059
>_ADD > INDERIDE LA 80/50
>_ADD_> AVERST LABS/AMHO 50MG ; 80HGX N 19059
T;-Bi.ETi Bﬁll.
“Tirte ool i sy
/ .1 'ig 3
INDERIDE-50/25
AYERST LABS/AMHO 25MG i 40MG H 18031
INDERIDE-80/25
AYERST LABS/AHMO 25MG; 80MG N 18031
2 (PAGE 3-98)

TABLET; ORAL
ROCHLOROTHIAZIDE W/ RESERPI

gy RS B

RESERPINE AND HYDROGCHLOROTHIAZIDE

e

BP BARR LABORATORIES 25MG; 0. 125H6 N 84580
Bp 50MG;0.125M6 N 84579
i (PAGE 3-98)

TABLET; ORAL
*
AB ASCOT HOSP PHARMS  2EMG;25MGx N 88025
SPIRONOLACTOHE N/ HYDROCHLOROTHIAZIDE
AB & PUREPAC/KALIPHARMA  25HG32516 N 88054

HYDROCHLOROTHIAZIDE; TIMOLOL HALEATE (PAGE 3-98)
TABLET; ORAL
TIMOLIDE 20~
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INDOMETHACIN (PAGE 3-108)

CAPSULE; ORAL
AR PAR PHARMACEUTICAL  2BMGx
AR B0Hes
AB PARKE-DAVIS/N-L 25Hex
AR 20MGx
AR ROXANE LABORATORIES 254G
AB

SUPPOSITORY; RECTAL
INDOCIN
MS3D RES LABS/MERCK 50MGX

INDOHMETHACIN SODIUH TRIHYDRATE (PAGE 3-108)
INJECTABLE; INJECTION
INDOCIN

MS2D/MERCK EQ 1M6 BASE/VIALM

IODOHIPPURATE SODTUM, I-123 (PASE 3-109)
INJECTABLE; INJECTION

NEPHROF LOW
MEDI-PHYSICS IHCI/HLY

JOPANOIC ACID (PAGE 3-109)
TABLET; ORAL

TELEPAGUE
TRNTHAA CABS 1285 3900
WINTHROP-BREON/STERL 500MG

JOXAGLATE MEGLUMINE; JOXAGLATE SODJUM (PAGE 3-109)
INJECTABLE; INJECTION
HEXABRIX
MALLTNCKRODT 39.37510.4m

ESOETHARINE MESYRATE (PAGE 3-110)
AEROSOL; INHALATION
BRONKOMETER
JEREDN "CABS SYeRLING/ /8. £17/
BREON LABS/STERLING 0. 34MG/TNH
ISOETHARINE HESYLATE
BN NATL PHARM HFG/BARRE 0.34HG/INHK -

Google

KAMAMYCIN SULFATE (PAGE 3-112)
INJECTABLE; THJECTION

EAHAMYCTH SULFATE
CARTER-GLOGAU LABS  EQ LGN BASE/I\N

N 18829 AP
N 18829 EANTREX
N 18806 AP BRISTOL LABS/B-M EQ 75M6 BASE/2HLE
N 18806 AR ESQ_500HE BASE/ZHLW
N 70353 AP EQ_16M BASE/JMLN
N 70356
LABETALOL HYDROCHLORIDE (PAGE 3-113)
N 17814 INJECTABLE; INJECTION
NORMODYNE
SCHERING SHE/MLR
TABLET; ORAL
HORMODYNE
AB SCHERING 200M6x
N 18878 AR 3ooMEx
AD 4o0nGe
JRANDATE
AR BLAXD 200HEx
AB 200MGx
AB 400H6R
100168
N 18289
LEUPROLIDE ACETATE (PAGE 3-113)
INJECTABLE; INJECTION
LUPRON
. TAP PHARMACEUTICALS 1MS/0.2MLK
8832/
N 08032
LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)
INJECTABLE; INJECTION
ECANDONEST L
AP DEPROCO 0.05M6/ML i 2ux
N 18905
B (PAGE 3-114)
TABLET: ORAL
THYROLAR-5
3 ARMOUR PHARM 0.25M6;0.065M5
18358/
N 12339 LIDOCAINE (PAGE 3-114)
N 87858 AEROSOL; ORAL

XYLOCAINE
ASTRA PHARM PRODS 102m

N 62520

N 62564
N 62564
N 62564

18687
18687
18687

187146
18716
18716
18716

N 15010

N 16807

H 1439
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 11 / AUGUST '84 - JULY '85

HEPROBAMATE (PAGE 3-123)
TABLET; ORAL

TR

(PAGE 3-127)

INJECTABLE; INJECTION

/! . —
% ‘ﬁ%mmmﬁ; s tapn
i i
X

METHOTREXATE SOOIUY (PAGE 3-128)
INJECTABLE; INJECTION
BEXATE
BRISTOL LABS/B-M EQ 250MG BASE/VIALM

HEXATE-AQ
AP BRISTOL CARIB/B-H/FR £@ Z5MG BASE/MLE

HETHYCLOTHIAZIDE (PAGE 3-129)
TABLET; ORAL
AB CHELSEA LABORATORIES 2, 5MGN

AB Bitgu
AB  COLMED LABORATORIES S5Mex

HETHYLDOPA (PAGE 3-130)

TABLET3; ORAL

ALDOVEY
AB HSED/HMERCK 12516

‘
AB CHELSEA LABORATORIES 1Z5H6M
AB 250tGN
AB 500HEn
AB MYLAN PHARMS 250HGN
AB 5001GX

(PAGE 3-131)

INJECTABLE; INJECTION
SOLU-HEDROL
UPJOHN E@ 26M IALN

oogle

R

A

.
=
X

.
”
~

N

4

N 88760

N 88750
N 88724
N 88745

N 13400

N 70260
N 70261
N 70262
N 70078
N 70076

N 11856

HETOCLOPRAMIDE HYDROCHLORIDE (PAGE 3-132)
TABLET; ORAL
3 CLOPRA
>_ADD > AB GQUANTUM PHARMICS EQ _10M6 BASEN
METOCLOPRAMIDE HOL
>_ADD > AR BIOCRAFT LABS EQ 10MG BASEW
>_ADD > AB COLMED LABORATORIES EQ ]OMG BASEN
REGLAN
>_ADD > AB AH ROBINS EQ 10MG BASE

METRONIDAZOLE (PABE 3-133)
INJECTABLE: INJECTION
ol

AP INTL MEDICATION SYS 500MG/100MLM

AP LYPHOMED 200M6/100MLH
HETRYL IV

AP LEMMON 500HG/100MLx

TABLET; ORAL

METRONIDAZOI

AB HALSEY ORUG 2Z50mEN

AB PAR PHARMACEUTICAL  Z50HGN

AB 500MGH

AB SIDMAK LABORATORIES 250MGM

AB 500MEn

AB SUPERPHARN 250M6u

AR 200M6n
HETRYL

AB LEMMON ZEoMex
METRYL 500

AR LEMMON 500M6%
SATRIC

AB SAVABE LABS/ALTANA  Z50MGX

HICONAZOLE NITRATE (PAGE 3-134)

SUPPOSITORY; YVASINAL
MONISTAT 3 -

ORTHO PHARMACEUTICAL 200MGX

HOLINDONE HYDROGHLORIDE (PASE 3-135)

CAPSULE; ORAL
MOBAN
3 DUPONT PHARHS/DUPONT 5MG
] 10M6
E] 2516

N 702%

H 70184
N 70339

N 17854

T0004
70071

70042

70021
70040
70039
70027
70033
70008
70009

70035
70044

X T T ZXZZTZIZZZ

70029

17111
17111
17111

ZTEXTZE
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 1l / AUGUST "84 - JULY ‘85

OXYPHENBUTAZONE (PAGE 3-143)
TABLET; tl!AI.

AR BOLAR PHARMACEUTICAL J00MEw

> ADD > AB @ GEIGYT/CIBA-GEIGY 100m

L -, e, . g

""’%‘?ﬁi‘}ﬁ SR e

{PAGE 3-1438)

INJECTABLE; INJECTION
PENTAN 300

LYPHOMED 300MG/VIALX

YB-16% (PAGE 3-148)
INJECTABLE; INJECTION
Y(TERBIW YB 169 DTPA
MEDICAL PRODUCTS/3M 2MCI/ML
PENTORARBITAL SODIUM (PAGE 3-149)
CAPSULE; ORAL
BENTCBARBEVAL _SODIUY
AA 3 VITARINE/PHOENIX
TABLET: um.

100HG

A 2 VITARINE/PHOENIX 100M6

PENTOXIEYLLINE (PAGE 3-149)

TABLET, CONTROLLED RELEASE; ORAL
TRENTAL

HOECHST-ROUSSEL 400MGR

EHENDIMETRAZINE TARTRATE (PAGE 3-149)
CAPSULE; ORAL

@ DRUMHER/PHOENIX
?

s
j €0

BEEB

gle

L5184/

88399

12542

19264

17518

683264

832a5

18631

86403
86408
86410
87424

PHENDMETRAZINE' TARTEATE (PAGE 3-149)

Ay
AN 3 25
3516
AA & VITARINE/PHOENIX 356
] 2516

BHENTERWINE HYDROCHLORIDE (PAGE 3-151)

CAPSULE; ORAL
ERMINE
A CHELSEA LABORATORIES 30MGM
AA 3 DRUMMER/PHOENIX 30MG
Ak 3 30He
AR PHARN BASICS I
TABLET; ORAL
PHENTERMINE WOL
AA 3 DRUTIER/PHOENIX ae
s
>_ADD > AA PHARM BASICS 37.5M6u
Z_ADD > AA 37,5168
(PAGE 3-1533
SYRUP; ORAL
ERE

AR WYETH LABS/AMHO SNE/SHL; 6 . 25MG/5HL
PROMETH VC PLATH

AA MNATL PHARM MFG/BARRE SMG/SML;6.25ME/SHLE

AA

BAY LABORATORIES e/l 6, 2SMG/BHLE

PHEMYTOIN SODIUM (PAGE 3-153)
INJECTABLE; INJECTION

PHENYTOIH SODIUM
AP INVENEX LABS/LIFE  BOMG/MLM
AB SOLOPAK LABORATORIES SOMG/MLM
AR S50M6/MLe
AP SoHG LM

23

L
N 85645
H 85670

H 86106
N 85519
H 86005

H 86740
N 87202
N 87235
N 88797

N 86453
H 86456
N 88910
N 88917

N 88761
N 88897

H 85003
N 88519
N 88520
N 88521
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DRUG PRODUCT LIST ~ CUMULATIVE SUPPLEMENT MUMBER 11 / AUGUST "84 - JULY ‘45 25

EROPRANOLOL HYDROCHLORIDE (PAGE 3-168)

PROCATHAMIDE HYDROCHLORIDE (PAGE 3-163)
TABLET, CONTROLLED RELEASE; ORAL
A

AR BOLAR PHARMACEUTICAL 250MGR
AB SooHER
] Zzonew
>_ADD > AB COPLEY PHARM Sootiem
AB £501G
AB 500HG
55;/ PARKE-DAVIS/H-L /ﬁﬁf
16Hm
(PAGE 3-164)
CONCENTRATE; ORAL
A4 BAY LABORATORIES E8 _10M6 BASE/MLw
SYRUP; ORAL
L
AR BAY LABORATORIES EQ 516 BASE/SHMLN

EROCHLORPERAZINE MALEATE (PAGE 3-164)
CAPSULE, CONTROLLED RELEASE; ORAL

COMPAZ

INE
3 SKAF LABORATORIES EQ 75MG BASE

PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)
S;PUFB ORAL

PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)
CAPSULE: ORAL

AA LEHON S5H1EN

PROPRANOLOL _HYDROCHLORIDE (PAGE 3-168)
TABLET; ORAL

DNDERAL
AYERST LABS/AHMO 1006
>_ADD > AB 20M

T.0 gle

N 88533
N 88534
N 88535
N 88974

N 86468
N 86065
H 87510

M dsges/
N 88489
N 88598

N 88597

H 11000

N 16418
N 18418
N 16418
N 16418

>.ADD_>
>_ADD > AR
>_ADD > AR
7_ADD > AD
-}
>_ADD > AB
>_ADD_> AB
>_ADD > AR
>.ADD_> AR

TABLET; ORAL
CHELSEA LABORATORIES JOMG
2oHen
SOMGR
gorew
LEDERLE LABS/AM CYAN ]OMGX
20HEw

sovex
otgx

PROTAMINE SULFATE (PAGE 3-168)

INJECTABLE; IMJECTION
PROTAMINE SULFATE

UPJOHN 250M6/VIALK

PROTEIN HYDROLYSATE (PAGE 3-168)

PS
C

AA

BB B B B

INJECTABLE: INJECTION
AMINOSOL 5¥
ABBOTT LABORATORIES 5m

PAGE 3~169

SYRUP; ORAL

ITRILITRON
IHRSCITE VL o ARSI RE)
1ias TR

TABLET; ORAL
PRIVATE FORMULATIONS $O0MG;2. SMGH
CORPHED
CORD LABORATORIES  $0MG;2.5HGn

SOHE;
ZENITH LABORATORIES 40MG;3 GHGw

SUINIDINE SLUCONATE (PAGE 3-170)

TABLET, CONTROLLED RELEASE; ORAL
GQUINIDINE ELUCONATE
ASCOT HOSP. PHARMS 324Mem

N 70140
N 70141
70142
70144
70125
70126
70127
70128

N 07413

N 05932

N 88474

I Bgestf

N eg8&0
N BBs02
N 88515

H 88578
N 85273

N 8a582
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SODTUM_NITROPRUSSIDE (PAGE 3-178)
INJECTABLE; INJECTION

AP LYPHOMED SOME/VIALR N 70031

SODIUH POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORAL; RECTAL

KAYEXALATE
AA BREON LABS/STERLING 453 4G6HM/BOT N 11287
TUM_POL ENE_SULFONA

AL BAY LABORATORIES 453, 66M/BOTH N 88786
SUSPENSION; ORAL, RECTAL

ENI
AA BAY LABORATORIES

156H/60MLM N 88717
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
AP ABBOTT LABORATORIES LOuw N 18969
LIFOSYN IIT 203
AP ABBOTT LABORATORIES 20u% N 18970

SPIRONOLACTONE (PAGE 3-180)
TABLET; ORAL
SPIRONOLACTONE
AB 3 PUREPAC/KALIPHARMA  25MG N 88053

SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION

ANECTINE
AP 3 BURROUSHS WELLCOME  S0MG/m| N 08453
= B84/
Iﬂ‘g 263/
H H (PAGE 3-181)
TABLET; VAGIMNAL
SULTRTH
AL ORTHO PHARMACEUTICAL 184MG;163.75HG;172. 506 N 05794
JRIPLE SULFA
AT £ FOUGERA/ALTANA 184165143, 75165 172 . SHE™ N 68463
AT PHARMADERM/ALTANA 18646163, 75ME: 172, SHEN N 88462

Google

(PAGE 3-181)

SOLUTION/DROPS; OPHTHALMIC
A

Iﬂl PHARMAFAIR [ﬁl N 88947

FPHARNAF AXR/ INB1963/
SULFAIR 10

AT PHARHAFAIR Loz N 87949

SULFAMETHOXAZOLE (PAGE 3-182)

TABLET; ORAL
LEAMETHONAZOL .
148/ %Eﬂilii’ﬂﬂm faddd/ IEesds/
AB HEATHER DRUS 5o0HG N 86163
SULFAMETHOXAZOLE; TRIMETHOPRINM (PAGE 3-183)
TABLET; ORAL
A LEHMON S00HG ; SOHEM N 70034
AB LEMMON BO0MG ; 160MEN N 70048
SULFAMETHOPRIN
AR PAR PHARMACEUTICAL  400HSG;H0MGH N 70022
AMETHOFRIM-D
AB PAR PHARMACEUTICAL  BOOMG;160MEX N T0032
AR HEATHER DRUS S00MG ; S0MER H 18%4é
AR SO0HE ; L6 OMER N 18946
L ETHOFR:
AB BARR LABORATORIES  400MG;S50MGM N 70006
AB CHELSEA LABORATORIES 400MG;S0MGR N 70002
AB B00HG ; 160HGK N 70000
PULFAMETHOXA ZOL AMD _TRIMETHOFRIM DOUBL
AB BARR LAGORATORIES  500MG;160MGN N T0007
AB SUPERPHARM BODMG : 160MGw N 70066
SULFATRIN-S%
AB / wenmaqg : R00HG; S0HG™ N T00&5
METH/SU A D
148/ p (YA tE S/ dddeic ! 1ddeier/ N 1d8dd/
[RAMETH/SU -]
/éd/ A FEES/ ddud | d i/ IN"28882/
SULFISOXAZOLE (PAGE 3-184)
TABLET; ORAL
SULFISOXAZOLE
BP & DRUMMER/PHOENIX 500H6 N 87332
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST “84 - JULY ‘85

THEOPHYLLINE (PASE 3-190)

CAPSULE, CONTROLLED RELEASE; ORAL

ELIXOPHYLLIN SR

BC BERLEX/SCHERING 1z5HEn

BC 250Men
SLO-BID

BC WILLIAM H RORER 50MGx

BC 100HG6x

BC Z00MGR

ac 300HGH
SLO-PHYLLIN

BC WILLIAM H RORER 125M6
SOMOPHYLLIN-CRT

BC FISONS 50HGH

BC 200MGH

BC lPDH&I
THEO-2%

BC SEARLE/SEARLE PHARHS 200MG

BC 300M6
THECBID

BC GLAXO 26LMGR
THEOBID JR.

ac GLAXO 130McH
THEOCLEAR L.A.-130

ac CENTRAL PHARMS 130M6
THEOPHYL-SR

BC HCNEIL PHARM 125M6m

BC 250M6N
THEOPHYLLINE

Bc CENTRAL PHARMS 125M6x

BC 250M6R
THEOVENT

BC SCHERING 125M6n

BC 250M6N

TABLET, CONTROLLED RELEASE;F ORAL

THECCHROH
FOREST LABORATORIES 100MGX

BC
BC 200MGX
THEOPHYLLINE
BC FOREST LABORATORIES 100MGx
BC 200MGR
-] 300MGw

JTHIAMYLAL SODIUM (PAGE 3-191)

INJECTABLE; INJECTION
SURITAL

PARKE-DAVIS/H-L 56M/VIALR

Google

N 86826
N 86826

N 88269
N 87a%2
H 87693
H 878%4
N 85203
H 87763
N 88382
N 88383

N 87943
N 87944

N 85983
H 87854
N 86569

N 86480
N 86471

H 88654
M 88689

N 87010
N 87910

N 88320
N 88321

N 88503

N 88504
N 88505

N 07600

>_ADD >
>_ADD >

.

JTHIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL
THIORIDAZTHE HCL

AB BARR LABORATORIES  150MGK
AR 200H6H
AB BIOCRAFT LABS 10HER
AB 100MGxk
AB CORD LABORATORIES  10OMSM
AB DANBURY PHARMACAL  150MGk
AB 200HGk
AR ROXANE LABORATORIES 100MGHM
AR SUPERPHARM 1006
AB 25MGu
AB 2oHGR
TOBRAMYGIN (PAGE 3-194)
SOLUTION/DROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES  0.3Zm
JOCAINIDE HYDROCHLORIDE (PAGE 3-1%4)
TABLET; ORAL
TONOCARD
HS2D/HERCK 400MGN
600MGH
TOLAZAMIDE (PAGE 3-194)
TABLET; ORAL
L
AB ZENITH LABORATORIES 100MGM
AB 250HGn
AB S00MGn
AS
AR UPJOHN 100M6
AB 250HG
] £00ME
TOLAZOLINE HYDROCHLORIDE (PAGE 3-19%4)
INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIGY 25MG/MLK
JOLBUTAMIDE (PAGE 3-194)
TABLET; ORAL
TOLBUTAMIDE
AB PUREPAC/KALTPHARMA  EDOMER
AR BUPERFHAIM SLED

N 88737
N 8ar3d
N 88493
N 88456
N aal3s
N 88869
N saar2
N 89048
H 89103
N 89104
H 85105

H 62535

N 18257
N 18257

188%
188%
185%4

15500
15500
15500

ZIZXZ ZZIZI

N 06403

N 88950
N 883893
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 11 / AUGUST "84 - JULY 85

NERAPAMIL _HYDROCHLORIDE (PAGE 3-202)
TABLET; ORAL

SALAN
AB SEARLE/SEARLE PHARMS 80MEM N 18817
AB N 18817
AB KNOLL PHARMACEUTICAL 80ME N 18593
AB 120M6 N 18593

YICRISTINE SULFATE (PAGE ¥-202)
INJECTABLE; INJECTION

Ot ErrY “t4
Al Wi

ELI LILLY IMG/ML N 14103

PARFARIN SODTUM (PAGE 3-203)

TABLET; ORAL
. 46

2L oty TR s o

>_ADD > AB DUPONT PHARMS/DUPONT ZHE N 09218

>_ADD > AR e N 05218

AB COLHED LABORATORIES ZHMGN N 8a719

2_ADD > AB Shex N 88721

(PABE 3-204)

N 18632
IR 1B833
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DESI PEHDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY ‘a5

DIPYRIDAMOLE (PAGE AD&)
TABLET} ORAL

DIPYRIDAMOLE

DANBURY FHARMACAL 25M6 N 889%5
50M6 H 88800

I5MG N 87432

PHARM BASICS 50M6 N 8sazz
SIDMAK LABORATORIES 25MG H 88683
SoHE H 88sas

75M6 H 88s85

[iddddridine sidiidATE/ (PASE ADS)

(ALL PRODUCTS = SEE SPECIAL NOTE B.)

St e

RIS o
IR8LE m;m@m
”ﬁﬁ’hﬁdﬂiﬂi’ Y s proTy
" ﬁ;ﬁ ABLLED, RENEASEE SRR
ISR asansotssnisasre oy

MITROGLYCERTN (PAGE AD7)
Iﬁﬁﬁ#ﬁﬁ ‘CORTRACLED RELEASES, ﬂﬁﬁ!-l

PRODUCTS - SEE SPECIAL NOTE B.)

PIRBLEL, COROLVEd eV eRde s daAL/

- SEE SPECIAL NOTE B.)

PENTAERYTHRITOL YETRANITRATE CPAGE ADS)
CAPSULE, CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE
3 VITARINE/PHOENIX 80MS N 86305
2 80HG N 87529
a 8o0H6 N 87531
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

On September 24, 1984, the President signed into Taw the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.

The statute requires that FDA make publicly available a Tist of approved drug
products containing the following information:

1) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;

Nuw:mmuu_*nwa*oancaumﬂmsn nwuqo<m_ nmﬁmmoqmwn=u1cmv1oa=n&
approved from January 1, 1982; and

3) whether in vitro and/or in vivo bioequivalence studies are required
for ANDA approval.

The Approved Prescription Drug Products with Therapeutic Equivalence

Evaluations, 5th Edition, P) and 1ts monthTy suppTements wiTT be used to
SatisTy Cthis new requirement.

In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the Tisted drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or muu«o<mq of a second full NDA. Applications qualifying
for periods of exclusivity are:

(1) A new drug application approved between January 1, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original application.

Google
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The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (1) antibiotic and
insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 spensors are not required to provide the patent
certification statement which must be included in ANDAs.

However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.

Bioavailability/Bioequivalence Requirements

The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or in vivo bioavailability/bicequivalence study
data must be included with their ANDA submissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential a*omwe*<wdm:nn problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those which pose an
actual or potential bicequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the Tist of
such n1=mu is provided under TABLE 1); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.

A1l firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the Agency to waive demonstration of in vivo
bicequivalence. Manufacturers of drug w1on=nﬂu formulated in dosage forms
which do not present bicequivalence problems, such as an intravenous solution,
may request that the in vivo bicequivalence requirement be waived.

A-3
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NDA's Approved by the Office of Biological Research and Review Not Previously
PubTished in the APDP

A11 products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE 1I1). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be Tisted drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.

Patent and Exclusivity Information

It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The wﬂnm:&u that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/compoesition patents should
be added to the List.

A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
1aumot¢=m certification: “The undersigned certifies that the drug or
formulation or composition of such drug claimed by the follewing patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.

The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.
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DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-1V THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES,

ABBREVIATIONS

NC NEW COMBINATION

NCE NEW CHEMICAL ENTITY

NDF NEW DOSAGE FORM

NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT

NR NEW ROUTE

PP PARENTERAL IN PLASTIC CONTAINER

RTO PRESCRIPTION TO OTC STATUS CHANGE

NS NEW STRENGTH

D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
| NEW INDICATION (SEE REFERENCE, BELOW)

REFERENCES

NEW DOSING SCHEDULE

D-1 ONCE A DAY APPLICATION

D-2 ONCE DAILY DOSING

D=3 SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE

D-4 SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE

D-35 TEN DAYS/ELEVEN DAYS DOSING SCHEDULE

D=6 SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE

D=7 BID DOSING

D-8 INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING

D-9 NARCOTIC OVERDOSE IN ADULTS

D=10 NARCOTIC OVERDOSE IN CHILDREN

D=11 POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
A=7
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ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; '
CAPSULE OR TABLET; ORAL
160=165MG; 160=165MG; S0MG

ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MG; 325MG; 50MG

ACETAMINOPHEN; ASPIRIN;

160=165MG; |160=165MG; 50MG; 40MG

ACETAMINOPHEN; ASP IRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
325MG; 325MG; 50MG; 40MG

ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; S0MG

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFE INE

CAPSULE OR TABLET; ORAL
325MG; SOMG; 40MG

630MG; 50MG; 40MG

TABLE I. LIST OF DRUG PRODUCTS W
VAILABILITY

LY IF P! FAIL

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50MG

650; 50MG

ASPIRIN; BUTALBITAL, GAFFEINE
CAPSULE QR TABLET; ORAL

325MG; 50MG; 40MG
G30MG; 50MG; 40MG

wr e e

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL

160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET; ORAL

160MG; 32MG; 200MG; |6MG
ASPIRIN; CARISOPRODOL

TABLET; ORAL

325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHA

\TE
325MG; 200M3; 10MG

Google

D
TEVE ADEQUAT

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG

‘CHLOROTHIAZ IDE
TABLET; ORAL
250MG

ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL
0.4MG; 200MG
0.4MG; 400MG

HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL

10MG

25MG

50MG

100MG
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TABLE I1. 0TC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETING
ACTIVE INGREDIENT (S} TRADE NAME APPLICANT NAME NDA N0, PATENT MO.  EXCLUSIVITY

STRENGTH(S) AGE_FORM: ROUTE APPROVAL DATE EXP, DATE £XP. DATE
ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-401
120MG (SUPPOSITORY; RECTAL) 11-07-68
ACETAMINOPHEN TYLENOL MCMEIL LABORATORIES 17-756
650MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN TYLENQL MCNEIL LABORATORIES 17-756
120MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18=060
120MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
650MG (SUPPOSITORY; RECTAL) 04-22-80
ACETAMINOPHEN ACETAMINOPHEN UPSHER=SMITH LABS 18=-337
120MG (SUPPOSITORY; RECTAL) 09-12-83
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
BOMG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
8MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
12MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENLRAMINE MALEATE; DIMETAPP AH ROBINS 12=-436
PHENYL PROPANO LAMTNE (TABLET, CONTROLLED 04-02-84
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG

Google



08-r0-20
660-8L

98=rZ=60 pe=p1-G0
SN 956-81

84-81-0L
8EG-L0

81-81-01
BE9-L0

8L-11-50
69E-LL

8L-LL-G0
69E-LL

18-£2-80
€2p-81

9e-LL-60
8IL=L1

v8-rZ-zl
£ZL-61

ve-bZ-Zl
SZL-61

08-£2-G0
00e-gl

8L-81-Z1
600-81

M "ddd V0 “dxd 3IVD TVNTR44Y
JNSVES (7€ N W UEI U "ON VG

1
TR ’Iﬁﬁl?!_iﬁ y ﬁ'@mﬂdd‘f Q3AGaddy TAIM030 ATINGHTTS, T S EONG0Nd Ot 310

2711

ANS/SIWVYE 7 ATINIM

INIHIHIS
INIY3HIS
ONINIHIS
AAS/SIWVE B ATINIW

ANS/SIHVC 3 ATINIW
SYIINIWY 121
SYIIYIWY DI
SYT WAIYLLX
SEY1 WNIdLLX
SYOINIWY 121

SYOTHIWY 11

W INVOL 1ddY

(40 35v313y
03T104LND] 3WNSAVI}
IVINOD

(1v40 *35v313y
0377104.1NQD *1378YL)
NIZ¥W3a

(V40 *3Sv3I1IY
Q371704 1N0D “1378VL)
NOL3WIYL=HOTHD

(V40 *3Sv31ae
317041809 *1378VL)
NOLIWI¥L-HOTHD

(V40 *35¥3134
0ITTOUINOGD *3IINSIVD)
NIHOT3L

(V30 *3SVI1
G31041N0D “IINSAVI)
NI¥0T3L

(V21401 39IND4S)
SN3TII8IH

(121401 *NOTLNTOS)
SN3TDIGIH

(V1401 :10S043V)
INIOIX3

(WI1401 *NOILNIOS)
INIOIX3

(V1401 *NOILMIOS)
IYISIGIH

(V21401 *3IWNLINIL)
ANVLIGIH

U008 -ha04
NN 3001

JATH0THI0NOAN

INTWYTONVONd TANIHd
S3AVITVH INTHVHINIHANOTHD

3JATHOTHIONOAH
INIHYIONYJOHd TANIHL
S3UYITIVH INIWVHINIHAYOTHD

VIV INTWYHINIHIYOTHD

K8
JUVITIVH INTWVHINIHAAO0THD

OHZL
JLVITVH INIWVHINIHAHOTH)

ALVITYH INIWYAINIHAHOTHD
134

JLYNOINTD INIOIXIHHOTHI
JLYNOINTD INIQINIHYOTHI
iy

JLVNOINTY INIOTXIHYOTHI
114

JLYNOONTD INTOINIHYOTHI
*5'0

JLYNOINTD INIQIXIHHOTHD

50
ALVYNOINTY INIAINIHYOTH)

(STRIDNGELS
INFTOREONT JATLIY

L



TABLE IT. (QTC ORUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETING

ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORPHENIRAMINE MALEATE;
PHENYLFROPANOLAMINE
HYDROCHLORIDE
8MG; T5MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
8MG; T5MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORI1DE
1ZMG; 75MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLOR1DE
12MG; 75MG

CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE SULFATE
BMG; 120MG

CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE HYDROCHLORIDE
BMG; 120MG

CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE HYDROCHLORIDE
12MG:  120MG

CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE HYDROCHLOR IDE
12MG; 120M6

TRADE_ NAME
(DOSAGE FORM: ROUTE)

COLD CAPSULE V
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PHENYLPROPANOLAMINE HCL
W/ CHLORPHENIRAMINE
MALEATE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

TRIAMINIC-12
(TABLET, CONTROLLED
RELEASE; ORAL)

COLD CAPSULE IV
(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

PSEUDOEPHEDRINE HCL/
CHLORPHENTRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PSEUDOEPHEDRINE HCL/
CHLORPHENIRAMINE
MALEATE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

CODIMAL-L.A. 12

(CAPSULE, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAE

DM GRAHAM LABS

CENTRAL PHARMS

DORSEY LABS/SANDOZ

DM GRAHAM LABS

SCHERING

DM GRAHAM LABS

DM GRAHAM LABS

CENTRAL PHARMS

11-3

AOA ND. PATENT N0.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

18-794
04-23-85

18-809
05-07-84

18-115
07-23-81

18-793
04-25-85

18-397
03-31-81

18-844
03-20-85

16-843
03-18-85

18-935
04-15-85
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TABLE L. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA N). PATENT N(. EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
INSULIN SUSPENSION, ISOPHANE, SEMILENTE INSULIN SQUIBB-NOVO 17-929
BEEF (INJECTABLE; INJECTION) 02-08=77
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE, HUMULIN N ELI LILLY 18-781
BIOSYNTHETIC HUMAN (INJECTABLE; INJECTION) 10-28-82
100 UNITS/ML

INSULIN SUSPENSION, ISOPHAME, NPH ILETIN I (BEEF-PORK) LILLY RES LABS DIV 17-936
MIXED BEEF AND PORK { INJECTABLE; INJECTION) 02-08=77
40 UNITS/ML

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN I (BEEF-PORK) LILLY RES LABS DIV 17-936
MIXED BEEF AND PORK (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN II ELI LILLY 18-479
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE, INSULIN INSULATARD NPH NORDISK 18-194
PURIFIED PORK NORDISK 01-16-80
100 UNITS/ML (INJECTABLE; INJECTION)

INSULIN SUSPENSION, ISOPHANE, NPH ILETIN II (PORK) ELT LILLY 18-345
PURIFIED PORK (INJECTABLE; INJECTION) 12=05=79
100 UNITS/ML .

INSULIN SUSPENSION, ISOPHANE, NPH PURIFIED PORK SQUIBB-NOVO 18-623
PURIFIED PORK ISOPHANE INSULIN 07-30-81
100 UNITS/HL (INJECTABLE; INJECTION)

INSULIN SUSPENSION, ISOPHANE, INSULIN NORDISK MIXTARD INORDISK 18-195
PURIFIED PORK; INSULIN, (PORK) 01-16-80
PURIFIED PORK (INJECTABLE; INJECTION)

100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE PROTAMINE, ZINC & ILETIN I ELI LILLY 17-932
ZINC, MIXED BEEF AND PORK; {BEEF-PORK) 02-08-77
40 UNITS/ML (INJECTABLE: INJECTION)
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I

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN ZINC SUSPENSION, PROMPT,

PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
1000 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFLED PORK
100 UNITS/ML

[ PRODUCTS WHICH
TRADE

£ FORM: ROUTE
SEMILENTE

(INJECTABLE; INJECTION)

LENTE ILETIN II
(INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN IT (PORK)
(INJECTABLE; INJECTION)

LENTE
(INJECTABLE; INJECTION)

NOVOLIN R
(INJECTABLE; INJECTION)

HUMULIN R
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN 11
(INJECTABLE; INJECTION)

INSULIN NORDISK QUICK
(PORK)
(INJECTABLE; INJECTION)

Google

REQUIRE AP

APPLICANT NAME

SQUIBB-NOVO
ELI LILLY
SQUIBB-NOVO
ELT LILLY
SQUIBB-NOVO
SQUIBB-NOVO

ELL LILLY
SQUIBB-NOVO
SQUTBB-NOVO
ELD LILLY

NORDISK INSULIN LABS

I1-7

APPLICAT

AS A CONDITION QF MARKETI

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80
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TABLE 1.

ACTIVE INGREDIENT(S)
STRENGTH(S)

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLOR IDE 3
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/SHML

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/SML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIOE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
120MG; 5MG

PSEUDOEPHEDRIME SULFATE
120MG

DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

TRADE HAYE
(DDSAGE FORM: ROUTE)

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-SUDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP: DRAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL
AND PSEUDOEPHEDRINE HCL
(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL)

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAME

BAY LABORATORLES

MD PHARMACEUTICAL
DANBURY PHARMACAL
NATL PHARM MFG/BARRE
HALSEY DRUG

CHELSEA LABORATORIES
HALSEY DRUG

BOLAR PHARMACEUTICAL
BURROUGHS WELLCOME

SCHERING

-
[
-

MDA K. PATENT ND.
APPROVAL DATE EXP. DATE

88-116
03-04-83

85-024
01-10-84

88-112
01-20-83

88-115
03-04-83

88-213
03-30-84

88-118
01-26-84

88-192
05=01=84

88-318
01-13-84

18-996
06=17=85

18-191
10-30-80

EXCLUSTVITY
EXP. DATE

RTO
09-24-86

RTO
09-24-86
RTO
09=24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO

09-24-86

RTO
09-24-86
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D BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVI

TABLE [11. NOA'S AP

ACTIVE INGREDIENT(S) JRADE WAME

STRENGTH(S) ADOSAGE FORM: ROUTE)
ANTICOAGULANT CITRATE DEXTROSE NONE
SOLUTION USP {INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE DEXTROSE NONE
SOLUTION USP {INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE DEXTROSE NONE
SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE DEXTROSE NONE
SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CLITRATE NONE
PHOSPHATE DEXTROSE ADENINE-1 (INJECTABLE; INJECTION)
SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE ADENINE SOLUTION {INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE NONE
PHOSPHATE DEXTROSE SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE NONE
PHOSPHATE DEXTROSE SOLUTION (INJECTABLE; INJECTION)
Usp
ANTICOAGULANT CLTRATE PHOSPHATE NONE
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION)
ANTICOAGULANT CITRATE PHOSPHATE NONE
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION)

Go

816

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

III-1

NDA NO,
APPROVAL DATE

10-102
12-14-61

1-912
9-2-59

10-855
06=11-59

16-918
3-17-78

80-77
11-6-80
78-519
4-23-80

82-528
11-3-82

77-420
5-12-78

16-527
6-22-70

80-222
8-23-82
16-907
5-15-73

78-1211
6-10-81

17-401
12-6-77

81=1012
6-28-83

LY PUBLISHED
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ACTIVE INGREDIENT{(S)
SIRENGTH(S)

DEXTRAN 40, 10%
10GM/100ML IN
DEXTROSE 5%
5GM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/ 100ML

DEXTRAN 75, 6%
6GM/100ML IN
DEXTROSE 5%
SGH/100ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 40, 10%
10GH/100ML IN
DEXTROSE 5%
SGM/ 100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 40, 10%
10GH/100ML IN
DEXTROSE 5%
SGH/ 100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/1004L

I

IT1. NDA'S APP

TRADE HAME
{DOSAGE FORM: ROUTE)

NONE
(IMJECTABLE; INJECTION)
NONE
(INJECTABLE; IMJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
{INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

Google

Y THE QFF

f ICAL R

APPLICANT NAHE

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

AMERTICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

111-3

T PR

16-375
1-25-67

16-375
71-25-67

8-B19
3-31-53

8-819
3-31-53

18-253
2-4-83

16-767
4-6-70

16-767
4-6-70

9-024
8-18-69

16-653
9-23-69

16-653
9-23-69

Y

L
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTRAN 40, 10%
10GM/100ML IN
DEXTROSE 5%
SGM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/ 100HL

DEXTRAN 40, 10%
1OGM/ 100ML
DEXTROSE 5%
5GM/ 100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/ 100ML

DEXTRAN 75, 6%

6GM/ 100ML IN

SODIUM CHLORIDE 0.9%
0. 9GM/ 100ML

DEXTRAN 75, 6%

INVERTED SUGAR 10%
6GH/100ML ; 10GH/100HL

IN SODIUM CHLORIDE 0.9%
0. 9GM/100ML

HETASTARCH, 6%
6GH/100ML IN

SO0TUM CHLORIDE 0.9%
0. 9GM/ 100ML

PROPIOLACTONE 992
99GM/ 100ML

UROK INASE
5000 IUSVIAL

UROK INASE
250,000 IU/VIAL

UROK INASE
250,000 IU/VIAL

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 75
(INJECTABLE; INJECTION)

6% GENTRAN® 75 AND
10% TRAVERT®
(IMJECTABLE; INJECTION)

HESPAN®
(INJECTABLE: INJECTION)

BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
{INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE ; INJECTION)

Google

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

OMEAL JONES&FELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

III-5

16-628
11=4-68

16-628
11-4-68

84-619
2-22-85

84-620
2-22-85

16-607
1-26-70

8-788
2-9-53

16-889
7-17-12

11-657
9-11-59

76-1021
12-15=-83

76-1021
7-31-78

17-873
8-28-79

3523938
8-11-87

NS
09-24-86
1-29
09-24-86
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ACTIVE_INGREDIENT TRADE.WAKE ALl MDA D, PATENT M. EXCLUSIVITY
STRENGTH(S) (DOSAGE FORY; ROUTE) APPROVAL DATE  EXP. DATE  EXP. AT

ACEBUTOLOL HMYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE

EQ 200MG BASE (CAPSULE; ORAL) 12-28-84 84-10-90 12-28-89
3857952
12-31-91
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EQ 400MG BASE (CAPSULE; ORAL) 12-26-84 (04-10-90 12-28-89
3857952
12-31-91
ACETAMINOPHEN: PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC
650MG; EQ 25MG BASE (TABLET; ORAL) 09-23-82 08-08-95 09-24-86
ACETIC ACID, GLACIAL ACETIC ACID 8.25% TRAVENOL LABS 18-523
19omL EN PLASTIC CONTAINER 02-19-82
{SOLUTION; URETHRAL)
ACETOHYDROXAMIC ACID LETHOSTAT URD-RESEARCH 18-749 NCE
250M6 (TABLET; ORAL) 095-31-83 05-31-93
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-604 4199574 NCE
5% (OINTMENT; TOPICAL) 93-29-82 04-22-97 - 03-29-92
ACYCLOVIR ZOVIRAX BURROUGHS WEL LCOME 18-828 4199574 NCE
200MG (CAPSULE; ORAL) 01-25-85 84-22-97 03-29-92
ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE
EQ S0O0MG BASE/VIAL (INJECTABLE; IMJECTION) 18-22-82 04-22-97 03-29-92
ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22
0.09MG/ INH (AEROSOL; INHALATION) 05-01-81 02-22-89 09-24-86
3705233
12-05-89
ALBUTEROL VENTOLIN GLAXO 18-473 3644353
0.09MG/TNH (AERQSOL; INHALATION) 05-01-81 02-22-89
3105233
12-05-89

Google
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ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPURINOL
100M6

ALLOPURINOL
300M6

ALLOPURINOL
100M6

ALLOPURTNOL
300HG

ALPRAZOLAM
0.25M6

ALPRAZOLAM
0.5MG

ALPRAZOLAM
MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

TABLE IV,

AMILORIDE HYDROCHLORIDE;

HYDROCHLOROTHIAZ IDE
5MG; 50MG

AMINO ACIDS
6.9%

'3 APPROVED FROM 1-1-82 T0 7-31

TRADE NAME
(DOSAGE FORM; ROUTE)

ZYLOPRIM
{TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL}

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
{TABLET: ORAL)

FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)

Google

i

'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

Iv-3

APPLICANT NAME

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

MS&D/MERCK

AM MCGAW/AM HOSP

NOA 0.
APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10-16-81

18-116
10-18-71

18-498
11-13-81

18-201
10-05-81

16-822
05-17-83

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3987052

3987052
10-19-93
3980789
09-14-93

09-14-93

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMINO ACIDS
8.5%

AMINO ACIDS
10%

AMINO ACIDS
6%

AMINO ACIDS
T

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
34, 26MG/I100ML; 3GM/100ML;
54MG/100ML; 41MG/100ML;
149MG/100ML; 204MG/ 100ML ;
117MG/100ML

AMINO ACIDS; DEXTROSE
3.5%; 5%

AMINO ACIDS; DEXTROSE
3.5%; 25%

AHMINO ACIDS; DEXTROSE
4.,25%; 25%

TRADE NAME
£ FORM: ROUTE

TRAVASOL 8.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVASOL 10%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

TROPHAMINE 6%
(INJECTABLE; INJECTION)

AMINOSYN-HBC 7%
(INJECTABLE; INJECTION)

PERIPHRAMINE
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
W/ DEXTROSE 5%

" IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOSYN 3.5%

W/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 4.25%

w/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)

Google

Iv-5

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA M.
APPROVAL DATE

18-931
08-23-84

18-931
08-23-84

19-018
07-20-84

19-374
07-12-85

18-582
05-08-82

19-120
10-11-84

19-118
10-11-84

19=119
10-11-84

PATENT M.
EXP. DATE

EXCLUSTVITY
EXP. DATE

NS
09-24-86

NC
09-24-86
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TABLE IV, NDA'S APPR

ACTIVE INGREDTENT(S)
STRENGTH(S)

AMINOPHYLLINE; SODIUM CHLORIDE
S500MG/ 100ML; 450MG/ 100ML

AMITRIPTYLINE HYDROCHLORIDE

AMITRIPTYLINE HYDROCHLORIDE
25MG

AMITRIPTYLINE HYDROCHLORIDE
50HG

AMITRIPTYLINE HYDROCHLORIDE
75M6

AMITRIPTYLINE HYDROCHLORIDE
10046

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
IMG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG: 10MG

FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY
TRADE APPLICANT NAME NDA O,
FORM: ROUTE APPROVAL DATE
AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ELAVIL MS&D/MERCK 12=703
(TABLET; ORAL) 04-07-61
ELAVIL MS&D/MERCK 12-703
(TABLET; ORAL) 07-05-74
ELAVIL MS&D/MERCK 12-703
(TABLET; ORAL) 04-07-61
ELAVIL MS&D/MERCK 12=-703
(TABLET; ORAL) 10-28-76
ELAVIL MS&D/MERCK 12-703
(TABLET; ORAL) 10-28-76
ELAVIL MS&D/MERCK 12-703
(TABLET; ORAL) 09-17-76
ELAVIL MSBD/MERCK 12-704
(INJECTABLE; INJECTION) 04-11-61
LIMBITROL HOFFMANN=LA ROCHE 16-949
{TABLET; ORAL) 12-23-77
LIMBITROL HOF FMANN=LA ROCHE 16=949
(TABLET: ORAL) 12-23-77

Google =

PATENT 0.
EXP. DATE

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4316897
02-23-99

4316897
02-23-99
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMOXAPINE
25MG

AMOXAPINE
50MG

AMOXAP LNE
100MG

AMOXAPINE
150MG

AMRINONE LACTATE
EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;
DIHYDROCODEINE BITARTRATE
356.4MG; 30MG; 16MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
T70MG; 60MG; 50MG

[RADE WA

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL}

ASENDIN
(TABLET; ORAL)

INOCOR
(INJECTABLE; INJECTION)

SYNALGOS=-BC
(CAPSULE; ORAL}

NORGESIC
(TABLET; ORAL)

NORGESIC FORTE
(TABLET; ORAL)

Google

v-9

APPLICANT NAKE

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

NDA 0.
APPROVAL DATE

18-021
09-22-80

18-021
09-22-80

18-021
09-22-80

18-021
09-22-80

18-700
07-31-84

11-483
09-06-83

13-416
10-27-82

13-416
10-27-82

PATENT M0,
£1P. DATE

3546226
12-08-87

08-01-89

3546226
12-08-87

3546226
12-08-87
3663696
05=16-89
3681357
08-01-89

3546226

08-01-89

4072746
02-07-95

EXCLUSTVITY
EAP. DATE

NCE
07-31-94
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TABLE IV. NDA'S APPROVED F

ACTIVE INGREDIENT(S)
TRENGTH

ATENQLOL ; CHLORTHAL IDONE
50MG; 25MG

ATRACURIUM BESYLATE
10MG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

AURANOF IN
3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 1MG

AZATADINE MALEATE
MG

AZATADINE MALEATE;
PSEUDDEPHEDRINE SULFATE
1MG; 120MG

BACLOFEN
10MG

BACLOFEN
20MG

BECLOMETHANSONE DIPROPIOMATE
0.042MG/INH

TRADE_ NAYE
(DOSAGE FORH: ROUTE]

TENORETIC 50
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

RIDAURA
(CAPSULE: ORAL)

MOTOFEN
(TABLET; ORAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
(TABLET; ORAL)

LIORESAL DS
(TABLET; ORAL)

BECLOVENT
{AERQOSOL; INHALATION)

Google

1-1-82 T0 7-31-85 AND

'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATI

Iv-11

APPLICANT NAME

STUART PHARMS/ICI AM

BURROUGHS WELLCOME
MCNEIL LABORATORIES

SK&F LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GLAXO

MDA M0. PATENT M0,
APPROVAL DATE P, DATE

18-760 3663607
06-08-84 05-16-89
3934032
01-20-93
3836671
09-17-91
18-831 4179507
11-23-83 12-18-96
17-744 3646207
07-14-78 02-28-89
16-689 3635945
05-24-85 01-18-89
3708579
01-02-90
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-85
3717647
02-20-90
18-506 3419565
03-23-82 12-31-85
3717647
02-20-90
17-851 3471548
N1-22-77 10-07-86
17-851 3471548
01-20-82 10-07-86
18-153 4414209
06-24-80 08-23-04
4364923
12-21-99

EXCLUSTVITY
EXP. DATE

NC
09-24-86

NCE
11-23=93

NCE
05-24-90

NC
09-24-86

NS
09-24-86
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TABLE 1

ACTIVE INGREDTENT(S)
STRENGTH(S)

BETAME THASONE
0.6MG

BETAME THASONE
0. 6MG/SML

BETAME THASONE
0.2%

BETAMETHASONE ACETATE:
BETAMETHASONE SODIUM PHOSPHATE
3MG/ML; EQ 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIQNATE
EQ 0.05% BASE

BETAME THASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
£Q 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
£Q 0.05% BASE

TRADE
£ FORM: ROUTE

CELESTONE
(TABLET; ORAL})

CELESTONE
{SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)

DIPROLENE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL})

ALPHATREX
(OINTMENT; TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

D1PROSONE
{OINTMENT; TOPICAL)

DIPROSONE
{LOTION; TOPICAL)

,Google

V=13

'§ APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APP PATENT

APPLICANT NAE

SCHERING
SCHERING
SCHERING

SCHERING

SCHERING
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK=GLDN
PHARMADERM/BYK—GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

EXCLUSIVITY INFORMAT

"m !!ul
APPROVAL DATE

12-657
04-17-61

14=215
04-18-64

14-762
04-10-64

14-602
03-03-65
18-741

07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

17-536
01-29-75

17-691
04-15-76

17-181
02-01-77

PATENT ND.
EXP. DATE

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

4070462
01-24-95

EXCLUSIVITY
EXP. DATE

0-1
09-24-86
D=1
09-24-86

D-1
09-24-86
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TABLE IV, NOA'

§ APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETHANIDINE SULFATE
10MG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE
S50MG/ML

BROMOCRIPTINE MESYLATE
EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE
12 .5MG/SML; 10MG/SML

BROMPHENIRAMINE MALEATE;
CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/SML; 10MG/SML; 12.5MG/SHL

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; 10MG/SML; 30MG/5ML

TRADE NAME
(DOSAGE FORY; ROVTE)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)

TENATHAN
(TABLET; ORAL)

TENATHAN
(TABLET; ORAL)

TORNALATE
(AEROSOL; INHALATION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
{TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL)

AMBENYL
(SYRUP; ORAL)

DIMETANE-DC
{SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

Google

Iv-15

APPLICANT NAME

PHARMADERM/BYK=GLDN
AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

HﬂA !!nl
APPROVAL DATE

18-870
08-31-83

17-675
05-29-81

17-675
05-29-81

18=770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84

11-694
03-29-84

PATENT M.
EXP. DATE

3495013
02=-10-87

3495013
02-10-87

4138581
02-06-96

REZ29618
04-29-86

3752888
08-14-90
3752814
08-14-90

3752814
08-14-90

EXCLUSTVITY
EXP. DATE

NCE
12-28-89

1-16
12-14-87
1-34
06-28-88

1-16
12-14-87
1-34
06-28-88
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TABLE IV. NOA'S APPROVED FROM 1-1-82 T 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT MDA M), PATENT M0, EXCLUSIVITY
SIRENGTH(S) FORN: ROUT APPROVAL DAT P, DATE  EXP. DATE
BUTORPHANOL TARTRATE STADOL BRISTOL LABS/B-M 17-857 3819635
ZMG/ML (INJECTABLE; INJECTION) 08-22-78 06-25-91
CALCEFEDIOL, ANHYDROUS CALDEROL UPJOKN - 18-312 3833622
0.02MG (CAPSULE; ORAL) 08-05-80 09-03-91
3565924
03-23-86
CALCEFEDIOL, ANMYDROUS CALDEROL UPJOHN 18-312 3833622
0.05MG (CAPSULE ; ORAL) 08-05~80 09-03-91
3565924
03-23-86
CALCITONIN CALCIMAR ARMOUR PHARM 17=769 I-18
200 IU/VIAL (INJECTABLE; INJECTION) 12-21-84 12-21-87
CALCITONIN CALCIMAR ARMOUR PHARM 17-497 1-18
400 IU/VEAL (INJECTABLE; INJECTION) 12=21=84 12-21-87
CALCITRIOL ROCALTROL HOFFHANN-LA ROCHE 18-044 3697559
0.25 UGM (CAPSULE; ORAL}) 08-17-78 10-10-89
4391802
07-05-60
4341774
07-27-99
4225596
09-30-97
CALCITRIOL ROCALTROL HOFFMANN-LA ROCHE 18-944 3697559
0.5 uGM (CAPSULE; ORAL) 08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
CALCIUM CHLORIDE; DEXTROSE; 1SOLYTE E W/ DEXTROSE 5% AM MCGAW/AM HOSP 18-269
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; IN PLASTIC CONTAINER 01-17-83

SODIUM ACETATE;

SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; 5GM/100ML; 30MG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
T4MG/100ML

(INJECTABLE; INJECTION)

Google s
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TABLE 1V, NDA'S APPROVED FROM 1-1-§2 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INCREDTENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLOR!DE SODIUM CHLORIDE ;
SODIUM LACTATE

25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 2.5GM/100M

5.08MG/100ML; SBBHGIWUHL 448MG/ 100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE

MAGNESIUM CHLDRIDE SODIUH CHL'UR IDE;
SODIUM LACTATE

25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 44BMG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 44BMG./100ML

CALCTUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 4.25GM/100ML; 5.08MG/100ML;
538MG/ 100ML; 448MG/100ML

CALCIUM CHLORIDE:; DEXTROSE:
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML ;3
560MG/100ML; 390MG/100ML

15MG/ 10OML ;

TRADE NAME
(DOSAGE FORM: ROUTE)

DELFLEX

W/ DEXTROSE 1.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
{SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

LOW MAGNESTUM

IN PLASTIC CONTAINER
(SOLUTION: INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE Z.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITOMEAL)

INPERSOL=LM

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITOMEAL)

Google

Iv-19

APPLICANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

_H(L
APPROVAL DATE

18-883
11-30-84

18-883
11-30-84

18-883
11=30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18-460
11=02-83

PATENT N).
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE 1V, NDA'S APP

ACTIVE TNGREDIENT
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/100ML; 600MG/ 100ML ;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE:
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML ;
105MG/100ML ; 600MG/100ML ;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
S0DLUM LACTATE
20MG/100ML; SGM/T100ML;
179MG/100ML; 600MG/100ML;
310M6/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORLDE
SODIUM LACTATE
20MG/100ML ; SGM/100ML ;
179MG/100ML ; 600MG/100HL ;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML ; 5GM/100ML ;
254MG/100ML ; 600MG/100ML ;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100HL ; 600MG/100ML;
310MG/ 100mL

D FROM 1-1-82 10 7-31

TRADE NAME
(DQSAGE FORM: ROUTE)

POTASSIUM CHLORIDE
SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
10MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
10MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

{INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
1SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

AND HA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATL

Iv-21

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85
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ACTIVE. INGREDIENT TRADE. MAME APPLICANT A N0, PATENT M), EXCLUSIVITY
SIRENGTH() (DOSAGE FORM: ROUTE APPROVAL OATE £, DATE  EXP. DATE

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
25M6 (TABLET; ORAL) 04-06-81 08-08-95 0?;24-56
10=12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10=12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D=7=
10-12-87
CAPTOPRIL; HYDROCHLORQTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/25 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIODE CAPOZIDE 50/25 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA=GEIGY 16=-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CI1BA=GEIGY 18=281 4409212
100MG (TABLET, CHEWABLE; ORAL) 12=14=81 10=11=00

Google
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CELLULQOSE SODIUM PHOSPHATE

2.5GM/PACKET

CERULETIDE DIETHYLAMINE

0. 02MG/NL
CHENODIOL
250M6

CHLORDIAZEPOXIDE
25M6

CHLORDIAZEPOXIDE
5MG

CHLORD IAZEPOXIDE
10MG

CHLORDIAZEPOXIDE
30MG

C?thﬂIIZEPOKIﬂE HYOROCHLORIDE

CHLORDIAZEPOXIDE HYDROCHLORIDE
10MG

CHLORDIAZEPOKIOE HYDROCHLORIDE
25MG

CHLORDIAZEPOXIDE HYDROCHLORIDE

100MG/AMP

CHLORD1AZEPOXIDE HYDROCHLORIDE;

CLIDINIUM BROMIDE
5MG; 2.5MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG; 0.2MG

CALCIBIND
(POWDER; ORAL)

TYMTRAN

(INJECTABLE; INJECTION)

CHENIX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRELEASE

CAPSULE, CONTROLLED
RELEASE; ORAL)
LIBRIUM

(CAPSULE; ORAL)
LIBRIUM

(CAPSULE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIV

M
(INJECTABLE: INJECTION)

LIBRAX
(CAPSULE; ORAL)

MENRIUM 5-2
(TABLET; ORAL)

Google

[V=25

MISSION PHARMACAL

ADRIA LABORATORIES

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN=LA ROCHE

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

HOFFMANN=-LA ROCHE

HOFFMANN-LA ROCHE

18=757
12-28-82

18-296
12-24-81

18-513
07-28-83

13=071
10-31-66

13071
10=31-66

13-071
10-31-66

17-813
09-12-83
12-249

02-24-60

12-249
02-24-60

12-249
02-24-60

12-301
07-21-861

12-750
05-02-61

14-740
10-27-69

PATENT N).  EXCLUSIVITY

EXP. DATE

3472832
10=14=86

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99
4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

£XP. DATE

NCE
12-28-92

NCE
07-28-93

NDF
09-24-86
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TABLE IV, NDA'S APPROVED Fi

ACTIVE INGREDIENT(S)
STRENGTH($)

CIMETIDINE
300MG

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 300MG BASE/SML

CIMETIDINE HYDROCHLORIDE
EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

CISPLATIN
0.5MG/ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML ; 3B0MG/100ML; 430MG/100ML

CLEMASTINE FUMARATE
EQ 0.5MG BASE/SML

1-1-§2 10 7-31

TRADE NAME
{DOSAGE FORM: ROUTE)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

TAGAMET
{INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

PLATINOL-AQ
(INJECTABLE; INJECTION)

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
{SOLUTION; IRRIGATION)

UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TAVIST
(SYRUP; ORAL)

Google

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

V=27

APPLICANT NAME

SK&F LAB

SK&F LAB

SK&F LAB

SK&F LAB

ELI LILLY

ELT LILLY
BRISTOL LABS/B=M
TRAVENOL LABS

ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

NDA NO.
APPROVAL DATE

17-920
08-16-77

17-920
12-14-83

17-924
08-16-77

17-939
08-16-77

18-067
06-13-80

18-067
06-13-80

18=-057
07-18-84

18-519
06-22-82

18-904
05-27-83

18-675
06-28-85

PATENT 0.
EXP. DATE

05-17-94

3950333
04-13-93
4024271
05-17-94

3950333
04-13-93
4024271
05=-17-94

3669965
06-13-89

3669965
06-13-89

4177263

01-12-99

NS
09-24-86

NDF
09-24-86

NC
09-24-86

NC
09-24-86

NOF
06-28-88
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH{S)

CLORAZEPATE DIPOTASSIUM

CLORAZEPATE DIPOTASSIUM
22 .5MG

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE DIPOTASSIUM
3. 75MG

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM

fliO!-R!HAZOLE
L

CLOTRIMAZOLE

Cl|'0TR IMAZOLE
(]

CLOTRIMAZOLE
100MG

TRANXENE
(CAPSULE; ORAL)

TRANXENE SD
(TABLET; ORAL)

TRANXENE SD
(TABLET: ORAL)

TRANXENE
(TABLET; ORAL)

TRANKENE
(TABLET; ORAL}

TRANXENE
(TABLET; ORAL)

LOTRIMIN
(SOLUTION; TOPLCAL)

LOTRIMIN
(CREAM; TQPICAL)

GYNE-LOTRIMIN
{CREAM; VAGLNAL)

GYNE=LOTRIMIN
{TABLET; VAGINAL)

Google

Iv-29

APPLICANT

ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES

SCHERING

‘SCHERING

SCHERING

SCHERING

NDA K0,
APPROVA

17-105
06-23-72

17-105
03-31-75

17-105
08-04-76

17-105
03-10-80

17=105
03-10-80

17-105
03-10-80

17-613
02-03-75

17-619
93-18-75

18-052
11-08-78

17-7117
03-24-76

It

PATENT M0,
EXP. DATE

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

10-01-91

3660577
05-02-89
3105172
12-05-89
3839573
19-81-91

3660577
05-02-89

EXCLUSTVITY
£XP. OATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 7-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTRIMAZOLE

1%

CODEINE PHOSPHATE;

PHENYLEPHRINE HYDROCHLORIDE:
PROMETHAZINE HYDROCHLORIDE
10MG/SHL; SMG/SML; 6.25MG/SML

CODEINE PHOSPHATE;

PROMETHAZ INE HYDROCHLORIDE

10MG/SML; 6. 25MG/ SHL
CODEINE PHOSPHATE;

PSEUDOEPHEDRINE HYDROCHLORIDE:
TRIPROLIDINE HYDROCHLORIDE
10MG/SML; 30MG/SML; 1.25MG/SML

COLESTIPOL HYDROCHLORIDE
5GM/PACKET

COLESTIPOL HYDROCHLORIDE
500GM/BOT

COPPER
B9MG

TRADE NAKE
(DOSAGE FORM; ROUTE)

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC W/ CODEINE
(SYRUP; ORAL)

PHENERGAN W/ CODEINE
(SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID
(GRANULE:; ORAL)

Cu-7
(INTRAUTERINE DEVICE;
INTRAUTERINE)

Google

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-31

APPLICANT NAME

SCHERING

WYETH LABS/AMHO

WYETH LABS/AMHO

BURROUGHS WELLCOME

UPJOHN

UPJOHN

SEARLE PHARMS

NDA 0.
APPROVAL DATE

18-813
02-17-84

08-306
04-02-84

08-306
04~02-84

12-575
04-04-84

17-563
04=04=77

17-563
04-04-77

17-408
02-25-74

3692895
09-19-89

3692895
09-19-89

1-24
09~-24-86

1-24
09-24-86
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AMD EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

CROMOLYN SODIUM
T0HG/ML

CYCLOBENZAPRINE HYDROCHLORIDE
SHG.

CYCLOBENZAPRENE HYDROCHLORIDE
10M6

CYCLOPHOSPHAMLDE
1GM/VIAL

CYCLOPHOSPHAMIDE
1GM/VIAL

CYCLOPHOSPHAMIDE
2GM/VIAL

CYTARABINE
100MG/VIAL

CYTARABINE
S00MG/VIAL

DANTROLENE SODIUM
25HG

DANTROLENE SODIUM
100MG

DANTROLENE SODIUM
50MG

TRADE WA
(DOSAGE  FORM; ROUTE)

INTAL
(SOLUTION; INHALATION)

FLEXERIL
(TABLET; ORAL)

FLENERIL
(TABLET: ORAL)

CYTOXAN
{INJECTABLE; INJECTION)
REOSAR
(INJECTABLE; INJECTION)

CYTOXAN
{INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

Google

1v-33

APP

FISONS

MS8D/MERCK

MS8D/MERCK

MEAD JOHNSON/S-M
ADRIA LABORATORIES
MEAD JOHNSON/B-H
UPJOHN

UPJOHN

NORWICH EATON/P&G
NORWICH EATON/P&G

NORWICH EATON/PRG

WA M.
APPREVAL DATE

18-596
05-28-82

17-821
88-26-27

17-821
08-26-77

12-142
08-30-82

87-442
07-08-83

12-142
08-30-82

16=-793
06-17-69

16=793
06-17-69

17-443
01-15-74

17-443
01=15-74

17-443
10-10-75

PATENT ).
P, DATE

EXCLUSIVITY
EXP. DATE

3686412

3444294
05-13-86

3444294
05-13-86

3415821
12-10-85

3415821
12-10-85

3415821
12-10-85

1-22
01-19-88

NS
99-24-86

NS
09-24-86

N5
09-24-86



IV "dx3
AIATSTT

98-80—L0
#5SFSPE
98=80~L0
B69PSVE

98-80-40
PSSPSrE
98=-80~L0
B69VSVE

968-80-40
PSSPSPE

98-80-L0
PSSPSYE
98-80-L0
869VGPE

98-80-40
PSSPSYE
98=-80-40
869VSPE

99=-80-L0
YSSUSVE
98-80—L0
869¥SPE

98-10-01
LV ILVE

se=01-2L
LZBSIVE

I I
"0 INIVd

ROTIWOANT ;mm-;m:ﬁ ﬁiﬁﬁﬁf,

LL=10-£0
66€-11

LL=10-€0
66E-TL

LL-10-E0
66E-¥L

19-60-10
66E-¥L

r9-0Z-11
66E-V1

89-01-10
129-€1

P9-BL-2L
129-€L

89-10-10
£92-91

6.-81=60
v92-8L

3IV0 TVAQHIdY
OV YO

WIHD HOO/MOO 113NN

W3H) MOOQ/MOO 1T3¥YUIN

W3IHY HOG/MOO0 T1TIWYIH

W3H) MOO0/MO0 1713UN3N

W3H) MOG/MOO 1T3UY3IH

SITAOLYHOBYY ASN

$3THOLVHOEYT ASN
AQI39-vBII/VEID

93d/NOLVI HITMHON

N INYOT Tad¥

PE=AI

(Iv¥0 *1379v1)
NIWVIdYON

(w30 f1318v1)
NIWYHdHON

(vd0 ‘1318vV1)
NIHWVYHdHON

(w40 ‘1318vL)
NIWYHJHON

(vH0 1378vL)
NINVYdHON

(W40 3INS4VI)
INVYI01¥3d

(w40 *3INSdVI)
INVEI0LY3d

(NOILD3CNI :378VLIICNT)
JUIVIASIW TV¥3I4530

(NOILIICNT *378V1J3ONI)

WNIYINYD
(3IA0Y “HeD3_30¥500)
NN 30vHL

9HOS 1
JOIN0THIONAAH 3INIWVALIS IO

9001
JOTHOTHIONQAH INTHVH4TSIO

IWSL
J0IHOTHIOWAAH INIHVHAISI0

OHOS
JAIAOTHIOYOAH INTWYHL [SI0

IMSZ
J0TH0THIONOAH 3INTHWVHL 1530

IM0S
JOIH0THIOWOAH 3NIWYHIIS3N

THSE
JATYOTHIOHOAH INTHYHIISI0

WIA/IMO0S
JIVIAS3H INTHYX0H3 330

IYIA/IHOZ
WNIO0S INIT0HINVA

(STHIONRLS
[STINITOINT ALV

AV HLIH SN Ny S616-C 01 23+1+L A0H ’d}ﬁﬂﬁc‘i(i? ??Tﬁ!‘

A A1y



TABLE IV, NDA'S APPROVED FROM 1-1-82 “TQ 1-31-85 AND NDA'S HITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

DESIPRAMINE HYDROCHLORIDE
10MG

DESMOPRESSIN ACETATE
0.01%

DESMOPRESSIN ACETATE
0. 004MG/ML

DESONIDE
0.05%

DE SOXIMETASONE
0.05%
DESOX IMETASONE
0.05%
DE SOXIMETASONE
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXTROMETHORPHAN HYDROBROMIDE ;
PROME THAZ INE HYDROCHLORIDE
15MG/5ML; 6. 25MG/SML

DEXTROSE
SGM/100ML

TRADE NAME
{DOSAGE FORM: ROUTE)

NORPRAMIN
(TABLET; ORAL)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESOWEN
(CREAM; TOPICAL)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

TOPICORY
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

PHENERGAM W/ DEXTROMETHORPHAN

(SYRUP; ORAL)

DEXTROSE 5%
IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

Google

1v=35

APPLICANT NAME

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS
HOECHST-ROUSSEL
HOECHST=ROUSSEL
HOECHST-ROUSSEL
MHSED/HERCK

PAR PHARMACEUTICAL
ROXAHE LABORATORIES

WYETH LABS/AMHO

ABBOTT LABORATORIES

NDA ).

APPROVAL DATE

14-399
02-11-82

17-922
02-21-78

18-938
03-30-84

19-048
12-14-84

18-586
03-29-82

18-594
01-17-85

18-763
09-30-83

11-664
07-30-82

88-481
11-28-83

88-316
09-15-83

11-265
04-02-84

19-466
07-15-85

PATENT N0,

EXCLUSIVITY

EXP. DATE

3454698
07-08-86
3454554
07-08-86

3497491
02-24-87

3497491
02-24-87

EXP. DATE

NS
09-24-86

NDF
09-24-86

NDF
09-24-B6

NDF
09-24-86

NOF
09-24-86
NS
09-24-86
NS
09-24-86

NS
09-24-86
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TABLE IV. NOA'

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE
S0MG/ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
S5GM/100ML; BOMG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
56M/100ML; 160MG/ 100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; BOMG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 160MG/ 100ML

UEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 320MG/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
56M/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN $SODIUM
5GM/100ML; 1,000 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 4,000 UNITS/100ML

PPROVED FROM 1-1-82 10 7-31

TRADE NAKE

(DOSAGE FORM: ROUTE)

DEXTROSE 5% IN PLASTIC

CONTAINER
(INJECTABLE;

DOPAMINE HCL
( INJECTABLE;

DOPAMINE HCL
(INJECTABLE;

DOPAMINE HCL
CONTAINER
(INJECTABLE;

DOPAMINE HCL
CONTAINER
(INJECTABLE;

DOPAMINE HCL
CONTAINER
(INJECTABLE;

HEPARIN SODIUM 1,000 UNITS

INJECTION)

INJECTION)

INJECTION)
IN PLASTIC
INJECTION)
IN PLASTIC
INJECTION)
IN PLASTIC

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

{INJECTABLE;

HEPARIN SODIUM 2,000 UNITS

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE;

HEPARIN SODIUM 5,000 UNITS

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE;

HEPARIN SODIUM 20,000 UNITS

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE;

Google

INJECTION)

'3 WITH APPROPRIATE PATENT

Iv-37

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

TRAVENOL LABS

LUSIVITY INFORMATI

NDA 0. PATENT M.
APPROVAL DATE  EXP. DATE

19-222
07-13-84

18-132
02-04-82

18-132
02~04-82

18-826
09-30-83

18-826
09-30-83

18-826
09-30-83

19-130
12-31-83

19-130
12-31-83

19-130
12-31-83

18-814
10-31-83

NC
09-24-86
NC
09=24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV. N

ACTIVE INGREDIENT
STRENGTH(S)

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; BOOMG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; B00MG/100ML

DEXTROSE: LIDOCAINE HYDROCHLORIDE
5GM/100ML; 200MG/ 100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 400MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; BOOMG/100ML

DEXTROSE; HAGHESIUH CHLORIDE;
POTASSIUM CHLORI

POTASSIUM PHOSPHATE DIBASIC;
SQDIUM ACETATE

SGM/100ML; 31MG/100ML;
130MG/ 100ML; 26MG/100ML ;
320MG/ 100ML

TRADE NAME
F .
HEPARIN SODIUM

25,000 UNITS
IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ISOLYTE P W/
DEXTROSE 5% IN

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

Iv-39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AN MCGAW/AM HOSP

AN MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

19-339
03-27-85

18-388
11-05-82

18-461
02-22-82

18-967
03-30-B4

18=967
03-30-84

18-967
03-30-84

19-025
12-27-84

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

PATENT M0,
EXP. DATE

NS
09-24-86
NS
09-24-86
NS
09-24-B6

NS
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/ 100ML; 7SMG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML

DEKTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/ 100ML; 150MG/100ML: S00MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/T100ML; S00MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML: 224MG/100ML: 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML

TRADE NAME
£ FORM; ROUTE

POTASSIUM CHLORLDE

SMEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORLDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAIMER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

40MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

10 7-31-85 AND

'3 WITH AP

Iv-41

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

PRIATE PATENT AND EX

LABS

LABS

LABS

LABS

LABS

LABS

LABS

IVITY INFORMATL

0

[
. DATE

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

DEXTROSE; POTASSIUM CHLORIDE; S0DIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; T5MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/ 100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML: 150MG/100ML; 330MG/100ML

UEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/ 100ML; 330MG/ 100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE ,
5GM/ 100ML; 300MG/100ML; 330MG/ 100ML

TRADE NAME
DOSAGE FORM: ROUTE

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIuM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
SMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEQ IN PLASTIC CONTAINER

(INJECTABLE; IMJECTION)

DEXTROSE 5%, S0DIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

{INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

1v-43

APPLICANT NAME

TRAVENOL LABS

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA ND.
APPROVAL DATE

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03~23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

PATENT M.
EXP. DATE

EXCLUSTVITY
EXP. DATE
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TABLE 1V, NDA'S APPROVED FROM 1-1-82 10 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
TRENGTH

DEXTROSE; THEQPHYLLINE
S5GM/100ML; 200MG/100ML

DEXTROSE; THEQOPHYLLINE
SGM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/ 100ML

DEXTROSE; THEOPHYLLINE
5GM/ 100ML; 400MG/ 100ML

DEXTROSE; THEOPHYLLINE
SGM/100ML; A00MG/100ML

DEXTROSE; THEOPHYLLINE
5GH/100ML; S0MG/100ML

DEXTROSE; THEOPHYLLINE
S5GM/100ML; 160MG/100ML

DEXTROSE : THEOPHYLLINE
5GM/100ML; 200MG/ 100ML

DEXTROSE; THEQPHYLLINE
S5GM/106ML: 400MG/100ML

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEQPHYLLINE 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION})

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIODN)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1v-45

APPLICANT NAME

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVEMOL LABS

TRAVENOL LABS

NDA M),
APPROVAL DATE

19-211
12-14-84

19-212
11-07-84

19-211
12-14-84

19-212
11-07-84

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

PATENT M.
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE IV, NDA'S APPROVED fl

ACTIVE INGREDIENT(S)
STRENGTH(S)

DICYCLOMINE HYDROCHLORIDE
10MG/ML

DICYCLOMINE HYDROCHLORIDE
10MG/SML

DIFLORASONE DIACETATE
0.05%

DIFLORASONE DIACETATE
0.05%

DIFLUNISAL
250MG

DIFLUNISAL
500MG

DIGOXIN
0.2HG

DIGOXIN
0.05MG

DIGOXIN
0. 15MG

DIGOXIN
0. 1HG

DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAIME HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;

5.33MG/0. 5ML

1-1-82 10 7-31

TRADE_NAME
(DOSAGE FORM: ROUTE)

BENTYL
(INJECTABLE; INJECTION)

BENTYL
(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

FLORONE
(DINTMENT; TOPLCAL)

DOLOBID
(TABLET; ORAL)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL}

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

Google

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATI

APPLICANT NAME

MERRELL DOW/DOW CHEM
MERRELL DOW/D0W CHEM
UPJOHN
UPJOHN

MS&D/MERCK

MSED/MERCK

BURROUGHS WELLCOME
BURROUGHS WEL LCOME
BURROUGHS WELLCOME
BURROUGHS WE LLCOME

SANDOZ PHARMS/SANDOZ

1v-47

NDA 0.
APPROVAL DATE

08-370
10-15-84

07-961
10=15-84

17-741
09-14-77

17-994
03-01-78

18-445
04-19-82

18-445
04-19-82

18-118
07-26-82

18-118
07-26-82

18-118
09-24-84

18=-118
07-26-82

18-885
11-30-84

PATENT M0,
EXP. DATE

3980778
09-14-93

3980778
09-14-93

3714226
08-01-89
3674870
07-04-89

3714226
08-01-89
3674870
07-04-89

4088750
05-09-95

4088750
5-09-95

4088750
05-09-95

4088750
05-09-95

4451458
05-29-01
4402949
09-06-00

EXCLUSIVITY
P, DAT

NCE
04-19-92

NCE
04-19-92

NDF
09-24-86
NDF
09-24-86
NS
09-24-86

NDF
09-24-86

NC
11-30-87
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TABLE IV. NOA'S APPROVED FROM 1-1-2 10 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

PATENT ).
EAP. DATE

ACTIVE_INGREDIENT(S)
STRENGTH(S)

DIVALPROEX SODIUM
EQ 500MG BASE

DOBUTAMINE HYDROCHLORIDE
EQ 250MG BASE/VIAL

DOPAMINE HYDROCHLORIDE
BOMG/ML

DOPAMINE HYDROCHLORIDE
BOMG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLORIDE
EQ 150MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

TRADE AME
(DOSAGE' FORM: ROUTE)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DOBUTREX
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE: ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

ADAPIN
(CAPSULE; ORAL)

Google

Iv-49

APPLICANT NAME

ABBOTT LABORATORIES

ELI LILLY

ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
BRISTOL LABS/B-M
ASTRA PHARM PRODS
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER

PENNWALT PHARM

NDA M.
APPROVAL DATE

18-723
03-10-83

17-820
07-18-78

18-132
07-09-82

18-398
03-22-82

18-549
03-11-83

18-656
06-28-83

16-798
09-23-69

16-798
09-23-69

16-798
03-31-75

16-798
03-31-75

16-798
06-04-76

16-798
03-15-78

16-987
01-31-72

3987200
10-19-93

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

EACLUSTVITY

EXP, DATE
NE
09-24-86
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TABLE IV, NOA'S APPROVED FROM 1-1 21 1-31-85 AND NDA'S HITH APPROPRTATE PATENT AND EXCLUSTVITY INFORMATI

ACTIVE INGREDIENT(S)
STRENGTH(S)

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1%

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1.5%

ERGOLOID MESYLATES
1MG

ERGOLOID MESYLATES
THG/ML

ESTRADIOL
0.071%

ESTROGENS, CONJUGATED
0.9MG

ETHINYL ESTRADIOL; LEVOMORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

IRADE NAME APPLICANT NAME
(DOSAGE FORM: ROUTE)

DURANEST ASTRA PHARM PRODS
(INJECTABLE; INJECTION)

DURANEST ASTRA PHARM PROLS
(INJECTABLE; INJECTION)

HYDERGINE LC SANDDZ PHARMS/SANDOZ
(CAPSULE; ORAL)

HYDERGINE SANDOZ PHARMS/SANDOZ
(SOLUTION; ORAL)

ESTRACE MEAD JOHNSON/B-M
(CREAM; VAGINAL)

PREMARIN AYERST LABS/AMHO

(TABLET: ORAL)

NORDETTE-21 WYETH LABS/AMHO
(TABLET: ORAL-21)

NORDETTE-28 WYETH LABS/AMHO
(TABLET; ORAL-28)

Google

NDA 0.
APPROVAL DATE

17-751
08-30-76

17-751
08-30-76

18-706
01-18-83

18-418
01-30-81

86-069
01-31-84

04-782
01-26-84

18-668
05-10-82

18-782
07-21-82

PATENT MO,
EXP, DAT

3862321
01-21-92
3812147
05-21-91

3862321
01-21-92
3812147
05-21-91

4366145
12-28-99

4138565
02-06-96

4436738
03-13-01

3666858
05-30-89
3850911
11=26=91
3959322
11-26-91

3959322
11-26-91

EXCLUSIVITY
EXP. DATE

NOF
09-24-86

NDF
09-24-86

NS
09-24-86

NC
09-24-86

NC
03-24-86
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TABLE V. NDA'S APPROVED FROM 1-1-82 T0 7-31-§5 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMAIIUN

ACTIVE_INGREDIENT(S)
STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYOROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

FORM: ROUTE

OVRAL-28
(TABLET; ORAL-28)

LO/OVRAL
(TABLET; ORAL=21)

LO/OVRAL-28
(TABLET; ORAL-28)

DURANEST
{INJECTABLE; INJECTION)

DURANEST
{INJECTABLE; INJECTION)

DIDRONEL
(TABLET; ORAL)

Google

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PRODS
ASTRA PHARM PRODS

MNORWICH EATON/P&G

Iv=53

NDA M.
APPROVAL DATE

16-806
11-26-68

17-612
03-17=75

17-802
03-16-76

17=-751
08-30-76

17-751
08-30-76

17-831
09-01-77

3959322
11-26-91

3666858
05-30-89
3850911
11-26-91
3959322
11-26-91

3666858
05-30-89
3850911

11-26-91

3862321
01-21-92
3812147
05-21-91

3862321
01-21-92
3812147

05-21-91

4254114
03-03-98
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TABLE IV, NOA'S APPROVED FROM 1-1-82 T 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

FLUOC INONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOC INONIDE
0.05%
FLUOC INONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/HL

FLURANDRENOLIDE
0.004MG/SQ Ch

FLURAZEPAM HYDROCHLORIDE
15MG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE

20MG

FUROSEMIDE
40MG

FURDSEMIDE
40MG

FURDSEMIDE
20MG

FUROSEMIDE
20MG

TRADE NAME
(DOSAGE FORM: ROUTE)

LIDEX
(SOLUTION; TOPICAL)

LIDEX
(CREAM; TOPICAL)

VASODERM

(CREAM; TOPICAL)
LIDEX

(OINTMENT; TOPICAL)

PROLIXIN DECANQATE
(INJECTABLE; INJECTION)

PROLIXIN EMANTHATE
(INJECTABLE; INJECTION)

CORDRAN
(TAPE; TOPICAL)

DALMANE
(CAPSULE; ORAL)
DALMANE

(CAPSULE; ORAL)

FURQSEMIDE
{TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FURQSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

Google

1v=-55

APPLICANT NAME

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS

SYNTEX LABS/SYNTEX
ER SQUIBB AND SONS
ER SQUIBB AND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS

ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABORATORIES
SUPERPHARM
SUPERPHARM

ZENITH LABORATORIES

mh !!Q [
APPROVAL DATE

18-849
04-06-84

16-908
06-30-71

19=117
06-26-84

16-909
09-22-71

16-727
06-20-72

16=110
03-15-67

16-455
07-29-69

16-721
04-07-70

16-721
04-07-70

18=-369
05-14-82

18-369
05-14-82

18-370
02-10-83

18-370
06-26-84

18-413
11-30-83

PATENT M.
EXP. DATE

3888995
07-13-88
3592930
07-13-88

4017615
04-12-94

339411
07-23-85

3394131
07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99

EXCLUSTVITY
EXP. DATE

NDF
09-24-86
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ACTIVE IN
STRENGTH(S)

FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
40MG
FUROSEMIDE
20MG6
FUROSEMIDE
40MG
FURDSEMIDE

20MG
FURDSEMIDE
A0MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
80MG
FURQSEMIDE

TOMG/ML

FURDSEMIDE
T0MG/ML

FURDSEMIDE
10MG/ML

FURDSEMIDE
TOMG/ML

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FURQSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FURQOSEMIDE
(TABLET; ORAL)
LASIX

(TABLET; ORAL)
LASIX

(TABLET; ORAL)
LASIX

(TABLET; ORAL)
LASIX
{SOLUTION; ORAL)
LASIX -
(INJECTABLE; INJECTION)

FUROSEMIDE
(INJECTABLE; INJECTION)

FURQSEMIDE
(INJECTABLE; INJECTION)

Google

1v-57

INTL MEDICATION 5Y35

INTL MEDICATION SYS

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

KALAPHARM

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST=ROUSSEL

HOECHST-ROUS SEL

HOECHST-ROUSSEL

INVENEX LABS/LIFE

INVENEX LABS/LIFE

18-823
11-10-83

18-823
11-10-83

18-868
06-28-83

18-868
06-28-83

16-273
05-07-74

16-273
07-01-66

16=273
04-24-78

17-688
03-08-77

16-363
03-20-68

18-902
05-22-84

19-036
08-13-84

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99
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TABLE 1V, NOA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

GLYBURIDE
1.25MG

GLYBURIDE
2.5MG6

GLYBURIDE
5MG

GONADORELIN HYDROCHLORIDE
EQ 0.1MG BASE/VIAL

TRADE NAME
{DOSAGE_FORM: ROUTE

DIABETA
(TABLET; ORAL}

DIABETA
(TABLET; ORAL)

DIABETA
(TABLET; ORAL)

FACTREL
(INJECTABLE; INJECTION)

GO 81(’.

1v-59

APPLICANT NAME

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

AYERST LABS/AMHO

NDA NO.
APPROVAL DATE

17=532
05-01-84

17-532
05-01-84

17=532
05-01-84

18-123
09-30-82

PATENT MO,
EXP. DATE

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3426067
04-21-92
3454635
04-21-92

09-07-93

3947569
03-30-93
4110438
08-29-95

EXCLUSIVITY
XP. DAT

m
i

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94

NCE
09-30=92
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TABLE TV,

ACTIVE INGREDTENT(S)
STRENGTH(S)

HALOPERIDOL
0.5MG

HALOPERIDOL
MG

HALOPERTDOL
2MG

HALOPER10OL
5MG

HALOPERIDOL
1046

HALOPERIDOL
20MG

HALOPERIDOL LACTATE
EQ ZMG BASE/ML

HALOPERIDOL LACTATE
EQ SMG BASE/ML

HEPARIN SODIUM
10 UNITS/ML

HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

A'S APPR

1-1-92 10 131

TRADE NAYE
(DOSAGE FORM; ROUTE)

HALDOL
{TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)
HALDOL

(TABLET; ORAL)
HALDOL

(TABLET; ORAL)
HALDOL
(CONCENTRATE; ORAL)

HALDOL
(INJECTABLE; INJECTION)

HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
{INJECTABLE; INJECTION)

HEPARTN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Google

IV-61

APPLICANT NAME

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL LABORATORIES
MCNEIL LABORATORIES
INVENEX LABS/LLFE

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA 0.
APPROVAL DATE

15-921
04-12-67

15-921
04-12-67

15-921
04-12-67

15-921
04-16-74

15=921
04-16-74

15-921
02-02-82

15-922
04-12-67

15-923
05-18-71

17-029
05-06-82

18-911
01-30-85

18-916
01-31-84

18-916
01-31-84

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATT
PATENT M).
EXP. DATE

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

LUSIVITY

EXP. DATE

NS
09-24-86
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TABLE IV, NOA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 9S00MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; S00MG/ 100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; S00MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/T00ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM

25000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
( INJECTABLE; INJECTION)

Google

1v=63

APPLICANT NAME

TRAVENOL LABS

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA 0.
APPROVAL DATE

PATENT M0,
EXP. DATE

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01=31-84

18=911
01-30-85

18-911
01-30-85

18=911
01-30-85
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TABLE IV. NOA'S APPROVED FRON 1-1-82 TO 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN [
STRENGTH(S)

HYDROCORTISOME ACETATE
10%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE BUTYRATE

HYDROCORTISONE VALERATE
0.2%
HYDROMORPHONE HYDROCHLORIDE

10MG/ML

HYDROXYUREA
500MG

[BUPROFEN
400MG

[BUPROFEN
300MG

IBUPROFEN
600G

IBUPROFEN

400MG

[BUPROFEN
600MG

INDAPAMIDE
2 .5MG

INDOMETHACIN
S0MG

TRADE NAME
(DOSAGE FORM: ROUTE)
CORTIFOAM

(AEROSOL; RECTAL)

LOCOID
(CREAM; TOPICAL)

LOCOID
(OINTMENT; TOPICAL)

WESTCORT
(OINTMENT: TOPICAL)

DILAUDID-HP

(INJECTABLE; INJECTION)

HYDREA
(CAPSULE; ORAL)

MOTRIN
(TABLET; ORAL)
MOTRIN
{TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

RUFEN
(TABLET: ORAL)

LOZOL
(TABLET; ORAL)

INDOCIN -
(SUPPOSITORY; RECTAL)

Google

IvV-65

PP M

REED&CARNRICK PHARMS
OWEN LABS/DERM PRODS
OWEN LABS/DERM PRODS
WESTWOOD PHARMS
KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL

M58D RES LABS/MERCK

NDA M).
APPROVAL DATE

17-351
02-10-82

18=795
01-07-83

19-106
07-03-84

18-726
08-08-83

19-034
01-11-84

16=295
12=07-67

17-463
09-19-74

17-463
09-19-74

17-463
03-09-79

18-197
05-19-81

18-197
03-05-84

18-538
07-06-83

17-814
08-13-84

PATENT M0.
EXP. DATE

3968249
07-06-93

3565911
02-23-88

3644630
02-22-89
3849549
11-19-91

EXCLUSIVITY
EXP. DATE

NOF
09-24-86
NP
09-24-86
NP
09-24-86
NDF
09-24-86

NCE
01-11-94

1-2
09=24-86

1-2
09-24-86
1-2
09-24-86
1-2
09-24-86
I-2
09-24-86
NCE
07-06-93

NDF
09-24-86
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ACTIVE INGREDTENT(S)
STRENGTH(S)

TODAMIDE MEGLUMINE
24%

100AMIDE MEGLUMINE
65%

T000HIPPURATE SODIUM,

1-123
THCI/MIL
10D0XAMATE MEGLUMINE
%
10DOXAMATE MEGLUMINE
40.3%

T0XAGLATE MEGLUMINE ;
10XAGLATE SODIUM
39.3%; 19.6%

[ SOFLURANE

ISOTRETINOIN
10MG

ISOTRETINOIN
20MG

TRADE NAME
£ FORM:

RENOVUE-DIP

(INJECTABLE; INJECTION)

RENOVUE=65

(INJECTABLE; INJECTION)

NEPHROF LOW

(INJECTABLE; IMJECTION)

CHOLOVUE

(INJECTABLE; INJECTION)

CHOLOVUE

(INJECTABLE; INJECTION)

HEXABR

IX
(INJECTABLE; INJECTION)

FORANE

(GAS; IMHALATION)

ACCUTANE

(CAPSULE; ORAL)

ACCUTANE

(CAPSULE; ORAL)

Google

TABLE V. NDA'S APPROVED FROM 1-1-82 10 7-3)

I

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-67

PPLICANT NAME

ER SQUIBB AND SONS
ER SQUIBB AND SONS

MEDI-PHYSICS

£R SQUIBB AND SONS
ER SQUIBB AND SONS

MALLINCKRODT

ANAQUEST/B0C

HOF FMANN-LA ROCHE

HOFFMANN-LA ROCHE

DA MO.
APPROVAL DATE

17-903
07-10-78

17-902
07-24-18

18-289
12-28-84
18-076
08-14-81

18-077
08-14-81

18-905
07-26-85

17=624
12-18-79

18-662
05-07-82

18-662
03-28-83

PATENT
EXP. DATE

3654272
04-04-89

3654272
04-04-89

4014986

4094966
06-13-95

3535425
01-24-93
3535388
01-24-93

4200647
04-29-97
4322438
03-30-99
4464394
08-07-01

4200647
04-29-97
4322438
03-30-99
4464394
08-07-01

EXCLUSIVITY -
EXP. DATE

1-6
09-24-86

I-6
09-24-86

NCE
12-28-89

NCE
07-26-90

NCE
05-07-92

NCE
05-07-92
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TABLE V. NOA'S APPROVED FROM 1-1-§2 TO 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT MAME HDA NO. PATENT NO.  EXCLUSIVITY
TRENGTH (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
LABE TALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
300MG (TABLET: ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LACTULOSE CEPHULAC MERRELL DOW/DOW CHEM 17-657 3461204
10GM/ 15HL (SYRUP; ORAL) 03-25-76 08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88
LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WELLCOME 18-342 NDF
EQ 5MG BASE (TABLET: ORAL) 07-08-83 09-24-86
LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WELLCOME 18-342 NDF
EQ 25MG BASE (TABLET; ORAL) 07-08-83 . 09-24-86
LEUPROLIDE ACETATE LUPRON TAP PHARMACEUTICALS 19-010 NCE
1M6/0. 2ML ( INJECTABLE; INJECTION) 04-09-85 04-09-90
LITHIUM CARBONATE LITHOBID CIBA/CIBA-GEIGY 18-027 4264573
300MG (TABLET; CONTROLLED 04-27-79 04-28-98
RELEASE; ORAL)
LITHIUM CARBONATE LITHANE MILES PHARMS/MILES 18-833
300MG (TABLE; ORAL) 07-18-85
LITHIUM CARBONATE LITHIUM CARBONATE ROXANE LABORATORIES 18-558
300MG (TABLET; ORAL) 01-29-82

Google



98-p7-60 p8-51-90
N Lp0-61
28-92-10 69-r2-10
665.6VE £94-91
t8-80-21 §(-52-20
9229p5E 525-L1
£8-80-21 §(-52-20
9229vSE 525-¢1
£8-80-21 §L=52-20
97Z9bSE sz5-L1
£9-80-21 L1-52-01
9229pSE SeS-LL
6-02-60
608600p
18-80-ZL 94-10-50
9229vSE BS9-L1
18-80-21 61-92-01
9229bSE 6£0-8I
b6=21-b0 08-52-£0
919.10v ovi-8l
r6-21-b0 08-52-£0
919.10b ovi-al
98-vZ-60 06-05-10 vB-1£-£D
40N 651PILE L£0-61
98-vZ-60 06=0£=10 91-82-2L
0E-1 6SIVLLE [
98-bZ-60 28-62-€0
SN Z51-8L
INCdA 30 dE 3IV0 TYAQYdGY
|
| MNINSTOR 0N WALV OV YON

NOTLWR0INT' Aiiﬂﬁihjﬁm gilmm HIIH SovON ONY S8=(E=C QL 28

S8V TONIAVYL
14315/58¥71 JOUHLINIM
NVAD WY/S8YT 3743037
NYAD WY/SEYT 3183037
NVAD WV/SEYT 3183037

NVAD WY/SEVT 37193037

NVAD WY/SEVT 3743037
NVYAD WY/SEYT 3743031
OHWY/SEYT HLIAM
OHWY/SAYT HL3AM
YWYVHD NISSNVC

WWAYHd N3SSNYC

S3THOLVHOEYT 4TAS

W INY)T 1ddY

(NOTLIICNI *318VLIICNI)
HINIVINGD
JILSV1d NI 9SG 3LAT-VHSYd

{21401 *WY3H))
NOTANY S INS

(Ivd0 13IN54VI)
INVLINOT

(IvH0 137NSdV¥D)
INVLIXOT

(vH0 37INS4¥I)
3NYLIXO0T

(V80 *3NSdVI)
INVLIXO0T

(V4O *3LWHINIINGD)
INVLIX0T

(NOILIICNT *379YLIICNT)
INVLIIXO0T

(NOTLIICNT *319VLIICNT)
NVAILY

(NOILIICNT *378¥1IICNT)
NYALLY

(V40 :NOILNTOS)
WNIQOWI

(w¥0 :37NSd¥D)
WNIOOWI

(w¥0 '3Sv3T3y
037T04INOY “1376¥1)
4 HLITVIS3

30N0Y +Wedd_ %500
JHAN J0VL

THOOL/IMPEZ “ THOOL/IWBZL = THO0L/IWZE
JAIYOTHI WNIOOS :3LV1IIV
WNISSY10d :IAVHAAHWELIL 3LVLI3DY WNISINOVW

W9/35vE 9HSE 03
319130V 30INIIwvM

3sv8 9W0S 03
JLYNIIINS INTLVX0T

3sve 9WsZ 03
JLYNIJONS 3INTAVX0T

3Sva oHD1 03
3LYNIDINS 3NIJVX0T

asva 9Ws 03
31YNIJINS INTHVXOT

TW/3SVE IWSZ 03
J0TH0THIOHAAH INTAVXOT

TW/ISYE W05 03
JOIY0THIOHAAH INTAVXOT

TW/9Mb
WYd3I7VH01

TH/IME
WYd3ZV307

TWS/9ML
JOIH0THIOHAAH 3ATWVYIL0T

9HZ
30QI40THIOHOAH I0IWYH301

uOSk
JLVNOBYYD WNIHIIN

(STHINRALS
(CTINITHNT 3ATLY

Ea



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 7-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; S0DIUM

ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;

SO00IUM PHOSPHATE

30MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/100ML; 500MG/100ML;
12MG/ 100ML

MAGNESTUM CHLORIDE; POTASSIUM CHLORIDE:
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
J0MG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
S00IUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML: 37MG/100ML; 222MG/100ML ;
526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 370MG/100ML ;
530MG/100HL; S00MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
S0DIUM ACETATE; S0DIUM CHLORIDE;
SODIUM GLUCONATE
30MG/ 100ML; 37MG/100ML; 36BMG/100ML;
526MG/100ML; SO02ZMG/100ML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SOOIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25MG/100ML;
B00MG/100ML; B.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

TRADE NAME
(DOSAGE FORM: ROUTE)

ISOLYTES PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUDIOMIL
(TABLET; ORAL)

Google

Iv-71

APPLICANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA=GEIGY

DA N0,
APPROVAL DATE

19=-006
04-04-84

17-637
07=-08=-82

18-406
07-08-82

19-024
06-08-84

19=326
01-25-85

18-508
02-19-82

18-613
08-02-82

17=543
12-01-80

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

3399201
08-27-85

EXCLUSIVITY
EXP. DATE

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NCE
08-02-92
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6%

METHYLDOPA

250MG

METHYLDOPA
500MG

METHYLOOPA
250MG/5ML

METHYLPHENIDATE HYDROCHLORIDE

HETOCLOPRAMIDE
EQ 5MG BASE/SML

METOCLOPRAMIDE HYDROCHLORIDE
EQ 5MG BASE/ML

ME TOCLOPRAMIDE HYDROCHLORIDE
EQ 10MG BASE

METOPROLOL TARTRATE
S0MG

METOPROLOL TARTRATE
100MG

METOPROLOL TARTRATE
TMG/ML

TRADE NAME
(DOSAGE FORM: ROUTE)

ALUPENT
(SOLUTION; INHALATION)

ALUPENT
(SOLUTION; INHALATION)

METHYLDOPA
(TABLET; ORAL)

HETHYLDOPA
(TABLET; ORAL)
ALDOMET
(SUSPENSION: ORAL)
RITALIN-5R

(TABLET, CONTROLLED
RELEASE; ORAL)

REGLAN
(SYRUP; ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(INJECTABLE; INJECTION)

Google

Iv-73

APPLICANT NAME

BOEHRINGER INGELHEIM
BOEHRINGER I[NGELHETM
CORD LABORATORIES
CORD LABORATORIES
MS&D/MERCK

CIBA/CIBA-GEIGY

AH ROBINS

AH ROBINS

AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GELGY

GEIGY/CIBA-GEIGY

NDA Q.
APPROVAL DATE

17-659
09-18-80

18-761
06-30-83

18-934
06-29-84

18-934
06-29-84

18=-389
08-28-81

18-029
03-30-82
18-821
3-25-83
17-862
02-07-79

17-854
12-30-80

17-963
08-07-78

17-963
08-07-78

18-704
03-30-84

PATENT M.
EXP. DATE

3422196
01-14-86

3422196
01-14-86

4404193
09-13=00

3876802
04-08-92
3998790
12=21=93

3876802
04-08-92
3998790
12-21-93

3876802
04-08-92
3998790
12-21-93

EXCLUSTVITY
EXP, DATE

NDF
09-24-86

NDF
09-24-86
I=-12; I-13;

1-14
09-24-86

1-4
09-24-86

NDF
09-24-86
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orL-81
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£8-20-90
0z29-81
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Fa-£1-20
665-81

28-L1-60
665-81

Z8-50-50
L15-81L
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ACTIVE INGREDTENT
TRENGTH(S

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONLDAZOLE
500MG/100ML

ME TRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/ T00ML
METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

TRADE NAME
DOSAGE FORM: ROUTE

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

METRONIDAZOLE

(INJECTABLE; INJECTION)
METRONIDAZOLE IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

METRO 1.V. IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)

METRONIDAZOLE

(INJECTABLE: IMNJECTION)

FLAGYL I.V. RTU

(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

by (GOO 81(’,

1v=75

APPLICANT NAME

10A 0.

APPROVAL DATE
BARR LABORATORIES 18-818
02-16-83
PAR PHARMACEUTICAL 18-845
08-18-83
ORTHD PHARMACEUTICAL 18-871
03-02-83
ORTHO PHARMACEUTICAL 18-871
03-02-83
ABBOTT LABORATORIES 18-889
11-18-83
ABBOTT LABORATORIES 18-890
11-18-83
AM MCGAW/AM HOSP 18-900
09-20-83
ELKINS-SINN/AHROBINS 18-907
03-30-84
SEARLE PHARMS 18-353
05-29-81
SEARLE PHARMS 18-657
12-24-81
PAR PHARMACEUTICAL 18-930
08-18-83
LNK INTERMATIONAL 19-029
04-10-84
Original from

UN

VERSITY OF MICH

TABLE IV. NDA'S APPROVED FRON 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT MD.
EXP. DATE

GAN

EXCLUSTVITY
EXP, DATE

[-11
12-20-87

I-11
12-20-87
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TABLE [V, NDA'S APPROVED FROM 1-1-§2 T 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

MINOXIDIL
10MG

MOLINDONE HYDROCHLORIDE
SMG

MOLINDONE HYDROCHLORIDE

oMG

MOL INDONE HYDROCHLOR IDE
75MG

MOL INDONE HYDROCHL QR IDE
SOMG

MOL INDONE HYDROCHLOR IDE
100HG

MOL INOONE HYDROCHLORIDE
200G /ML

MORPHINE SULFATE
0. 5MG/ML

MORPHINE SULFATE
1MG/ML

NADOLOL
40MG

NADOLOL
BOMG

NADOLOL
120MG

TRADE APPLICANT
FORM: ROUTE

LONITEN UPJOHN
(TABLET; ORAL)

MOBAN DUPONT PHARMS/DUPONT
(TABLET; ORAL)

MOBAN OUPONT PHARMS/DUPONT
(TABLET; ORAL)

MOBAN DUPONT PHARMS/DUPONT
{TABLET; DRAL)

MOBAN DUPONT PHARMS/DUPONT
{TABLET; ORAL)

MOBAN DUPONT PHARMS/DUPONT
(TABLET; ORAL)

MOBAN DUPONT PHARMS/DUPONT
(CONCENTRATE; ORAL)

DURAMORPH PF ELKINS-SINN/AHROBINS
(INJECTABLE; INJECTION)

DURAMORPH PF ELKINS-SINN/AHROBINS
(INJECTABLE; INJECTION)

CORGARD ER SQUIBB AND SONS
(TABLET; ORAL)
CORGARD ER SQUIBB AND SONS
(TABLET; ORAL)
CORGARD ER SQUIBB AND SONS

{TABLET; ORAL)

Google

NDA 0.
APPROVAL DAT

18-154
10-18-79

17=111
07-03-74

17-111
07-03-74

17-111
07-03-74

17-111
01-05-81

17-11
01-05-81

17-938
12-26-19

18-565
09-18-84

18-565
09-18-84

18-063
12-10-79

18-063
12-10-79

18063
12-10-79

P, DAT

3461461
08-12-86

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3982021
09-21-93
3935267
01-27-93

2982021
09-21-93
3935267
01-27-93

3982021
09-21=93
3935267
01-27-93

P. AT

NR; D-8
09-24-86

NR; 0-8
09-24-86
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TABLE V. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
SIRENGTH(S)

NALIDIXIC ACID
250MG/5ML

NALOXONE HYDROCHLORIDE
0. 4MG/ML

NALOXONE HYDROCHLORIDE
TMG/HL

MALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE
0.5MG; EQ 50MG BASE

NALTREXONE HYDROCHLORIDE
50MG

NAPROXEN
125MG

NAPROXEN
250MG

TRADE NAME APPLICANT NAME
{DOSAGE FORM: ROUTE)
NEGGRAM WINTHROP LABS/STERL

{SUSPENSION; ORAL)

NARCAN DUPONT PHARMS/DUPONT
(INJECTABLE; INJECTION)

NARCAN DUPONT PHARMS/OUPONT
(INJECTABLE; INJECTION)

TALWIN NX WINTHROP LABS/STERL
(TABLET; ORAL)

TREXAN DUPONT PHARMS /DUPONT
(TABLET; ORAL)

NAPROSYN SYNTEX PR
(TABLET; ORAL)

NAPROSYN SYNTEX PR
(TABLET: ORAL)

Google =

NDA N0,
APPROVAL DATE

17-430
04-17-73

16=636
04-13-71

16-636
06-14-82

18-733
12-16-82

18-932
11-20-84

17-581
03-11-76

17-581
03-11-76

PATENT MO,
EXP. DATE

3590036
06-29-88

4105659
08-08-95

3904682

09-09-92

3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

1-33
09-24-86
NC
09-24-86
NCE
11-20-89

NS
09-24-86
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TABLE Iv. NDA'S APPROVED FRON 1-1-82 T0 7-31-85 AND KDA'S WITH APPROPR I TY_INFORMATI

RITROGLYCERIN NITRO-BID MARION LABORATORIES 18=621 NODF
SMG/HL {INJECTABLE; INJECTION) 01-05-82 09-24-86
NITROGLYCERIN NITRONAL G POHL=-BOSKAMP 18=672 NOF
1MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NOF
5MG/ML (INJECTABLE; ENJECTION) 08-30-83 00-24-86
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NOF
0.8M6/ML {INJECTABLE; INJECTION) 01-19-93 09-24-86
NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18=-224 NCE
25HG (CAPSULE; ORAL) 12-31-84 12-31-89
NOMIFENSINE MALEATE MERITAL HOECHST=ROUSSEL 18-224 NCE
50M6 (CAPSULE; ORAL) 12=31=84 12=31=89
NORETHINDROME ACETATE AYGESTIN AYERST LABS/MSH0 18-405
SMG (TABLET; ORAL) 04-21-82
NORGESTREL OVRETTE WYETH LABS/ANNG 17-031 3666858
0.075MG (TABLET; ORAL} 18-23-13 85-30-89
3850911
11-26-81
3959322
11-26-91
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELT LILLY 14-684 3922305
EQ 10MG BASE (CAPSULE; ORAL) 11-86-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELT LILLY 14=684 3922305
EQ 25MG BASE {CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPIYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305
EQ 10MG BASE/SML {SOLUTION; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
£Q 10MG BASE/5ML {SOLUTION; ORAL) 08-01-77 11-25-92

GO gle 1v-81
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY [NFORMATION

ACTIVE INGREDTENT
STRENGTH(S)

PARAMETHASONE ACETATE

PENTAGASTRIN
0.25MG/ML

PENTAMIDINE ISETHIONATE
300MG/VIAL

PENTAZOCINE LACTATE
EQ 30MG BASE/ML

PENTETATE INDIUM DISODIUM, IN-111
IMCT/ML

PENTOX IFYLLINE
A00MG

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE
5MG/SML; 6.25MG/5ML

PI;OC&RP[NE HYDROCHLORIDE
1

PIMOZIDE

2MG

PINDOLOL
5MG

PINDOLOL
10MG

TRADE NAME
DOSAGE FORM: ROUTE

HALDRONE
(TABLET; ORAL)

PEPTAVLON
(INJECTABLE; INJECTION)

PENTAM 300
(INJECTABLE; INJECTION)

TALWIN
(INJECTABLE; INJECTION)

MPI INDIUM DTPA IN 111
(INJECTABLE; INJECTION)

TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)

PHENERGAN VC
(SYRUP; ORAL)

PILOPINE HS
(GEL; OPHTHALMIC)

ORAP

(TABLET; ORAL)
VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

vigiiees vy (GOOG

Iv-83

APPLICANT NAME

ELT LILLY

AYERST LABS/AMHO
LYPHOMED

WINTHROP LABS/STERL
MEDI-PHYSICS

HOECHST-ROUSSEL

WYETH LABS/AMHO

ALCON LABORATORIES
MCNEIL PHARM
SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

H0A NO.
APPROVAL DATE

12-772
04-17-61

17-048
07-26-74

19-264
10-16-84

16-194
07-24-67

17-707
02-18-82

18-631
08-30-84

08-604
04-02-84

18-796
10-01-84

17-473
07-31-84

18-285
09-03-82

18-285
09-03-82

PATENT N0,
EXP. DATE

3499016
03-03-87

3896103
07-22-92

4105659
08-08-95

3737433
06-05-90
4189469
02-02-97

3471515
10-07-86

3471515
10-07-86

NCE
02-18=92

NCE
08-30-94

NDF
10-01-87
NCE
07-31-94
NCE
09-03-92

NCE
09-03-92
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TABLE IV. NDA'S APP

ACTIVE INGREDIENT(S)
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE ;
SODIUM BICARBONATE;
S00IUM CHLOREDE;

SODIUM SULFATE
120GM/PACKET ;

1.49GM/PACKET ;
3. 36GM/PACKET;
2.92GM/PACKET ;
11.36GM/PACKET

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

SO0DIUM SULFATE
227, 1GM/PACKET;
2.8B2GM/PACKET;
6. 36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET

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

SODIUM SULFATE
360GM/PACKET ;

4,47GM/PACKET ;
10.08GM/PACKET ;

8. 76GM/PACKET;

34, 08GM/PACKET

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 1MG

ED FROM 1-]

[RADE NAME
£_FORM:

10 731

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

Google

AND NDA'S WITH APPROPRIATE PATENT A

Iv-85

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

IVITY INFORMATI

HOA M. PATENT M0,  EXCLUSIVI
APPROVAL DATE  EXP. DATE  EXP. DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986 3511836
06-13-60 05-12-87

3663706

05-16-89

4130647

12219-95
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TABLE V. NOA'S APPROVED FROM 1-1-§2 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; S00MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML: S00MG/ 100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
75MG/100ML; S00MG/ 100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/ 100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
220MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100HL; 900MG/100ML

PRALIDOXIME CHLORIDE
300MG/ML

PRALIDOXIME CHLORIDE
300MG/ ML

PRAZEPAM
20MG

PRAZIQUANTEL
600MG

TRADE NAME
(DOSAGE FORM: ROUTE)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 2QMEQ
IN PLASTIC CONTAINER

(INJECTABLE; ENJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
[N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PROTOPAM CHLORIDE
{INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; ORAL)

BILTRICIDE
(TABLET; ORAL)

Google

1v-87

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AYERST LABS/AMHO
SURVIVAL TECHNOLOGY

PARKE-DAVIS/W-L

MILES PHARMS/MILES

NDA NO.
APPROVAL DATE

18=-630
02-17-83

18-630
02-17-83

18-722
11-09-82

18-722
11-09-82

18-7¢2
11-09-82

18-722
11-09-82

18-799
12-13-82

18-986
12-13-82

18-144
05-10-82

18-714
12-29-82

PATENT 0.
EXP. DATE

3629425
12-21-88

4001411
01-04-94

EXCLUSIVITY
EXP. DATE

NDF
09-24-86
NDF
09-24-86
N§
09-24-86

NCE
12-29-92
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ACTIVE INGREDIENT(S)
SIRENGTH(S)

PROPRANOLOL HYDROCHLORIDE
60MG

PROPRANOLOL HYDROCHLORIDE
B0OMG

PROPRANOLOL HYDROCHLORIDE
BOMG

PROPRANOLOL HYDROCHLORIODE
GOMG

PROPRANOLOL HYDROCHLORIDE
120MG

PROPRANOLOL HYDROCHLORIDE
160MG

PROTEIN HYDROLYSATE
5%

PROTAMINE SULFATE
250MG/VIAL

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

INDERAL
(TABLET; ORAL)

INDERAL
{TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE: ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE: ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AMINOSOL 5%
(INJECTABLE; INJECTION)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
{INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSLON; ORAL)

Google

v-89

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHD

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHQ

ABBOTT LABORATORIES

UPJOHN

ABBOTT LABORATORIES

HOECHST=ROUSSEL

ROERIG/PFIZER

16-418
10-18-82

16-418
10-16-74

18-553
04-19-83

16-418
10-18-82

18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-413
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12-30-7

4138475
02-06-96

4138475
02-06-96

4138475
02-06-96

3746697
07-17-90

3746697
07-17-90

3644624
02-22-89
3549624
12-22-87

vITY
EXP. DATE

NS
09-24-86
I-15
09-24-86
I-15
09-24-86
NDF
09-24-86

NS
09-24-86
1-15
09-24-36

NDF
09-24-86

NDF
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

SILVER SULFADIAZINE

1%
SILVER SULFADIAZINE
SINCALIDE

0.005MG/VIAL
SODIUM ACETATE, ANHYDROUS

2MEQ/ML

SODIUM CHLORIDE
A50MG/ 100ML

SODIUM CHLORLOE
IMG /ML

S0DIUM CHLORIDE
9MG /ML

SODIUM CHLORIDE
2. 5MEQ/ML

SODIUM CHLORIDE
3GM/100ML

SODIUM CHLORIDE
5GH/ 100ML

SODIUM CHLORIDE
9MG/ML

TRADE NANE
(DOSAGE FORM: ROUTE

SILVADENE
(CREAM; TOPICAL)

S50
(CREAM; TOPLCAL)

KINEVAC
(INJECTABLE; INJECTION)

SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
{SOLUTION; IRRIGATION)

BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER

{INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION}

SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

iti GO 8[@

V=91

APPLICANT NAME

MARION LABORATORIES
TRAVEMOL LABS
ER SQUIBB AND SONS

ABBOTT LABORATORIES
TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS

ABBOTT LABORATORIES

HOA NO.
APPROVAL DATE

17-381
11-26-73

18-578
02-25-82

17-697
07-21=176

18-893
05-04-83

18-497
02-19-82

18-800
10-29-82

18-803
10-29-82

18-897
07-20-84

19=022
11-01-83

19-022
11-01-83

19-217
07-13-84

PATENT NO.
EXP. DATE

3761590
09-24-90

3839315
10=01=91

Pp
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 70 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

SOYBEAN QIL
0%
SOYBEAN OIL
20%
SOYBEAN OIL
20%
SOYBEAN OIL

10%

SOYBEAN OIL
20%

STANOZOLOL
2HG

STREPTOZOCIN
1GM/VIAL

SUCRALFATE
1GM

SUFENTANIL CITRATE
EQ 0.05MG BASE/ML

SULFAMETHOXAZOLE; TRINETHOPRIM
A00MG; BOMG
SULFAME THOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRLM
200MG/SML; 40MG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
BOMG/ML; 16MG/ML

TRADE AN
(DOSAGE FORM: ROUTE)

TRAVAMULSION 10%
(INJECTABLE; INJECTION)

TRAVAMULSION 20%
(INJECTABLE; INJECTION)

SOYACAL 20%
. (INJECTABLE; INJECTION)

LIPOSYN III 10%
(INJECTABLE; ENJECTION)

LIPOSYN III 20%
(INJECTABLE; INJECTION)

WINSTROL

(TABLET; ORAL)

ZANOSAR

(INJECTABLE; INJECTION)

CARAFATE
(TABLET; ORAL)

SUFENTA
(INJECTABLE; INJECTION)

BACTRIM
(TABLET; ORAL)

BACTRIM DS
(TABLET; ORAL)

BACTRIM
(SUSPENSION; ORAL)

BACTRIM PEDIATRIC
{SUSPENSION; ORAL)

BACTRIM
(INJECTABLE; INJECTION)

Google

Iv-93

APPLICANT NAME

TRAVENOL LABS
TRAVENOL LABS
ALPHA THERAPEUTIC
ABBOTT LABORATORIES
ABBOTT LABORATORIES
WINTHROP LABS/STERL
UPJOHN

MARION LABORATORIES
JANSSEN PHARMA
HOFFMANN-LA ROCHE
HOFFMANN=LA ROCHE
HOF FMANN=LA ROCHE
HOFFMANN-LA ROCHE

HOF FMANN-LA ROCHE

H0A N0,
APPROVAL DATE

18-660
02-26-82

18-758
02-15-83

18-786
06-29-83

18-969
09-24-84

18-970
09-25-84

12-885
11-30-61

17-961
05-07-82

18-333
10-30-81

19-050
05-04-84

17-377
07-30-73

17=377
03-01-78

17-560
04-16-75

17-560
12=10-79

18-374
06-23-81

PATENT N).
EXP. DATE

3704295
11-28-89

3432489
03-11-86

3998834
12-21-93

RE28636
06-02-87

RE28636
06-02-87

RE28636
06-02-87

RE28636
06-02-87

3551564
12-29-87
RE28636
06-02-87

EXCLUSIVITY
P, DAT

[-28
09-24-86

NCE
05-07-92

NCE
05-04-94

I-21
09-24-86

-21
09-24-86
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IABLE IV,

ACTIVE INGREDTENT(S)
STRENGTH(S)

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SUL INDAC
150MG

SUL INDAC
200MG

SUTLLAINS
82,000 UNITS/GM

TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR

0.22-2.22CI/GENERATOR

TECHNETIUM, TC-99M, ALBUMIN COLLOID

KIT

N/A

TECHNETIUM, TC-99M, DISOFENIN KIT
N/A

TECHNETIUM, TC-99M, GLUCEPTATE KIT
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

IEEHNETIUH. TC-99M, MEDROMATE
N/A

'3 APP

FROM 1-1-82 T0 7-31
TRADE NAME
DOSAGE FORM: ROUTE
AZULFIDINE

{TABLET, ENTERIC COATED;
ORAL)

SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)

CLINORIL
{TABLET; ORAL)

CLINORIL
(TABLET; ORAL)

TRAVASE
(OINTMENT; TOPICAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE
(INJECTABLE; INJECTION)

HEPATOLITE
(INJECTABLE; INJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOLITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

Google

NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT N0
EXP, DATE

1v=95

APPLICANT NAME

PHARMACIA/PHARMACIA
BOLAR PHARMACEUTICAL
MS&D/MERCK

MSRD/MERCK

TRAVENOL LABS

ER SQUIBB AND SONS

MED DIAG/NE NUCLEAR

MED DIAG/NE NUCLEAR
MS&D/MERCK
MED DIAG/NE NUCLEAR

AMERSHAM/RADIOCHEM

HOA M0,

APPROVAL DATE

07-073
04-06-83

88-052
05-24-83

17-911
09-27-78

17-91
09-27-78

12-828
06-12-69

17-339
06-03-74

18-263
03-25-83

18-467
03-16-82

18-272
01=27-82

17-972
12-16-77

18-335
08-05-82

3654349

3725548
04-03-90
3654349
04-04-89

3409719
11-05-85

EXCLUSIVITY
EXP, DATE

NDF
09-24-86

NDF
09-24-86

I1-31
09=24-86

NP
09-24=-86
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ACTIVE INGREDIENT(S) TRADE NAE APPLICANT NAME N0A N0, PATENT M), viTY
SIRENGTHIS) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE P, AT

TERFENADINE SELDANE MERRELL DOW/DOW CHEM 18-949 3806526 NCE
60MG (TABLET; ORAL) 05-08-85 04-23-91 05-08-90
3818217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98
THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18-110 NS
2MC [/ML (INJECTABLE; INJECTION) 02-01-82 09-24-86
THALLOUS CHLORIDE, TL-Z01 THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548
TMCI/ML (INJECTABLE; INJECTION) 12-30-82
THEOPHYLLINE QUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01
RAL)
TIMOLOL MALEATE BLOCADREN MSED/MERCK 18-017 3655663
SMG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
10MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN HSéDIHERCK 18-017 3655663
20M6 (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EQ 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EQ 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
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TABLE IV,

ACTIVE INGREDIENTI(S)
STRENGTH(S)

TRETINOIN
0.01%

TRETINOIN
0.025%

TRIAMCINOLONE ACETONIDE
0.25MG/INH

TRIAMCINOLONE ACETONIDE
0.1%

TRIAZOLAM
0.125MG

TRIAZOLAM
0.25MG

TRIAZOLAM
0.5MG

TRILOSTANE
30MG

TRILOSTANE
60MG

TRIMETHOPRIM
200MG

TRIMETHOPRIM
200MG

TRADE NAME
AGE_FORM: ROUTE

RETIN=A
(GEL; TOPICAL)

RETIN-A
(GEL; TOPICAL)

AZMACORT
(AEROSOL; INHALATION)

KENALOG-H
(CREAM; TOPICAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

MODRASTANE
(CAPSULE; ORAL)

MODRASTANE
(CAPSULE; ORAL)

PROLOPRIM
(TABLET; ORAL)

TRIMPEX 200
(TABLET; ORAL)

a5 Google

Iv-99

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHD PHARMACEUTICAL

WILLIAM H RORER

ER SQUIBB AND SONS

UPJOHN

UPJOHN

UPJOHN

WINTHROP LABS/STERL
WINTHROP LABS/STERL
BURROUGHS WELLCOME

HOFFMANN=LA ROCHE

NDA MO,
APPROVAL DATE

17=955
10-05-78

17-579
04-18-75

18-117
04-23-83

86-240
06-22-78

17-892
04-26-85

17-892
11-15-82

17-892
11-15-82

18-719
12-21=-84

18-719
12-21-84

17-943
07-14-82

17-952
11-09-82

NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

01-27-98

3729568
04-24-90
4247547
01-27-98

3897779
08-05-92
3927806
12-23-92

4048310
09-13-94

3980790
09-14-93
3987052
10-19-93

3980790
09-14-93
3987052
10-19-93

3960790
09-14-93
3987052
10=19-93

EXCLUSIVITY
EXP. DATE

NDF
09-24-86

NCE
11=15-92

NCE
11-15-92

NCE
11-15-92

NCE
12-21-89
NCE
12-21-89
NS
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
1007

WATER FOR INJECTION, STERILE
100%

XENQN, XE-127

SMCT/VIAL

XENON, XE-127

1OMCI/VIAL

XENON, XE-133
10MCI/VIAL

XENON, XE-133
20MCI/VIAL

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

STERILE WATER IN PLASTIC
CONTAINER
(LIQUID; M/A)

BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIQUID; N/A)

STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIQUID; N/A)

XENON XE 127
(GAS; INHALATION)

XENON XE 127
(GAS; INHALATION)

XENON XE 133
(GAS; INHALATION)

XENON XE 133
(GAS: INHALATION)

Iv-101

APPLICANT NAME

ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP

MALLINCKRODT
MALLINCKRODT
MALLINCKRODT

MALLINCKRODT

NDA M.
APPROVAL DATE

18-801
10-27-82

18-802
10-27-82

19-077
03-02-84

" 18-536

10-01-82

18-536
10-01-82

18-327
03-09-82

18-327
03-09-82

PATENT N0.
EXP. DATE

EXCLUSTV
EXP. DAT

=

NCE
10-01-92

NCE
10-01-92
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SUBSCRIPTION FORM

APPROVED DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
6TH EDITION (1985)

MAIL TO:

Superintendent of Documents
Government Printing Office
Washington, DC 20402

(202) 783-3238

PURCHASER :

DATE:

SHIP TO:
{If different than purchaser)

TONTACT =

TELEPHONE (IncTude Area Code)

WETHOD OF PAYHENT

[ ] Charge my GPO Account No.
[ 1 Purchase Order Number

[ 1 Check enclosed for L
(Make check payable to Superintendent of Documents)
AUTHORTZING DATE:
SIGNATURE
DESCRIPTION QUANTITY |UNIT PRICE |TOTAL PRICE
The 6th Edition will be pubTished in
October 1985. Subscriptiod includes
the Approved Drug Products List
and monthly Cumulative Supplements.
DOMESTIC @ $103.00 $
FOREIGN @ $128,75 3
L
ENTER TOTAL \\ $

7
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