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FOOD AND DRUG-ADMINISTRATION

APPROVED PRESCRIPTION DRUG PRODUCTS

WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

1

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
5th Edition (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 J
supplement. Users may wish to place an asterisk (*) in the List to the left

of the ingredient(s) in the Drug Product List andbthe 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. A

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 symbol P°D'N%oD? 4€° to the left of the line on which new
information exists. The >A;M_,symbol is dropped in subsequent cumulative
supplements for that item. DY



A.

Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >bpur > (DELETE) to the Teft of the
line containing the overstruck print. The >D0LT > symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the Tozenge (x) to the right of

its strength. This identifier remains throughout all cumulative
supplements for this edition.

ADDENDUM: DESI Pending List

Information in this cumulative supplement follows the format of the

Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.

IT. SPECIAL NOTES

REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
incTudes counts of new molecular entities approved by the agency during
the current month.

PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

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

Products Federal Register Reference
dicyclomine hydrochloride JUN 22, 1984 (49 FR 25681)
isosorbide dinitrate ) AUG 3, 1984 (49 FR 31151)
nandrolone decanoate JUL 15, 1983 (48 FR 32395)
(continued)
ii
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c.

Products ' Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic usel

_neomycin su]fate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)

bacitracin zinc, and hydrocortisone
[topical ointment]

nitroglycerin (capsule, controlled releasesoral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled releasejoral) 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)

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be -
identified in this Special Notes section only. Where only partial
approved product lines are transferred between applacants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.

APPLICANT (NAME) CHANGES

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

OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D.

ADDENDUM: DRUG PRICE COMPETITION AND PATENf TERM RESTORATION

The addendum of this supplement provides information required of the
?gezcy by the "Drug Price Competition and Patent Term Restoration Act of
8 .Il
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS

cATEGORIEs couNTED JULY 'a4 (BASELINE) D¥%NN, '84 JAN 4€°85

DRUG PRonucTs LISTED 7415 7609 7746

SINGLE P*b¥%b PY:Db¥%D? 2005 (27.01) 2045 (2D+.9%) 2077 (26.8%)
MULTIsoURCE(JA€™ 54|O (72.94) 5564 (73.1z) 5669 (73.2%)
THERAPEuTICALLY EoulvALENT 4393 (59.25) 4497 (59.11) 4598 (59.45)

NoT THERAPEuTICALLY EQUIVALENT 999 (13.4$) 1032 (13.55) 1038 (13.45)
EXCEPTIONS(2) 18 ( 0.35) 26 ( 0.3%) 23 ( 0.3%)

PY:D¥%D, MoLEcuLAR ENTITIEs APPROVED A 49

NUMBER OF APPLICANTS 295 300 304

b’. ACTIVITY FOR SUPPLEMENT NUMBER 6

FEB 'B5 CUMULATIVE

DRUG PRODUCTS ADDED: 44 44

NEWLY APPROVED 43 43

DESI EFFECTIVE 1 1

REMARKETED O O

DRUG PRODUCTS REMOVED: 1 1

WITHDRAWN APPROVAL O O

RX TO OTC SWITCH b% 11

DISCONTINUED MARKETING O O

NET GAIN IN DRUG PRODUCTS 43 43

SINGLE SOURCE PRODUCTS APPROVED 6 6

MULTISOURCE DRUG PRODUCTS APPROVED 38 38

NEW MOLECULAR ENTITIES APPROVED: O O

AS THE ENTITY O O

AS A SALT, ESTER OR DERIVATIVE

OF THE ENTITY O 0

(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (l.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE IAD* OF THE LIST)
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APPROVED PRESCRIPTION DRUG PRODUCTS

DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 6/ AUGUST 4€°84 A FEBRUARY '85
ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)
CAPSULE; ORAL TABLET; ORAL

sECTRAL /dddA;dACf/

IvEs LABs/ANHo EQ 200M(@ BAsEn N 18917 oxvcET

EQ A«nous BASE: N 18917 AA HALSEY DRUG 325Ms;A§ n

ACETAMINOPHENA- BUTALBITAL (PAGE 3-1) ACETIC ACID! GLACIAL (PAGE 3-3)
SOLUTION/DROPS; OTIC

THAMES PHARMACAL gz!

TABLET; ORAL

BUTALBITAL AND ACETAMINOPHEN

DANBURY PHARMACAL 325MGA§50MGI N 87550 Al

ACETAMINOPHENA- BUTALBITALE CAFFEINE (PAGE 3-1) ACYCLOVIR (PAGE 3-4)
CAPSULE; ORAL CAPSULE; ORAL

ESSIC ZOVIRAX

GILBERT LABORATORIES 325MGA§50MGA§40MGU N 88825 BURROUGHS NELLCOME 200MG!
TABLET; ORAL

25810 ALLOPURINOL (PAGE 3-5)

AQ GILBERT LABORATORIES 325MGA§50MGA§40MG! . N 87629

FICRICET TABLET; ORAL

AB SANDOZ PHARMS/SANDOZ 325MGA§A§OMGA §40MGB N 88616 ALLOPURINOL
RERAH AB BOLAR PHARMACEUTICAL Iggmgh

A_DM GRAHAM LABS 325MGA§50MGA§40MGH N 87804 AB 300MB!

Ag CHELSEA LABORATORIES A;gggegn

N%o N%oD,

ACETAMINOPHEN' CODEINE PHOSPHATE (PAGE 3-1) Ag DANBURY PHARMACAL 100MB!
_A@ 300)(81:

TABLET; ORAL

Mami-(144848)( 4€11; 4€7811118111: 'AE-amare 4€'N"

/AA/ /ZT-NITILAE™MIEAA;A*RATA, RIES/LAGIA;SMUN,N.. N"DD-/ _ AN,N*D%NN"N" (PAGE D--N«
ACETANIHOFHEN APD CODEIHE PHBEFHATE

AA ZENITH LABORATORIES 300MGA§60M5 N 87083 INJECTABLE; INJECTION
COACTIN

HOFFMANN-LA ROCHE 250MG/VIALH

ACETAMINOPHEN; HYDROCOOONE BITARTRATE (PAGE 3-2) 500MG/VIAL!
IGM/VIAL!

TABLET; ORAL

HYDRBOGDONE BITARTRATE NI ACETAMINOFHEN

AA BARR LABORATORIES 500MGA§A§MA§R N 88577 AMIKACIN SULFATE (PAGE 3-6)
INJECTABLE; INJECTION

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2) AMIKIN
BRISTOL LABS/B-M EQ 50MG BASE/MLn

CAPSULE; ORAL EQ 250MG BASE/ML!

TYLOX e

MCNEIL PHARM 500MGA§5MGI N 88790

TYLOX-325

MCNEIL PHARM 325MGA§5MGn N 88246

220022

222

87463

88638

18828

18241

18241

18785

18785

18832

18877

50565

50565

50565

62562

62562
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AMINOACIDS (PAGE 3-6)

INJECTABLE; INJECTION

BRANCHAHIN 42

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6/ AUGUST
TRAVENOL LABS 42n N 18678

BRANCHAHIN 42 IN PLASTIC CONTAINER

TRAVEHOL LABS 42D; N 18684

TRAVASOL 102 D77 ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 10%! N 18931

TRAVASOL 5.52 B/Dz ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 5.52D; N 18931

TRAVASOL 8.52 B/D2 ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 8.52D; N 18931

AMINO ACIDSA~ DEXTROSE (PAGE 3-7)

INJECTABLE; INJECTION

AMINOSYN 3.52 N/ DEXTROSE 52 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.5Z;SGM/100MLN 19120
AMINOSYN 3.52 D't DEXTROSE 252 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.52;25CM/100MLN 19118
AMINOSYN 4252 H/ DEXTROSE 252 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 4.252;25GM/100MLN 19119
AMINOPHYLLINE (PAGE 3-8)

TABLET; ORAL

AHIEBPHYLLINE |

>/A©A,/ WQHBALABQRMA“RIA%.S/ N'D PY:N¢ N,. A;5261/
>_BCORO LABORATORIES A£025@ N 85261
ANINOPHYLLINE; SOOIUN CHLORIDE (PAGE 3-9)

INJECTABLE; INJECTION

AHINCTHYLLIHE IN SQDIUM CHLCRIDE 0452

A5 ABBOTT LABORATORIES 100HG/ 100ML;450MG'100MLK N 88147
/A5 200HL/ 100HL;450H5/ 100SLA Y N 88147

AHTNOFHYLLINE IN SSDIUH CHLCBIBE 0.452 IH PLASTIC CONTAINER
AEABBOTT LABORATORIES 10083/ 100NL;450MG/100HLS N 18924
AB200HG/IOOHL;4SOHS/ I00HLE N 18924
400MB/100HLA—4ECMS/IOOHL! N 18924
jilioghA®AIgA®NA¢AnA AuA«NAL {A-gAYyLn N 18924
D;NED D'N/AESN. . NfD'; 465 463

DD,/ 16.01NNED- PPN NEE DD PPN/ N, 65~14.3€

~ _'A«gA-A¢ACA, fimmA YrfidA© Msi 4

PO] D".4€7€7~4€"'4€5 D,. N'D,N"Dub’D—D°P*D:D a€"D'NDViN( N,/ggi i€
A€ P’ 'd 4€D'D° 4€ DD¢D—D—DsD*N'D; DD DD PD-D¢-N'].
/M/ AiACFAIAYAD/ N,. 6614.4€

53

a€°84 A FEBRUARY '852

AHITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)

TABLET; ORAL

AHITRIPTYLIHE HCL

BP AMERICAN THERAPEUTIC Z5SMGH

BP D'ONG!

BP 75H33

BP I0OONGH

BP PAR PHARMACEUTICAL 10HSB

BP 25H8!

BP SONGB

BP 75Dee3Dy,

BP [0OOMGH

BP 150MsB

BP SIDMAK LABORATORIES 10HSH

BP 25NG5

BP 50H65

BP 75H65

BP [0OMGH

BP ISOHGH

BP SUPERPHARM 10H64€ce

BP ZENGH

BP D'Dbeeb a€ce

P'D 75NGS

BP 100Ms!

AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13)
PONDER FOR RECONSTITUTION;

AUSNENTIN 2€°125

BEECHAM LABS/BEECHAM 125MG/SML;

ORAL

EQ31.25MGACID/SML!

AUGNENTIN 250

BEECHAN LABS/BEECHAM 250MG/SML;EQ 62.5MGACID/SML.
TABLET; ORAL

AUGHENTIN 4€250'

D'D*D-D;PPPe LABS/BEECHAM 250MGAEQ 125MGACID!
AUGHENTIN '500'

BEECHAM LABS/BEECHAM S00MGA§EQ 125MGACID!
AMPHETANINE SULFATE (PAGE 3-13)

TABLET; ORAL

AMPHETAMINE SULFATE

LANNETT D-D%Bub,

10MGn

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-16)

TABLET; ORAL

BUTALBITAL COMPOUND

ZENITH LABORATORIES 325MGA § S0HGA §40NGH
777777777777777777777,

N

88672
88673
88674
88675
88697
88698
88699
88700
88701
88702
88883
88884
88885
88886
88887
88888
88853
88854
88855
88856
88857
50575
50575
50564
50564
83901
83901
85441



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6/ AUGUST '84 A FEBRUARY '85 3
ASPIRINE CAFFEINEA—~ PROPOXYPHENE HYDRDCHLORIDE (PAGE 3-16) - BITOLTEROL MESYLATE (PAGE 3-24)
CAPSULE; ORAL I AEROSOL; INHALATION

FROPOXYPHENE COHPOUND 65 ' TORNALATE

AA ZENITH LABORATORIES 389HGA §32.4MG;65MGH N 83077 NINTHROP-BREON/STERL 0.37MG/INHn N 18770
PROPOXYPHENE HCL NI ASPIRIH AND OAFFEIHE

A CHELSEA LABORATORIES 389D6:32.4D@8;65D5D;, N 85732

BROMODIPHENHYDRAMINE HYDROCA «LORIDEi CODEINE PHOSPHATE

(PAGE 3-24)

ASPIRINi METHOCARBAMOL (PAGE 3-17)

SYRUP; ORAL

TABLET; ORAL AHBAY

/NA%THOOARBANOL'NI'ASRIRIN AA BAY LABORATORIES 12.5MG/5ML;10MG/5MLn N 88626
HETHOOARBANOL Aun ASPIRIN AHREHYL

AA MARION LABORATORIES 12.5MS/5ML;10MS/5ML N 09319

BROHAHYL'

BENZOYL PEROXIDE; ERYTHROMYCIN (PAGE 3-21) A_ NATL PHARM MFG/BARRE 12.5MO/5ML;10Me/5MLn N 88343
GEL; TOPICAL

BENzAMY CIN BROMPHENIRAMINE NALEATE; CODEINE PHOSPHATE;

DERMIK/RORER-AMOHEM 52;32n N 50557 PHENYLPROPANOLAMINE HY OROCHLORIDE (PASE 3-25)
SYRUP; ORAL

/A;AOA,IfA, fAY A«fdACI'RESERA, INA%0/(PAGE 3-21) > ADD > BIPHETARE DO

> ADO > AA BAY LABORATORIES 2Me/5MLz10Ms/5ML;

AY AYigjifdpAYAY/> ADD > 12.5Ms/5nLn N 88904

/A%0XNA,;A¢/> ADD > BROMANATE Dc

/A, JH/RUEINS/ /SONGA fOJIZSHE/ /NfiA;jAjAjA™/ > Ann > AA NATL PHARM MFO/BARRE 2MG/5NL;10M8/5ML;
> AOD > = 12.5nS/5MLn N 88723

nINETAHE-nc

BETANETHASONE DIRRORIONATE (PAGE 3-22) > AOD > AA AH ROBINS aus/5ML;10MG/5ML
12.5Ms/SML N 11694

OINTNENT; TOPIcAL

ALRHATREX

AB SAVAGE LABS/BYK-GLDN 59 0.052 BAsEn N 19143 BROMPHENIRAMINE MALEATEA—~ PHENYLPRORANOLAMINE HYDROcHLORIDE
BETAMETHAEZNE DIFROPIONATE (PAGE 3-25)

AB E FOUSERA/BYK-8LON 59 0.052 BASEn N 19141

AB RHARMAOERN/BYK-OLDN 59 0.052 BASEn N 19140 ELIxIR; ORAL

OIPROLENE BIRNETAR

P2N... SCHERING E0 0.052 N 18741 > ADD > AA BAY LABORATORIES 4H8/5ML;25HB/5MLn N 88687
OIRROSONE > ADO > BROHAHATE

B scHERINO 59 0.052 N 17691 > ADD > A; INATLIPHARH NF8/BARRE 4N8/5ML;25He/5NLn N 88688
/ELA”XEE~QA UEAA, PP/ 4€54€5 I 4€5 4€5

PeD. EEEINS/ /A, JUE/SA, LI2SI-E/SA, I/ N,. A73957/

BETAMETHASONE vALERATE (RAGE 3-22) ITI I T 111 1

' PPPoeb4€). NP2D N,Nd'. RELA%0A, SE). A“EA, LI

CREAM; TOPICé€ce /UIA%0I1A A%0A%0A%IJIRS/ 021875119 417124319

BETATREX P° _ 4€5%

/A©A+/ AEA, VAEE. LAEE/EiKrEIIA+N/ E '[1512 '"MSE /N'EEEEE/

AB SAVAGE LABS/BYK-GLDN Eg_g;12 BASE N 18862

vALNAc /BUERA%:NOREHINE'HY DROOHEORIO A %o/(PASE 3-26)

Ag NNE LABORATORIES 59 0.12 BASEn N 70050 I IT

/A"NJEEIAEJ-A%0AY. INJEEITA“II/

OINTNENT; TOPIcAL - /BUPRE X/ITT111

4€Peb N"Bu /NOEHAEIl DPDDoe/DoeD /A%oli A-EHE. EASA%0/IIL! N,. A"15.415A7/

A@ NMC LABORATORIES EQ 0.12 BASE! N 70051



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '84 A FEBRUARY 4€°85 4
BUTABARBITAL SODIUM (PAGE 3-26) CAPTOPRIL (PAGE 3-31)

ELIXIR; ORAL TABLET; ORAL

P'NN"P° a6 N‘N'N'D %N CAPoTEN

BUTABARBITAL SCDIUM ER SQUIBB AND SONS 12.5MGR N18343

CALCITONIN (PAGE 3-27) CAPTOPRILA—~ HYDROCHLOROTHIAZIDE (PAGE 3-31)
INJECTABLE; INJECTION TABLET; ORAL

CI'A fA%0A fAA%A" 46NN, DYN« 'mfmxfs/n'/ N,'D N/ 4€cemm 25'3€ce

1 4671 465 1,1 4€7 4€5 ER D-N%:D»D2D? AND soNs asnsnsnsn N 18709

NP N,N€. PHARH/ PoeDee. ma: ANUS/YIM MA™149# CAPOZIDE 25/25

ARMOUR PHARM 200 ITU/ML N 17769 ER SQUIBB AND SONS 25MGA §25MGI N 18709

400 IU/VIAL N 17497 CAPOZIDE 50/15

ER SQUIBB AND SONS 50MGA§15MG! N 18709

CAPOZIDE 50/25

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDES SODIUM ER SQUIBB AND SONS 50MGA §25MGI N 18709
CHLORIDEA- SODIUM LACTATE (PAGE 3-28)

SOLUTION; INTRAPERITONEAL CARBACHOL (PAGE 3-31)

DELFLEX NI DEXTROSE 1.52 IN PLASTIC CONTAINER

N+ DE LMED 25 . 7mo/100ML; 1 . scm/1 00ML; /SA,jIA%fA™ A, xA—~/AYlidA+A¢s' ISPHAHAJIHIN
15.2MG/100MLS 567HG/100ML; INJECTABLES INJECTIONV

392NG/100ML! N 18883

DELFLEX NI DEXTRCSE 2.52 IN PLASTIC CONTAINER

A1 DELMED 25.7H5/100HL;2.56M/100ML; CEFORANIDE (PAGE 3-33)
15.2NG/100ML;567NG/100ML;

392MG/100MLB N 18883 INJECTABLE; INJECTION

DELFLEX WI DEXTROSE 4.252 IN PLASTIC CONTAINER PRECEF

Al DELMED 25.7MG/IOOML:4.25GM/100ML; .. BRISTOL LABS/B-M 500MG/VIAL! N 62579
15.2MG/100ML;567MG/100ML; - IGM/VIAL! N 62579

392NG/100MLH N 18883 2GM/VIAL! N 62579

DELFLEX NI DEXTROSE 1.52 LCN MAENESIUH IH PLASTIC CONTAINER IOGM/VIAL! N 62579
AI DELMED 25.7MG/100ML;1.SGM/100MLA§ 20GM/VIALI N 62579
5.08H5/I00NLA—538NG/100NL;

448N8/100ML! N 18883

DELFLEX NI DEXTROSE 2.52 LON HAGHA"SIUH IN PLASTIC CONTAINER CEFOXITIN SODIUM; DEXTROSE (PAGE 3-33)
AI DELMED 25.7MG/100MLA~2.SGN/100NL;

5.08HS/100HL;538MG/100ML; INJECTABLE; INJECTION

448NG/100HL! N 18883 MEFOXIN IN DEXTROSE 52 IN PLASTIC CONTAINER

DELFLEX NI DEXTROSE 4.252 LCN NAGHA"STUM IN PLASTIC CONTAINER MS&D/MERCK EQ P*P¥%D %Dy BASE/ML;SOMG/ML! N 50581
AI DELMED 25.7HG/100HL;4.258M/100HL; EQ 40HC BASE/ML;SOMG/ML! N 50581
5.08H5/100NLA—538MG/100ML;

448NG/100MLA , N 18883

CEFOXITIN SODIUMi SODIUM CHLORIDE (PAGE 3-33)

CALCIUM GLUCEPTATE (PAGE 3-30) INJECTABLE; INJECTION

I MEFOXIN IN SODIUN CHLORIDE 0.92 IN PLASTIC CONTAINER

INJECTABLE; INJECTION MS&D/MERCK EQ 20MG BASE/ML;9HG/MLH N 50581

CALCIUM GLUCEPTATE EQ 40MG BASE/ML:9MG/MLH N 50581

/D~ 738.7L. A‘A%BAAAAAABN. SiS/l /NfA [i455/
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '84 A FEBRUARY '85 7
DEXTROMETHORPHAN HYDROBROMIDE; PROMETHAZINE HY DROCHLORIDE
(PAGE 3-57)

SYRUPA§ ORAL

PHENERGAN N/ OEXTROMETHORPHAN

NYETH LABS/AMHO 15MG/5ML;6.25MG/SML

PRONETH B/ DEXTROMETHORPHAN

NATL PHARM MFG/BARRE 15MG/5ML;6.25MG/SMLI
PROMETHAZIRE DM

BAY LABORATORIES

v

L

I

15MG/SMLA§6.25MG/SMLn

DEXTROSE (PAGE 3-57)

INJECTABLE; INJECTION

DEXTROSE 502 IN PLASTIC CONTAINER

ABBOTT LABORATORIES 3DGM/100MLn

TRAVENOL LABS 3GSM/100ML

DEXTROSE 38.52 IN PLASTIC CONTAINER

ABBOTT LABORATORIES 38.5CM/100MLI

DEXTROSE 602 IN PLASTIC CONTAINER

ABBOTT LABORATORIES A“OGM/IOOMLI

IE 1A¢

1A¢

DEXTROSEi HEPARIN SODIUM (PAGE 3-58)

INJECTABLE; INJECTION

HEPARIN SODIUM 10,000 UNITS IN DEXTROSE 52

722

A5 ABBOTT LABORATORIES SGM/100MLIIOyOOO UNITS/I00ML! N
HEPARIN SODIUN 1000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER

A5 AM MCGAN/AM HOSP

SGM/100ML;200 UNITS/IOOMLH N

HEPARIN SODIUM 12,500 UNITS IN DEXTROSE 52

ABBOTT LABORATORIES SGM/100ML955000 UNITS/I00ML! N
HEPARIN SCDIUM 2000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER

A5 AM MCGAN/AM HOSP

SGM/IOOML;ZOO UNITS/100ML! N

HEPARIN SCDIUM 25,000 UNITS IN DEXTROSE SZ

1A¢

ABBOTT LABORATORIES 5GM/100ML;10A ;000 UNITS/I00ML! N
HEPARIN SODIUM 5000 UNITS AND DEXTROSE SZ IN PLASTIC
CONTAINER

AM MEGAN/AM HOSP

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
PHOSPHATE, DIBASIC; SODIUM ACETATE (PAGE 3-58)
INJECTABLEA§ INJECTION

ISOLYTE P N/ DEXTROSE 52 IN PLASTIC CONTAINER
5GM/100ML;31Ms/100ML;130MG/100ML;
26MG/100MLA-320MG/100MLH

AM MCGAN/AM HOSP

11265

88762

88864

19345

17521

18923

19346

18911

19130

18911

19130

18911

SGM/100ML919000 UNITS/100ML! N 19130

POTASSIUM

N

19025

DEXTROSEE THEOPHYLLINE (PAGE 3-62)

INJECTABLE; INJECTION

THEOPHYLLINE AND DEXTROSE 52 IN PLASTIC CONTAINER
A9 TRAVENoL LABS 58H/100ML;40M8/100ML N 18649

A9 55DY4/100D1;60D 4N/100D 51 N 18649

A9 56DY4/100D51;160D;,8/100D Y21 N 18649

A9 58DY4/100D,1;200D;,8/100D Y41 N 18649

A9 58Dce/100D Y41:400D 145/100D Y41 N 18649

THEOPHYLLINE 0.042 ANO DEXTROSE 52 IH PLASTIC CONTAINER
A9 AM McGAN/AM HOSP 58N/100HL;40MG/100NLn N 19083
THEOPHYLLINE 0.082 ANO OEXTRERE 52 In PLASTIC CONTAINER
99 AM MCeAN/AM HOSP 58N/100MLA-80N8/100MLn N 19083
THEOPHYLLINE 0.162 ANO nEXTROSE E2 In PLASTIC OONTAIHER
A9 AM MEGAN/AM HOSP 5A§A§ A IgggA:160NS/100MLB N 19083
THEOPHYLLINE 0.22 ANO OEXTROSE 52 IN PLASTIC CONTAINER
A9 AM Mc8AWAM HOSP 55N/100ML:200MB/100MLn N 19212
TPEOENYLLIRE 0.42 ANO DEXTROSE 52 IH PLASTIC CONTAINER
99 AM Mc8AN/AM HOSP 58M/100ML;400N5/100nLu N 19212
THEOPHYLLINE IN DEXTROSE 52 IH PLASTIC CONTAINER

99 ABBOTT LABORATORIES 58N/100ML4ON8/100MIn N 19211
99 58DY4/100D%1:80D 8/100D 141D, N 19211

99 58D /100D, 1;160D48/100D 41D, N 19211

99 58M/100ML:200M5/100MLn N 19211

99 SGM/IODMLS400ONG/IOOHLH N 19211

DICYCLOMINE HYDROCHLORIDE (PAGE 3-64)

CAPSULE; ORAL

BENTYL

MERRELL DON/DON CHEM IOMGM N 07409

INJECTABLE; INJECTION

BENTYL

MERRELL Dow/DON CHEM 10MB/MLM N 08370

SYRUP; ORAL

BENTYL

MERRELL DON/DON CHEM IOMG/5MLn N 07961

TABLET; ORAL

BENTYL

MERRELL DON/Dow CHEM D*P¥B DN+ N 07409
DIETHYLPROPION HYDROCHLORIDE (PAGE 3-65)

TABLET; ORAL

DIETHYLPROPION HCL

AA LEMMON 25Ms! N 88642



NNENNCU%P<§

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6/ AUGUST
DIHYDROERGOTAMINE MESYLATE; HEPARIN SODIUM; LIDOCAINE
HYDROCHLORIDE (PAGE 3-66)

INJECTABLE; INJECTION

EMBOLEX

SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2;500 UNITS/0.5ML;
5.33MG/0.5MLI

0.5MG/0.7ML;5,000

7.46MG0.7MLH

DISOPYRAMIDE PHOSPHATE (PAGE 3-68)
CAPSULE; ORAL

DISOPYRAMIDE PHOSPHATE

AQ BIOCRAFT LABS EQ 100MG BASE!

ABEQ 150MG B*'Db—b-!

HCRPACE

AB SEARLE PHARMS EQ 100MGBASE

ABEQ I50MGBASE

DISULFIRAM (PAGE 3-68)

TABLET; ORAL

DISULFIRAM

BX PAR PHARMA CEUTICAL 250MG!

BX 500MG!

DIVALPROEX SODIUM (PAGE 3-69)

TABLET; ENTERIC COATED; ORAL

DEPAKOTE

ABBOTT LABORATORIES EQ 125MGBASE!
DOXYCYCLINE HYCLATE (PAGE 3-70)

CAPSULE; ORAL

DCXY-LEMMON

AQLEMMON EQ 50M(@ BASE!

DDXYCYCLINE HYCLATE

AQPAR PHARMACEUTICAL ED*'D7BaeD* D*'AD—D-!
AQ SUPERPHARM EQ 50MG BASE!

ABEQ IOOMGBASE!

AB WEST-HARD EQ B*Obxb* B’BPb—D-D,
'AQZENITH LABORATORIES EQ 5S0MGD*AD—D*!
ABEQ 100MGBASEI

TABLET; ORAL

DOXYCYCLIHE HYCLATE

SUPERPHARM

ZENITH LABORATORIES

E 100MG BASE!

EIOOMGBASE!

(AclAa

UNITS/0.7ML;

N

62505
a€°84 A FEBRUARY '35 8

DOXYLAMINE SUCCINATE (PAGE 3-70)
TABLET; ORAL

DECAPRYN

AA MERRELL DON/DON CHEM 25MG N 06412
AA QUANTUM PHARMICS 25MB! N 88603
EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72)
INJECTABLE; INJECTION

LIGNOSPAN FORTE

DEPROCO

LIGNOSPAN STANDARD

DEPROCO

EQ0.02MGB*AD—Bw/"1;22! N 88389

EQ 0.01MG BASE/ML;22H N 88390
ERYTHROMYCIN (PAGE 3-73)

OINTMENT; TOPICAL

AKNE-MYCIN

HERMAL PHARM LABS 22! N 50584
SOLUTION; TOPICAL

SANSAC

ATCHEN LABS/DERM PRODS gli N 62522
SHAB; TOPICAL

ERYCETTE

ORTHO PHARMACEUTICAL 22! N 50594
ESTROGENS! CONJUGATED (PAGE 3-76)
TABLET; ORAL

CONJUGATED ESTROGENS

BS ZENITH LABORATORIES 0.3MG! N 88569
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-78)
TABLET; ORAL-21

/PA%NDLA %N/

DEMULEN 1/50-21

TABLET; ORAL-28

AAA AAVAA, AR AT

DEMULEN 1/50-28

ETHINYL ESTRADIOL; LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-21

TRIPHASIL-21

NYETH LABS/AMHO 0.03MG,0.04MG;0.03MG,
0.05MG,0.075MG0.125MGn N 19192



>ADD >

/

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
ETHINYL ESTRADIOLA- LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-28

TRIPHASILA28

NYETH LABS/AMHO

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE (PAGE 3-79)
TABLET; ORAL-21

/1155534€” RIN. 'A™.5 S/AAY

LOESTRIN 21 1.5/30

FENTANYL CITRATE (PAGE 3-81)
INJECTABLE; INJECTION

FENTANYL CITRATE

92 ABBOTT LABORATORIES EQ 0.05MG BASE/ML!
FLUNISOLIDE (PAGE 3-82)

AEROSOL? INHALATION

BRONALIDE

SYNTEX LABS/SYNTEX 0.025MG/INH!
FLUOCINOLONE ACETONIDE (PAGE 3-82)
CREAM; TOPICAL

FLUQDIHDLOHE 9N€D*N,ND 4105
BAY LABORATORIES- 0.012!
PHARMAFAIR 0.0173

0.0252!

Al

Al

Al

FLunMIn

A DY? IA%EA%AS AT A" A" A A%A%A A AA AW a€e37a€
PA,Ifi. NDj:33

9 /' /1A§3Y

OINTMENT; TOPICAL
EU&€™CSINOLOAAE ACETOHIUE

Al BAY LABORATORIES

D2DY:DuN

HERBERT LABS/ALLERGN 0.0252!

AD¢
Af1!/1115141011.2€™D«5975D®A€151N*155// __/5-
SOLUTION; TOPICAL
FLUTA"FO
9222534€ce
“A¢AATALS/ 65612/

0.03MG,0.04MG,0.03MG;

0.05MG,0.075MG0.125MGn

N 19190

N 19115

N 18340

N 88757

N 88499

N 88506

AT A A%0A" A%oA%0/

/A‘A'BIA“A,BA"/

N 88742

N 87157

NN NN/

INFAY A, AjAY A/

/A«dAVfIACAACI AjAcAsA, APAdACA,AC A, dA; A, dA, A A A+ACAACIA, i, A} A%oA* ACHA? A, A%0/(PAGE 3-85)
LUTEINIZING HORNONE' MENOTROFINS (PAGE 3-118)

NUMBER 6 / AUGUST 4€°84 A FEBRUARY €85

FLUOROURACIL (PAGE 3-83)

INJECTABLE; INJECTION

FLUOROURACIL

SOLOPAK LABORATORIES SOMG/ML!

SOMG/ML!

1AclAn

FUROSEMIDE (PAGE 3-86)

TABLET; ORAL

FUROSEMTOE

AQ CORD LABORATORIES BOMGK

A@ LEDERLE LABS/AM CYAN D—ObD+a€e

Ag PARKE-DAVIS/N-L 80M6!

LASIX

AQ HOECHST-ROUSSEL BOnb*

GENTAMICIN SULFATE (PAGE 3-86)

OINTMENT; TOPICAL

GENTAMICIN SULFATE -

Al B FOUGERA/BYK-GLDN EQ IMG BASE/GMX

91 PHARMADERM/BYK-GLDN EQ IMS BASE/GHB

SOLUTION/DROPS; OPHTHALMIC

GEHQPTIC

Al ALLERGAN PHARMS EQ BMG BASE/ML!

GLUTETHIMIDE (PAGE 3-88)

TABLET; ORAL

GLUTET

/M/ AAAA‘AAA-A". D'D'D7DDDA€ DZDD¥DDDD"

GONADOTROPIN CHORIONIC (PAGE 3-89)

INJECTABLE; INJECTION

CHORICMIC GQHADOTROPIN

CARTER-GLOSAU LABS 27000 UNITS/VIALR

HALCINONIDE (PAGE 3-90)

CREAM; TOPICAL

/A, ARAMA, A%A A,

b

N 88766
N 88767
18569
18415
18419
2222
16273

Dee 62533
N 62534
N 62452
/11.'143583/
De 17016
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DRUG PRODUCT LIST / CUMULATIV

HEPARIN SODIUM (PAGE 3-91)

INJECTABLE; INJECTABLE

E SUPPLEMENT NUMBER 6 / AUGUST '84 A FEBRUARY '85 10

HYDROCHLOROTHIAZIDE (PAGE 3-96)

TABLET; ORAL

ggP-PLUER 10 NYnROOHLOROTNIAZIOE

55 LYPNOMEO 10 B B%1N,55N15N+ N 17651 > A00 > Ag LENMON 25Msn N 88924

HEPARIN LOCK FLUSH > ADD > AB SOMS! N 88923

53 NEN,D*P DD Dub¥% 100 uNTTS/MLn N 17651 55 SUPERPHARM 25H36 N 68827

55 SOLOPAK LABORATORIES 10 UNITS/MLB N 88457 55 50Msn N 88828

-A_P 10 UNTTs/MLn N 88580 55 100D 8D, N 66629

AE 100 UNITS/MLH N 88581

"P+p D" SODIMM

/AA,, ELKINS-SINN/ANROBINS/AA*ddd'A°A,,A*TS/RL /N/IjA, ji/ NYOROCHLOROTNIAZIDE; METOPROLOL TARTRATE (PAGE 3-98)
/_/D"P— 4€7Pi-3N,N...N"D-DY%

/A«A®FfA Omg/TTLN,D NP, TABLET; ORAL

LOPRESSOR B%NN, 50/25

eEIOY/CIBA-EEIGY 25M5;50Msn N 18303

NEPARIN SOOIUM; SOOIUM CHLORTOE (PACE 3-93) LOPRESSOR D%NN, 100/25 D%
GEIGY/CIBA-GEIGY 25MC;100M5n N 18303

INJECTABLE: INJECTION LOPRESSOR B%NN, 100/50

NEPARIN SOOTUM 10,000 UNITS IN SOOIUM CHLORIDE 0.92 CEICY/CIBA-GEIGY 50MC;100MCn N 18303
ABBOTT LABORATORIES 10,000 UNITS/100ML;

900MG/100MLE N 18911

NEPARIN BuNNN...D D% 10,000 D B;N...N,N IN 509106 CMLORTOE 0.452 HYOROCHLOROTHIZIDE; SPIRONOLACTONE (PAGE 3-98)
55 ABBOTT LABORATORIES 10,000 UNITS/100ML;

45 P»3555555D¢ N 18911 TABLET; ORAL

NEPARIN snazvm 12.500 UPTTS IN B?D*N{N...D;D" cHLORInE 0.92 SPIRONOLAOTONE D% NYOROONLOROTNIAzInE A
55 ABBOTT LABORATORIES 5,000 uN1TS/100ML; Ag ASCOT HOSP PHARMS 25M6;25M6n N 88025
900MG/100MLn N 18911

HEPARIN SQDIUM 25,000 UNITS IH STPIUM CHLORIDE 0.92

53 ABBOTT LABORATORIES 5,000 uN1TS/100ML; NYDROCHLOROTHIAZIDE; TIMOLOL MALEATE (PAGE 3-98)
900MB/100MLH N 18911

HEPARIN SCDIUM 5000 UNITS TH SPPTUM CHLCRIDE 0.452 TABLET; ORAL

AP ABBOTT LABORATORIES 100 uN1TS/ML:4.5M6/MLn N 18911 /TIMOLIOE/

TIMOLIDE 10-25

NEXACHLOROPHENE (PAGE 3-94)

NYOROCHLOROTNIAZIDE; TRIAMTERENE (PAGE 3-98)

EMULSION; TOPICAL

Tuscsx TABLET; ORAL

51 xTTRIUM LABS A;Zn N 19055 MAxzIDE

MYLAN PHARMS 50MC;75MCn N 19129

HYORALAZINE NYOROCHLORIDE (PACE 3-95)

NYOROCORTISONE (PAGE 3-99)

TABLET; ORAL

NYORALAZINE HCL CREAM; TOPICAL

55 AMIOE PHARMACEUTICAL 25Men N 66560 NYOROSORTISQNE

55 n soMsn N 66649 51 THAMES PHARMACAL 2.5zn N 88799

55 AsCot HOSP PHARMS 25Nsn N 66310 HY TVNE

55 SoMsn N 66311 [51/ OERMIK/RORER-AMCHEM /0152/ N 80472

> 55 CAMALL 10Msn N 66646

> 55 DD?D YD Nt N 66847 OINTMENT; TOPICAL

>55-.. 50MB: N 66648 511535

>-55 *3€=P¥ 100Msn N 88849 /A©A™/ OERMIK/RORER-AMCNEM /A3AAA°/ N 60474

55 SUPERPHARM 10Msn N 66787

55 D*PP VPNt N 66788

55 D-D¥%b %P N 66769
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HYDROCORTISONE (PAGE 3-99)

POWDER; FOR RX COMPOUNDING

H-OORT

/AA/ TPAFRXAA%X AIAA%A“RA, AA“RIA%:S/iAA, A /AAY]AYAYAY/
99 TORCH LABORATORIES looz N 87834
HYOROCORTISONE ACETATE (PAGE 3-102)
/AA%RASALAAAAPAA¢AL/

A%oP A~ AsA“A, A/

/#EA%0ASA¢A¢ARNRI A¢KAPHARAS/A™A+/ /A‘AARA%0SA/
HYDROCORTISONE ACETATEA- PRAMOXINE HYDROCHLORIDE (PAGE 3-103)
AEROSOL; TOPICAL

EPIFOAM

REEDA¢CARNRICK PHARMS 12312 4€2N 86457
D'P£D7D+D7D D-D7DD+D¢P1A21D7D+ (PAGE 3-104)
TABLET; ORAL

HYDROFLUMETHIAZIDE

AQ CHELSEA LABORATORIES D‘OP D! N 88528
HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)
TABLET; ORAL

RESERPINE AND HYDROFLUMETHIAZIDE

BP ZENITH LABORATORIES 50MG;0.125MGn N 88932
HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)
TABLET; ORAL

HYDROXYZINE HCL

99 PUREPAC/KALIPHARMA 10M88 N 88120

99 B*P*PY%NDY N 88121

99 2P b PN N 88122

A9 SUPERPHARM 10Msn N 88794

A9 zsnsn N 88795

99 D2Pub PNt N 88796

IBUPROEEN (PAGE 3-106)

TABLET; ORAL

RuPEH

>99 BOOTS PHARMACEUTICAL aooMen N 70083
> A9 D-D¥D¥%D YD b N 70088

1%|%]|Z

IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)
TABLET; ORAL

S.AFRAHINE

pe

AA¢AY |A%A%A, E~A AfAARAAARIES/ AidA, A
465 J a€°A'l

D/./ h/

99 sKaF LABORATORIES 10M@

99 25M8

BP B-D¥%D %Py

INDOMETHACIN (PAGE 3-108)

CAPSULE; ORAL

b

A9 PAR PHARMACEUTICAL zsMsn

A9 soMsn

A9 PARKE-OAVIS/N-L asMen

99 B-D¥%D %Dy

SUPPOSITORY; RECTA

INOOCIN

M580 RES LABS/MERCK P -D¥%D %D
INDOMETHACIN SODIUM TRIHYDRATE (PAGE 3-108)
INJECTABLE; INJECTION

INDOCIN LV.

MS&D/MERCK EQ 1MG BASE/VIAL!
IODOHIPPURATE SODIUM, 1-123 (PAGE 3-109)
INJECTABLE; INJECTION

NEPHROFLON

MEDI-PHYSICS IMCIAMLI

ISOETHARINE MESYLATE (PAGE 3-110)
AEROSOL; INHALATION

ORONKOMETER U €%
/DDDA“D~iIADS/$D¢D+Da€°A” N$//9a€261D ™/

BN BREON LABS/STERLING 0.38MG/INH
ISOETHARINE MESYLATE

BN NATL PHARM MEG/BARRE 0.34MG/INHn
KANAMYCIN SULFATE (PAGE 3-112)
INJECTABLE; INJECTION

KAHTREX

BRISTOL LABS/B-M EQ 75MG BASE/2ML!

EQ 50013 D’PP—D+2DxlD’

EQ 16M BASE/BML!

11

18829

18829

18806

18806

727277

N 17814

N 18878

Pee 18289

/NfiAjAYAY A/

N 12339

Pee 87858

P 62564

P 62564

Dee 62564
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DRUGPRODUCT LIST | CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '84 A FEBRUARY '85
METHICILLIN SODIUM (PAGE 3-127)

OA%%3 A%aA%AAN

45/ /A AcAjAcA, uAYS/sTAfim/m NBYBYE? N

Ay /36"

J
INJECTABLE;
INJECTION

METHOTREXATE SODIUM (PAGE 3-128)

P
INJECTABLE;

MA%XATE

BRISTOL

MEXATE-AQ

INJECTION

LABSBM

DEDA9IAY

NiNN, BB, DN, Nf
EQ250MGBASE/VIALAE

BRISTOL CARIB/B-M/PR EQ 25MG BASE/MLB
METHYCLOTHIAZIOE (PAGE 3-129)

Ag

Ag
METRONIDAZOLE (PAGE 3-133)
1A~

D
1A¢ 1A01An 1Acl Al AdlA¢
1A¢

TABLET; ORAL
METHYCLOTH

IAZIDE

CHELSEA LABORATORIES 2.5MG!
INJECTABLE;

INJECTION
METROHIDAZ
LYPHOMED

METRYL IV

LEMMON

TABLET; ORAL

OLE

NETRPA'IDAZOLE

PAR PHARMACEUTICAL
SIDMAK LABORATORIES
SUPERPHA

METRYL

LEMMON

METRYL 500

LEMHON

RM

500MG'100ML!
ACACAVACAIGAA A
MICONAZOLE NITRATE (PAGE 3-134)
SUPPOSITORY;

MONISTAT 3

VAGINAL

‘ORTHO PHARMACEUTICAL ZOOMGB
22222222

86358

88760

88750

88724

70071

70042

70040

70039

70027

70033

70008

70009

70035

70044

18888

MORPHINE SULFATE (PAGE 3-135)
INJECTABLE; INJECTION
DURAMORPH PF

ELKINS- SINN'AHROBINS 0.5SMGML!
IMGML!

NAFCILLIN SODIUM (PAGE 3-135)
INJECT ABLE; INJECTION

HAFCIL
Al BRISTOL LABSB-M EQ 10GM BASE/VIAL!
D

_5 BEECHAM LABSBEECHAM EQ I0GM BASE/VIAL
NALBUPHINE HYDROCHLORIDE (PAGE 3-136)
INJECTABLE; INJECTION

NUBAIN

DUPONT PHARMSDUPONT D‘D‘/D'/D/D%N(EDL
NALTREXONE HYDROCHLORIDE (PAGE 3-136)
TABLEIRfORAL

- TREXAN

DUPONT PHARMSDUPONT soMsn

NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137)
SOLUTION'DROPS; OPHTHALMIC

STATROL

'ALCON LABORATORIES EQ 3.5MG BASE/ML;
16,250 UNITSML!

NOMIFENSINE MALEATE (PAGE 3-140)
‘CAPSULE; ORAL

MERITAL

HOECHST-ROUSSEL 25MC!

D DYDY/

'NOREPINEPHRINE BITARTRATE (PAGE 3-140)
INJECTABLE; INJECTION

LEVOPHED

/A%aA%6A"AYA, fLABSSIRLINA¢/A%A, fA A A¢FA, A, SA%JAY
NINTHROP-BREON/STERL EQ IMG BASE/ML

13

N 18565

N 18565

N 62527

N61999

N 18024

N18932

'N62339

N 18224

N 18224

A 1675873/

NO7513



DRUG PRODUCTLIST/ CUMULATIVE SUPPLEMENTNUMBER 6/ AUGUST'84 A FEBRUARY '85 14
NYSTATIN (PAGE 3-141)

SUSPENSION; ORAL

NYSTATIN

AABAY LABORATORIES 1002000 UNITS/MLn

AAPHARMAFAIR 1002000 UNITS/ML!

TABLET; ORAL

NYSTATIN

QUANTUM PHARMICS

I

5001000 UNITS!

OXTRIPHYLLINE (PAGE 3-143)

ELIXIR; ORAL

CHOLEDYL

AAPARKE-DAVIS/N-L 100MG/5MLI

OYTRIPHYLLINE

ABAY LABORATORIES 100MG/5ML

OXYPHENBUTAZONE (PAGE 3-143)

TABLET; ORAL

OXYPHENTUTAZONE

AQ BOLAR PHARMACEUTICAL 100MG!

TANDEARIL

AB GEIGY/CIBA-GEIGY 100MG

PENTAMIDINE ISETHIONATE TRAGE 3-148)

INJECTABLE; INJECTION

PENTAM 300

LYPHOMEO SooMG/vIALn

PENTOXIFYLLINE (PAGE 3-149)

TABLET, CONTROLLEO RELEASE; ORAL

TRENTAL

HOECHSTzROUSSEL 400MG!

PHENTERMINE HYDROCHLORIDE (PAGE 3-151)

CAPSULE; ORAL

PHENTERMINE HCL

AAPHARM BASICS P—ODD-!

62512

62541

62525

09268

88243

88399

12542

19264

18631

88797

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIOE
(PAGE 3-153)

SYRUP; ORAL

P PYDP+-DD-D§PD—b VC

AANYETH LABS/AMHO

PRCMA%TH VC PLAIN

NATL PHARM MFG/BARRE 5MG/5ML:6.25MG/SMLH N
PRPNETNAZINE VC PLAIN

BAY LABORATORIES

5SMG/5ML;6.25MG/5ML N

1A¢

I
5SMG/5ML;6.25MG/SMLH N

PHENYTOIN SODIUM (PAGE 3-153)
INJECTABLE; INJECTION

PHENYTOIN SODIUM

55 SOLOPAK LABORATORIES P ‘OnD /"D*I N
55 soms/MLn N

55 sOMC/MLn N

PNENYTOIN SOOIuM, EXTENDEO (PAGE 3-153)
CAPSULE; ORAL

OILANTIN

55 PARKE-DAVIS/N-L looMs N

EXTEROEO RNENYTOIN B-D¥%bD %N, D¥%D Y
55 BOLAR PHARMACEUTICAL IouMsn N
PILOCARPINE HYOROCHLORIDE (PAGE 3-154)
GEL; oPNTmALMIC

PILOPINE NS

ALCON LABORATORIES 4Z N
POLYETHYLENE GLYCOL 3350i POTASSIUM CHLORIDEE SOOIUM
BICARBONATE; SODIUM CHLORIDEE SODIUM SULFATE (PAGE 3-155)
PONDER FOR RECONSTITUTION; ORAL
COLYTE

EDLAN PREPARATIONS IZOGM/PACKET;1.49GM/PACKET;
3.36GM/PACKET;2.92GM/PACKET;
11.36CM/PACKETH N
227.1GM/PACKET2.0ZGM/PACKET;
6.3A’GM/PACKET;5.53GM/PACKET;
21.5GM/PACKETA§! N
360CM/PACKET54.47GM/PACKET;
10.0SGM/PACKETSB.76CM/PACKET;
34,08CM/PACKETU N

08604

88761

88897

88519

88520

88521

84349

88711

18796

18983

18983

18983



DRUG PRODUCTLIST/ CUMULATIVE SUPPLEMENTNUMBER 6 / AUGUST'84 AFEBRUARY
POTASSIUM CHLORIDE (PAGE 3-156)

INJECTABLE; INJECTION

POTASSIUM OHLORIDE IN PLASTIC CONTAINER

AE INVENEXLABS/LIFE

1

A
PREDNISOLONE (PAGE 3-159)
TABLET; ORAL
PREDNISOLONE
BXSUPERPHARM

ZMEQMLM
DDY/DLD,

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM(PAGE 3-160)
'OINTMENT; OPHTHALMIC

PREOEULEAIR
'AIPHARMAFAIR
VASOOIOZH

‘Al COOPERVISION PHARMS
PREDNISONE (PAGE 3-161)
SOLUTION; ORAL
PREDNISONE

ROXANE LABORATORIES
PREDNISONE INTENSOL

by
DYDYy
PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)
TABLET,
PROCAINAHIDE HCL
CCONTROLLED RELEASE;
ol

RAL
Ag BOLAR PHARMACEUTICAL asoMsn
Ag PDYDYDVBUN

Ag750Hsn

PROOAHSR

/AYC PARKE-OAVIS'H-L /SOOMO/
Ag SOOMG

A@250Ms

PROCHLORPERAZINE EDISYLATE (PAGE 3-164)
CCONCENTRATE;

SYRUP;

ORAL

FRCSNLCRPERAIIHE EDISYLATE

BAY LABORATORIES

ORAL

PROCHLORPERAZINE EDISYLATE

BAY LABORATORIES

EQIOMG BASE/MLI€

EQSMG BASE/SMLi€ae

PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)
SYRUP; ORAL

A A YHACTHIi AHA%d

PRGMETHAZIHE PLAIN

PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)

AA
CAPSULE;
Ol

RAL
PRCFOXYPHEHE HOL.
LEMMON 65MGH
PROTAMINE SULFATE (PAGE 3-168]
PSEUDOEPHEDRINE HYDROCHLORIDE:
(PAGE 3-169)
I

;

1

IKJE

SYRUP;

TABLET,

INJECTABLE; INJECTION

PROTAMINE SULFATE
UPJOHN

30MG/SML: 125MG/SMLR
TRIFROLIOIHE HCL AND PSEUUSEFHAY%ORINE HSL
PHARMAFAIR

ORAL

ALLEREEQ

30MG/SMLARI 25KG/SMLR

PRIVATE FORMULATIONS 60MG:2.5MG!
TRILITRPH

NENTRON PHARMS

TRIFROLIDIME HCL AND PSEUHQF
SUPERPHARMG60HS;

ZENITH LABORATORIES 6 (GA-
QUINIDINE SULFATE (PAGE 3-170)
TABLET,

ORAL 4™

CIN-QUIA%N

pY

2
60MGAS2.SMGAY
(ERRINE HSL
SMGH

2.

ROHELL LABORATORIES /AJACAHAC/
D'PPB«

15

N88598

NB8597

N8S61S

NO7413

TRIPROLIDINE HYDROCHLORIDE
N88474

N8§s4l

N88860

N88515

N88578

Ngs273

/NARARAYS/
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST
“THOXAZOLE; TRIMETHOPRIM (PACE 3-183)

“TABLET; ORAL
SULPAHETHRPRIM
99 PAR PHARMACEUTICAL 400VGASSOMVSn
EHLPAHETHOTRTH-DS
99 PAR PHARMACEUTICAL 800MB; 180Msn
SULPANETHOXAIOLE D° TRIMETHOPRIH
99 HEATHER DRUG QOOHSA~BOHSn
99 BOOMG:180MC
SULFAHETHOXAZOLE AHB TRIHETHOPRIH
99 BARR LABORATORIES QOOMG:BOMSH
EULPABETHOXAROLE AHB TRIHETBOPRIH DOUBLE STRENGTH

BARR LABORATORIES DD %iND 2D : INED /4D V4D Nt
Teeee THEHLPA 'S

CHELSEA LABORATORIES Db YD YD Vi y: 1 NGED V4D Vb N

TegHETHISULPA 5
A9 CHELSEA LABORATORIES 400M6S:80MGn
‘TERBUTALINE SULFATE (PAGE 3-157)
AEROSOL: INHALATION

BRETHAIRE

GEIGY/CIBA-GEIGY 0.2MG/INH!
THEOPHYLLINE (PAGE 3-190)
CAPSULE; ORAL
SOMSPHYLLIN-T
BP ASONS I00MGH

MGH

250MGB
CAPSULE, CONTROLLED RELEASE; ORAL
ELIXOPHYLLIN SR
RLEX/SCHERING 125MG!
BCD—DDIDPD,
BI

0-BID
WILLIAM H RORER SOMGK
I00MGA.

BCD—DDDYD—D|
SOMS!

THEO-24
BC SEARLE/SEARLE PHARMS 200MG
BC300MG

THEOPHYL-SR
BC MCNEIL PHARM 125MGB.
BC250MGA,,

2727

n

m
2m22m 0
18762

"84 A FEBRUARY '85
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ADDENDUM
DESI PENDING LIST A 'EXEMPT' (COURT ORDER) CATEGORY 19
CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 - FEBRUARY '85
/DN DD+D'D+N,N'D 'N‘D'D'$3€76161145€ D+D'D'D'D+N‘ND'D'D'D'D'D'D A€ DYDD™DD D ID*DD™6D D/ /AAnA A, AjAAYdAYA jigheA, AsAA, JA A A A, A ACQdA[ A jA VA A, FAVAA'POEIA“ AOICA/
YIRBOOAEEIPEEOLI€™E LAsA«A~AjAOA+dAc'rA«A|ACArd fA*sA'A,vAsAscA™dA JACA, AOA/ /LIAOIHAHIOE"PA A, AsA+ACA dif A+fA, AsA” A+A-A+A+A"rAA, A jdACrA"dA, A+ A%, RIBAPLAVIHA |/
/9313: IRP'rA*A,RA’OTEOEIORA'RA OPEA,, 1" PrA3A«AirA,fA«'A«AA1|A-A"A,,Al /ITAEZABIRE )TP\OOLLOA E, -A, A+A-A+a€™dAAviA+A[ A, ArZZA, jAE™MA™ TAHIA' A%/
/THIAfOITA%,'E PROCHE RIOEA'VITA fmrA fA' TAAIH A%o/(PASE A02) :PAGE A02)
/TAJA%0A¢AA, A%oLA%:TINJA%CAIA“N/ (SEE SPECIAL NOTE B.)
/ALA VA AT AEPA AA™ A, ARA™ A/~ 4€5 AESAES AES AESAES A€5 /INJA%0A%0AA, BIA%oA FAINIA%oA¢ AIA¢N/
/ASSY.A*HA, RHAA¢EDAATA¢A, L/ /A%AYHA%0 YIAAAY A%0,AY AeA+S/VA ACKA-ACAA, AVA™A,S/VAA, LT/ /A ASLATATAAAcIN~A, ASASIAIVA%0/ AE3A€S 4€S AESAES A€5
AA®gA¢geAfAkighrAjAtggAgAAA-A;ga€7A, A, NSAATALA /ABA%RAA.LA,A%AA%AAAA%IA%S/AACA [ 2gg AR g ARA ; A%oASA%0GA%0A%0A%0AASA" A" AA%0A%0A%0A%0A%0A%0ASAL.
ABBARBER@BRABA/ BRAB-BIBARRA"BPA€™
UTB/10m ' " 4€” A€™MA'TAAAA/ N'N,D°N,/D*D P% "a€ ' N,N...N"D*D-/
/ASO ABId'AOIA, A;'BidfA-A, A'dYAHA ddA;ALAM-R"OIRPAITHEROL{/ /AACdA, A, Ajid AjA vAD'AjidA«iA, A AAALA A A, FA, ACA,dA, "NdAA® AsHAHIdLA'PYRIOORIHA %,/
/ER "OdfdiA*uAA«A~Az€™ LiA-"AiAJiA,A'rA-ADA«i ATIOE'PT.I00 IR / /rAsA, A, ACA tAdA+xrA«ARAEMTIROPEAUIHA TA%AAHIHL'HTDROORIERI (PAGE A(2)
frAs dAjvidRIdAsi .,OPCA fRIH'PH.IPHA T EBIIUHA; TBITHITA%o/ (SEE SPECIAL NOTE B.)
/rAsBROOBLAEAOEATA ™1 A;BIH'AS'AV:A«-:BIH'/(PASE A02)
(SEE SPECIAL NOTE B.) /THA%0A%0A%0A%0A%0A%0A%0A%0A%0AINIA%0A¢ AIRN/
/INJA%0A¢AASALA%0SAINTA%0A¢ATRN/ /HA, A-AeA+AnA, A-AYAYVTA, AYAYHE/ /SA A, G/AGA AYATA AY/A AT A A G/A AYIA, AY A+Ac/A, i
A° /DD”DED”ISPA ™2/, .. . .4€% . .. IAYHP/HLAfSHG/HLAfSHG/A+ /NFA, A*AYAA™/
€N'N,D N, 3€ 5i5525688ISAARAGAAGTAARABAL AA¢AA ARAAIAAGE™ 88808058/
NG 2] N""N N.N<D*D°; ;DIPYD, "N,DP*N,N..DND»D"DD NP DY BYD°D-DVN/D D°N'D YD, P 'D°P*P 4D N'D V2D PN
/A%HS/VIALA, NG/ATTALA 2€™ /A”AYA, A‘LAfSHGHLAfS GA, A7/ f AY
JATAFATAYAR i INFAPAAYAY/ - Af ALAY §,
265D /A AJTA T As"AJA ,A,,dA AA, AcA, JAAH AeddtwdA,jA, AOA'A,AxA, AdAA” A-A A0/
/A;A§OtRBA*A“AA*Ad{'A{IdTAA, A§'OYA, NOOEBA, LAFAA‘A'EA%RPAHTHEHOLAE™/ /'t OEI AcitlA¢'il fAsfA\AtA'TA, ] ATirEHTAROOHLORAULA'A%ASTAA, AA“AAA
/TRFOCAEOIEEROIA'P'LAO'AOAOA'TAA fOI AjA” EA"PTRIDORIUE/ /MITATAA' AGE™\ITA fFII (PAGE A03)
ATTRA+A«HEORIA, A"A'RIEOELKVIA“PRISPHAf '8-1IBH5' TRIABITEA' AVTAHIA,/ (SEE SPECIAL NOTE B.)
/AfYTPABE A02)
(SEE SPECIAL NOTE B.)
/INJA%0A%0AAA%IEA fAIA JA%0A, AA"RN/
/INJ5A¢AA,,A%0A£A§AAINJA%uA¢AIA“N/
ARA%VAPHA,RA, A, A¢ A%ASAIA¢A, L/ 1SQA,G/AJA,AjSA GA LAA™ALA,G/A,iA,SA,A%/A,,
L
L. /iPG/A,LA,SA,G/ASLA A AAfA D/AAA™A,A AT AYA, il
/A, SCRATHRA%PAPHA,BA,S/ /A" AYA,AC/A+AnA, AV A, A, AYA+G/A A, RISADGA,/MLA,/ /A, JSA, G/ML/ /NfA,AYACAY A/
AAS"A” AGAGAARAGAT AASAABHA ABR-WMAE 45593€™DDD'D DD+5869524643€?-DD—D D™D Ca€e
/BAgidxnvAif """ N,N...N...D?P'D-N/ O 72.0.4€x"I0AY A+1~fA®A1'87A, A®T N,N/N'D DY
IAAA A A A A AR ACA AA] TIA,jAAA, TdddA, JA, AHA HA'OERPANTEITduA +A*fiA3/ DIPYRIDAHOLE (PAGE A04)
733353? a€P%N'D NP, si 'Amman _ 4D NNDY%ND Y a€DY% AcumAr i/
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(SEE SPECIAL NOTE B.) > ADD > SIDMAK LABORATORIES 25MG N 88683
>ADD > D‘OPeb* N 88684
IA"NA%ESAAA%0AA%0A%0A ] ASNIAY%0AEATA“N/ > A00 > TSMB N 88385
AlIPA%OHA"R/ /A A, A‘G/HLAA,AYA, A" ACA,G/A,jA, A A, A, A”A, AC/A,iT
AAnA,,AnA@AA@A«A-A-A@A-A@aemmA*A*A«A;A«A\?A;A®A*A«A©AuAVfA*A-MA*A«Aw
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DESI PENDING LIST A 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '84 A FEBRUARY '85
N"P°N"D°P°D¥; 'mmm/1 PAeE A05)

(ALL PRODUCTS A SEE SPECIAL NOTE B.)
/AABA'A%0AAfARR JV/

' ff

4€™A~ ARACA®AAfARA ™ AnAY AnifA—~AcAcA«sA®/ NN,
/TA;dA;A3A, Ajtd AO'OINITRATE/(PAGE A05)

(ALL PRODUCTS A SEE SPECIAL NOTE B.)
/AABA'A%0AIA'SASBLTA‘GASA,JI/

SA, fA«fA;A"iE/MA‘TARA, A A%o/

D"DPDPD." DP7PPRAEPYPR®DPD P« PyPeb/
JAA%0ZHATARNAHPASIA%0AS.'FEiA%0ASA%0iAASHAL/
JIAEAYdARAT'A, AA"As-'S//A;AYA, AC/

NITROGLYCERIN (PAGE AD?)

/ 4€0e155331155. ifANA®AA+A, JIJ1A%lA '"KA L'A%0A,,SA%ol' . A€ PePD>
TALL PROOUCTS A SEE SPECIAL NOTE b2)

/AA, A%JLA%L' AMNAMLIA%0A'A%0A%0JTIA%0ASA%0A'TSRAIT/
(ALL PRODUCTS A SEE SPECIAL NOTE B.)

INfASA®ACAYA;/

N,.'575.45/

N,.'AYAYACA;AY/
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ADDENDUM DI DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
bzDb; September 24, 1984, the President signed into law 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 FD A make publicly available a list 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;

2) the application number and approval date for each drug product

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, (APDP) and its monthly supplements will be used to
saA~isTy This 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 listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:

() Anew 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 aBETication.



(2)

(3)

(4)

(5)

A new drug application approved after 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 new drug application.

Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval of the original application, except that
such an application may be submitted after four years if it
contains a certification that a patent claiming the drug is
invalid or will not be infringed by the product for which
approval is sought.

A new drug application approved after September 24, 71984,
for a drug product involving an active ingredient

(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original application.

A supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval
of the original supplement. '

A new drug application (or supplement to a new drug
application) approved during the period from

January 1, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for two years from September 24, 1984.

Google



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 sponsors 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 antibjotic, 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 Appendix D of the APDP will
enable firms to determine whether in vitro and/or in vivo
bioavailability/bioequivalence study data must be TncTuded with their ANDA
submissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence 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 bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the list of
such drugs is provided under TABLE I); 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
bioequivalence. Manufacturers of drug products formulated in dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.

A-3
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Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of

reasons. The new law requires information to.show that the proposed ANDA drug
product is bioequivalent to the listed drug. Therefore, new applications for
drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in vivo study as a condition
for approval under the new Act. . i :

Togita1s

In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of pre-1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products -
initially approved after 1962, including "paper. NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through-a
bioequivalence study in order to be approved and evaluated as therapeutically
equivalent. L '

The new Act requires applicants to demonstrate.the bioequivalence of their
topical drug product to the Tisted drug as one:of the requirements for ANDA
approval. This is the same policy that is presently being used in the '
“paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical -
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT Topical products unless a waiver or in vitro alternatives can
be justified by the applicant. - : o

OTC Drug Products Eligible for Abbreviated New Drug Applications

Previous editions of the APDP excluded OTC drug products, because the main
purpose of that publication was to provide information to states regarding
FDAs recommendation as to which generic prescription drug products were
acceptable candidates for drug product selection. With the passage of the
Drug Price Competition and Patent Term Restoration Act of 1984, the Agency now
has the responsibility to publish an up-to-date Tist of all marketed drug
products, OTC as well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved OTC drug products in
the market place. This situation occurs as a result of the Agency's current
OTC compliance policy which allows the marketing of various unapproved OTC
drug products pending the effective date of the applicable final OTC
monograph. The OTC products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.
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NDA's Approved by the Office of Biological Research and Review Not Previously
FuEIisﬁes in the APDP

A1l products accepted and approved under Section 505 of the Act as NDAs by the
0ffice of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). 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 patents that FDA regards as covered by the statutory
provisions for submission of patent information are those on the active
ingredient or ingredients, or use patents for a particular indication or
method of using the product. The Agency will not publish patents relating to
chemical intermediates, methods of manufacturing, excipients or formulations.
TABLE IV contains patent numbers and expiration dates and, for drug products
gpprgved after 1982, the date of approval and application number as required
y the Act.

Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should now amend their applications with the
appropriate patent certification statement.

TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-1 & A-2 of the Addendum for an
explanation of exclusivity). :

FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information for new
approvals. The exclusivity information column in TABLES II-IV designates the
date on which the exclusivity ends and the basis for the exclusivity through
the use of codes as explained on pages A-6 and A-7.

FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the Tist will be published in subsequent supplements.
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TABLE 1. LIST OF DRUG PRODUCTS WHICH MUST DA§MONSTRATA§ IN VIVO
BIOAVAILABILITY ONLY IF PRODUCT FAILS T0O ACHIEVE ADEQUATE DISSQLUTION
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

CAPSULE OR TABLET; ORAL
|6D7-|6D‘MD*; I60A|65MG; D*DzMD*
ACETAMINOPHEN: ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
32D‘MD°; 32D‘MD*; D‘DzMb°
ACETAMINOPHEN: ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

I60A|6D ‘MG; I60AI6D‘MG; D*DzMD*; 40MG
ACETAMINOPHEN: ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
32D‘MD*; 32D‘MD¢; D*DzMD*; 40MD*
ACETAMINOPHEN: BUTALBITAL
CAPSULE OR TABLET; ORAL

32D D‘DsMPB*

650; DD2Mb*

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE

CAPSULE OR TABLET; ORAL

325MD¢; DDzMD*; 40Mb*

6D‘DzMDP*; D‘D7Deb*: 4DzMDP°
PxeD§P*DebsD PDLD-D-|P«D+
TABLET; ORAL

I00OMG

2D7D7MD*

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

32D D‘DsMb*

6D0; D*DsMb*

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
32D‘MD¢; D‘D7MP*; 40MD*;
6D‘DsMD*; D‘DsMD¢; 40Mb*:

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL

160MG; 32MD*; 2D7DMP*

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET; ORAL

IA-OMG; 32MD*; 2D7D2MP*; |6MD*
ASPIRIN; CARISOPRODOL

TABLET; ORAL

32D‘MD*; 2D7DIMD*

ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE

32D‘MDP*: 2D7D2MDP¢; IOMG

ASPIRIN; MEPROBAMATE

TABLET; ORAL

32D‘Mb*: 2b7DsMb*

ASPIRIN; METHOCARBAMOL
TABLET; ORAL

32D‘MD*: 2D7DMD*
CHLOROTHIAZIDE

TABLET; ORAL

2D‘OMb*

ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL

Dz4MD*; 2D7D7MD*

D24MD*; 400D D"

HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL

IOMG

2PD‘MG

D‘DszMb*

I00OMG






MNEH.OWDW GNW WBNM W CWREMWRWMREAW W W DMHKMMMA SAW WHWNNMMHHM
ACTIVE INGREDIENT S
STRENGTH 5
ACETAMINOPHEN

120MG
ACETAMINOPHEN
650MG
ACETAMINOPHEN

120MG

ACETAMINOPHEN

120MG

ACETAMINOPHEN

650MG

ACETAMINOPHEN
650MG
ACETAMINOPHEN
120MG

ALUMINUM HYDROXIDE: MAGNESIUM
TRISILICATE

BOMG: 20MG

ALUMINUM HYDROXIDE: MAGNESIUM
TRISILICATE

160MG. 40MG
BROMPHENIRAMINE MALEATE
SMG
BROMPHENIRAMINE MALEATE
IZMG

CHLORHEXIDINE GLUCONATE
0.5%

CHLORHEXIDINE GLUCONATE
05%

TRADENAME

PYOD—A B FRM' TE
NEOPAP

(SUPPOSITORY: RECTAL)
TYLENOL

(SUPPOSITORY: RECTAL)
TYLENOL

(SUPPOSITORY: RECTAL)
ACEPHEN

(SUPPOSITORY: RECTAL)
ACEPHEN

(SUPPOSITORY: RECTAL)
ACETAMINOPHEN
(SUPPOSITORY: RECTAL)
ACETAMINOPHEN
(SUPPOSITORY: RECTAL)
GAVISCON

(TABLET, CHEWABLE: ORAL)
GAVISCON-Z

(TABLET, CHEWABLE ORAL)
DIMETANE

(TABLET, CONTROLLED
RELEASE: ORAL)
DIMETANE

(TABLET, CONTROLLED
RELEASE; ORAL)
HIBITANE

(TINCTURE: TOPICAL)
HIBISTAT

(SOLUTION: TOPICAL)
APPLIANT NAME
HEBCON PHARMS/ALCON
MCNEIL LABORATORIES
MOCNEIL LABORATORIES
GAND W LABORATORIES
GAND W LABORATORIES
UPSHER-SMITH LABS
UPSHER-SMITH LABS
MARION LABORATORIES
MARION LABORATORIES
AH ROBINS

AHROBINS
ICIAMERICAS
ICIAMERICAS

11

NDAN.

APP VAL DATE

16401

11-07-68

17-756

05-26-76

17-756

05-26-76

18-060

02-09-78

18-060

02-09-78

18-337

04-22-80

18-337

09-12-83

18-685

12:09-83

18-685

12-09-83

10-799

06-10-83

10-799

06-10-83

18-049

12-18-78

18-300

05-23-80

EXCLUSIVITY

EXP. DATE

NP

09-24-86

NP

09-24-86

RTO

09-24-86

RTO

09-24-86
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TABLEIL

ACTIVE INGREDIENTISI TRADE NAME
STRENGTHISI
CHLORPHENIRAMINE MALEATE:
PHENYLPROPANOLAMINE
HYDROCHLORIDE

8MG: 7SMG
CHLORPHENIRAMINE MALEATE:
PSEUDOEPHEDRINE SULFATE
8MG: 120MG
CHLORPHENIRAMINE POLISTIREX:
PHENYLPROPANOLAMINE POLISTIREX
EO 4MGMALEATE/SML:

EO 37.5MGHCL/SML
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
ZMG: 60MG
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
6MG: 120MG
DEXBROMPHENIRAMINE MALEATE:
PSEUDOEPHEDRINE SULFATE
6MG: 120MG
DEXTROMETHORPHAN RESIN COMPLEX
EO 30MG HBR/SML
DIPHENHYDRAMINE HYDROCHLORIDE
125MG/SML

DOXYLAMINE SUCCINATE
25MG

IBUPROFEN

ZOOMG

IBUPROFEN

Z00MG

IDOSAGE FORM; ROUTE)
PHENYLPROPANOLAMINE HCL
W/ CHLORPHENIRAMINE
MALEATE

(CAPSULE, CONTROLLED
RELEASE: ORAL)
CHLOR-TRIMETON

(TABLET, CONTROLLED
RELEASE: ORAL)

CORSYM

(SYRUP: ORAL)

DISOPHROL

(TABLET: ORAL)

DRIXORAL

(TABLET, CONTROLLED
RELEASE: ORAL)

DISOPHROL

(TABLET, CONTROLLED
RELEASE: ORAL)

DELSYM

(SUSPENSION, CONTROLLED
RELEASE: ORAL)

BENYLIN

(SYRUP: ORAL)

UNISOM

(TABLET: ORAL)

ADVIL

(TABLET: ORAL)

NUPRIN

(TABLET: ORAL)

APPLICANT NAME

CENTRAL PHARMS

SCHERING

PENNWALT PHARM

SCHERING

SCHERING

SCHERING

PENNHALT PHARM

PFIZER

WHITEHALL LABS/AMHO
UPJOHN MANUFACTURING

13

T DR GPROD CT NHI H URRENTLY RE IREAPPROVED APPLIATI NS AS A CONDITI N OF MARKETING
NDA NO. PATENT N,

APPROVAL DATE EXP. DATE
18-809

05-07-84

18-397

03-31-81

18-050

01-04-84

12-304

06-03-60

13483

09-13-82

13-483

09-13-82

18-658

10-08-82

06-514

08-07-81

18-066

10-06-78

18-989 3385886

05-18-84 05-28-85

19-012 3385886

05-18-84 05-28-85

EXCLUSIVITY

EXP. DATE

NDF

09-24-86

RTO

09-24-86

09-24-86
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE IN REDIENT S
STREN TH S

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION,
ISOPHANE, PURIFIED HUMAN
100 UNITS/ML
NONOXYNOL-9

TGM

POTASSIUM IODIDE
130MG

POTASSIUM IODIDE
IGM/ML

POTASSIUM IODIDE
130MG
PSEUDOEPHEDRINE HYDROCHLORIDE
120MG
PSEUDOEPHEDRINE HYDROCHLORIDE:
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML: 1.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE:
TRIPROLIDINE HYDROCHLORIDE
60MG: 2.5MG

TRADE NAME

DO AGE FORM'R TE
REGULAR ILETIN II
(INJECTABLE: INJECTION)
INSULIN NORDISK QUICK
(PORK)
(INJECTABLE:INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE: INJECTION)
ACTRAPID

(INJECTABLE: INJECTION)
NOVOLIN N
(INJECTABLE: INJECTION)
TODAY-

(SPONGE: VAGINAL)
THYRO-BLOCK

(TABLET: ORAL)
POTASSIUM IODIDE
(SOLUTION: ORAL)

I0SAT

(TABLET: ORAL)
SUDAFED S.A.

(CAPSULE. CONTROLLED
RELEASE: ORAL)
ACTIFED

(SYRUP: ORAL)

ACTIFED

(TABLET: ORAL)
APPLICANTNAME
ELILILLY

NORDISK INSULIN LABS
ELI LILLY

SOUIBB-NOVO

NOVO INDUSTRI A/S

VLI CORPORATION
WALLACE LABS/C-W
ROXANE LABORATORIES
ANBEX

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
A7

EXCLUSIVITY

EXP. DATE

NDANO. PATENTNO.
APPROVAL DATE EXP. DATE
18-478

06-12-80

18-193

01-16-80

18-344

12-05-79

18-381

03-17-80

19-065

01-23-85

18-683 NDF

04-01-83 09-24-86

18-307

11-09-79

18-551 NDF

02-19-82 09-24-86

18-664

10-14-82

17-941

01-15-79

11-935 RTO

11-26-82 09-24-86

11-936 RTO .

11-26-82 09-24-86.
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AOTIVE INOREDIENTIS)

STREN TH

AMINO ACIDS: CALCIUM ACETATE:
GLYCERIN: MAGNESIUM ACETATE:
PHOSPHORIC ACID: POTASSIUM CHLORIDE:
SODIUM ACETATE: SODIUM CHLORIDE
3%: 26MG/100ML: 3GM/100ML:
54MG/100ML: 41IMG/100ML:
149MG/100ML: 204MG/100ML:
117MG/100ML

AMINO ACIDS: DEXTROSE

3.5%: 5%

AMINO ACIDS: DEXTROSE
3.5%:25%

AMINO ACIDS: DEXTROSE
4.25%:25%

AMINO ACIDS: MAGNESIUM ACETATE:
PHOSPHORIC ACID: POTASSIUM ACETATE:
SODIUM CHLORIDE

3.5%: 21MG/100ML: 40MG/100ML:
128MG/100ML: 234MG/100ML

AMINO ACIDS: MAGNESIUM ACETATE:
PHOSPHORIC ACID: POTASSIUM ACETATE:
SODIUM CHLORIDE

3.5%: 21MG/100ML: 40MG/100ML:
128MG/100ML: 234MG/100ML
AMINOACETIC ACID

1.5GM/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)
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)
AMINOSYN 3.5% M

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
AMINOSYN 3.5% M

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
AMINOACETIC ACID 1.5%

IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)

IV-5

APPLICANT NAME

AM MCGAw/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES
TRAVENOL LABS

TABLE IV. NDA'S APPROVED FROM 1-1-82 B¢bz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT ANO EXCLUSIVITY INFORMATION
NDA NO.

APP VAL DATE

PATENT NOi

EXP. DATE

18-582

05-08-82

19-120

10-11-84

19-118

10-11-84

19-119

10-11-84

18-804

05-15-84

18-875

08-08-84

18-522

02-19-82

EXCLUSIVITY

EXP. DATE

NC

09-24-86

09-24-86
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TABLE IV,

AMITRIPTYLINE HYDROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
IOMG/ML

AMITRIPTYLINE HYDROCHLORIDE:
CHLORDIAZEPOXIDE

12.5MG; 5SMG

AMITRIPTYLINE HYDROCHLORIDE:
CHLORDIAZEPOXIDE

Z5MG; IOMG

AMITRIPTYLINE HYDROCHLORIDE:
PERPHENAZINE

10MG; 4MG

AMITRIPTYLINE HYDROCHLORIDE:
PERPHENAZINE

ZSMG; ZMG

NDA'S APPROVED FROM 1-1-82 D¢P# 2-28-85 AND NDA'S NTTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRADE NAME

)DOSAGE FORM; ROUTE)

-ELAVIL

(TABLET: ORAL)

ELAVIL

(TABLET: ORAL)

ELAVIL

(TABLET: ORAL)

ELAVIL

(TABLET: ORAL)

ELAVIL

(INJECTABLE: INJECTION)
LIMBITROL

(TABLET: ORAL)

LIMBITROL

(TABLET: ORAL)

ETRAFON A

(TABLET: ORAL)

ETRAFON 2-25

(TABLET: ORAL)

V-7

APPLI ANT NAME

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE

SCHERING

SCHERING

NDA NBz PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
12-703 3384663

04-07-61 05-21-85

3428735

02-18-86

12-703 3384663

10-28-76 05-21-85

3428735

02-18-86

12-703 3384663

10-28-76 05-21-85

3428735

02-18-86

12-703 3384663

09-17-76 05-21-85

3428735

02-18-86

12-704 3384663

04-11-61 05-21-85

3428735

02-18-86

16-949 3384663

12-23-77 05-21-85

4316897

02-23-99

16-949 3384663

12-23-77 05-21-85

4316897

02-23-99

14-713 3384663

12-30-65 05-21-85

14-713 3384663

12-30-65 05-21-85
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IAOLO IV. NDA'S APPROVED FROM T-T-BZ TO 2-28-85 AND NDA'S NITH APPROPRIATE D ATEND¢ ANDY EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S

ASPIRIN: CAFFEINE:
PROPOXYPHENE HYDROCHLORIDE
389MG: 32.4MG; 65MG
ASPIRIN: CARISOPRODOL
325MG: 200MG

ASPIRIN: CARISOPRODOL:
CODEINE PHOSPHATE
325MG: Z0OOMG: 16MG
ASPIRIN: MEPROBAMATE
325MG: 200MG

ASPIRIN: PENTAZOCINE HYDROCHLORIDE
325MG: EO 12.5MG BASE
ATENOLOL

50MG

AIENOLOL

100MC

ATENOLOL: CHLORTHALIDONE
TOOMG: 25MG

TRADE NAME
DAEFRM R TE
DARVON COMPOUND-65
(CAPSULE: ORAL)

SOMA COMPOUND
(TABLET: ORAL)

SOMA COMPOUND W/ CODEINE
(TABLET: ORAL)
EOUAGESIC

(TABLET: ORAL)

TALWIN COMPOUND
(TABLET: ORAL)
TENORMIN

(TABLET: ORAL)
TENORMIN

(TABLET: ORAL)
TENORETIC 100
(TABLET: ORAL)
APPLICANT NAME

ELI LILLY INDSTRS/PR
WALLACE PHARMS/C-W
WALLACE PHARMS/C-W
WYETH LABS/AMHO
WINTHROP LABS/STERL
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
PO

APPROVAL DATE

10-996

03-08-83

12-365

07-11-83

12-366

07-11-83

11-702

12-29-83

16-891

11-12-75

18-240

08-19-81

18-240

08-19-81

18-760

06-08-84

D ATD+ND¢ NO.

EXD . DATE

4105659

08-08-95

3663607

05-16-89

3934032

01-20-93

3836671

09-17-91

366360773€™

05-16-89

3934032

D%1-20-93

3836671

09-17-91

3663607

05-16-89

3934032

01-20-93

3836671

09-17-91

EXCLUSIVITY

EXP. DATE

NC

09-24-86



TABLE IV,
ACTIVE INGREDIENT S
STRENGTHIS)

ATENOLOL: CHLORTHALIDONE
50MG; ZSMG
ATRACURIUM BESYLATE
10MG/ML

LATROPINE SULFATE: DIFENOXIN HYDROCHLORIDE
0.025MG: 0.5MG
ATROPINE SULFATE: DIFENOXIN HYDROCHLORIDE
0.025MG: IMG

AZATADINE MALEATE
IMG

AZATADINE MALEATE:
PSEUDOEPHEDRINE SULFATE
IMG: IZOMG

BACLOFEN

IOMG

BACLOFEN

20MG
BENDROFLUMETHIAZIDE
25MG
BENDROFLUMETHIAZIDE
5MG
BENDROFLUMETHIAZIDE
10MG

TRADE NAME

DOSAGE FORMI ROUTE
TENORETIC 50

(TABLET: ORAL)
TRACRIUM

(INJECTABLE: INJECTION)
MOTOFEN HALF-STRENGTH
(TABLET: ORAL)
MOTOFEN

(TABLET: ORAL)
OPTIMINE

(TABLET: ORAL)
TRINALIN

(TABLET, CONTROLLED
RELEASE: ORAL)
LIORESAL

(TABLET: ORAL)
LIORESAL DS

(TABLET: ORAL)
NATURETIN-2.5

(TABLET: ORAL)
NATURETIN-S

(TABLET: ORAL)
NATURETIN-TO

(TABLET: ORAL)

V-1l

APPLICANTNAM

&

STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

ER SOUIBB AND SONS

ER SOUIBB AND SONS

ER SOUIBB AND SONS

NDANO. PATENTNO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DAD¢E

18-760 3663607 NC

06-08-84 05-16-89 09-24-86

3934032

01-20-93

3836671

09-17-91

18-831 4179507 NCE

11-23-83 12-18-96 11-23-93

17-744 3646207

07-14-78 02-28-89

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 NC

03-23-82 12-31-85 09-24-86

3717647

02-20-90

17-851 3471548

11-22-77 10-07-86

17-851 3471548 N'S

01-20-82 10-07-86 09-24-86

12-164 3392168

12-07-59 07-09-85

12-164 3392168

12-07-59 07-09-85

12-164 3392168

03-29-77 07-09-85

NDA'S APPROVED FROM 1-1-82 D¢D#2-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION



TABLE IV, NDA'S APPROVED FROM 1-1-82 D0 2-28-85 ANDZ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INOREDIENT)A §)
STRENGTHIS)
BENDROFLUMETHIAZIDE: NADOLOL
5MG: 40MG
BENDROFLUMETHIAZIDE: NADOLOL
5MG: 80MG

BENTIROMIDE

500MG/7.5ML

BETAMETHASONE

0.6MG

BETAMETHASONE

0.6MG/SML

BETAMETHASONE

02%

BETAMETHASONEACETATE:
BETAMETHASONE SODIUM PHOSPHATE
3MGML: EO 3MGBASE/ML
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

b

DOSAGE FORM' ROUTE

CORZIDE

(TABLET: ORAL)

CORZIDE

(TABLET: ORAL)

CHYMEX

(SOLUTION: ORAL)

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)

APPLIANT NAME

ER SOUIBBAND SONS

ER SOUIBBAND SONS

ADRIA LABORATORIES

SCHERING

SCHERING

SCHERING

SCHERING

SCHERING
PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

NDA NO.

APPROVAL DATE

18-647
05-25-83
18366
12:29-83
12:657
04-17-61
14215
04-18-64
14762
04-10-64
14-602
03-03-65
18741
07-27-83
19-136
06-26-84
19-137
06-26-84
19-138
06-26-84
PATENT NO.
EXP. DATE
3982021
09-21-93
3935267
01-27-93
3982021
092193
3935267
01-27-93
3801562
04-02-91
3745212
07-10-90
3485854
122386
3485854
12:23-86
3485854
12:23-86
3485854
12:23-86
EXCLUSIVITY
PP
NC
09-24-86
NC
09-24-86
NCE
12:29-93



TABLEIV.

AOTIVE INGREDIENTIS)
STRENGTH S
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.1% BASE
BETAMETHASONE DIPROPIONATE: CLOTRIMAZOLE
EO 0.05% BASE: 1%
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
E00.1% BASE

TRADE NAME

YDOSAGE FORM; ROUTE)
BETAMETHASONE DIPROPIONATE
(OINTMENT: TOPICAL)
BETAMETHASONE DIPROPIONATE
(OINTMENT: TOPICAL)
ALPHATREX

(OINTMENT: TOPICAL)
DIPROSONE

(CREAM: TOPICAL)
DIPROSONE

(OINTMENT: TOPICAL)
DIPROSONE

(LOTION: TOPICAL)
DIPROSONE

(AEROSOL: TOPICAL)
LOTRISONE

(CREAM: TOPICAL)

BETA-VAL

(CREAM: TOPICAL)
BETADERM

(CREAM: TOPICAL)
BETAMETHASONE VALERATE
. (CREAM: TOPICAL)
BETAMETHASONE VALERATE
(CREAM: TOPICAL)

IV-13

APPLICANT NAME
PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

SCHERING

SCHERING

LEMMON

TJ ROACO
PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN
NDYA NO.

APPR VAL DATE

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

17-781

02-01-77

17-829

05-24-77

18-827

07-10-84

18-642

03-24-83

18-839

06-30-83

18-860

08-31-83

18-861

08-31-83

NDAAE'S APPROVED FROM 1-1-82 D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE

D

09-24-86

D

09-24-86

Dl

09-24-86

Dl

09-24-86

3660577 NC

05-02-89 09-24-86

3705172

12-05-89

4298604

11-03-98

3839573

10-01-91
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢ 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTHIS)
BROMODIPHENHYDRAMINE HYDROCHLORIDE:
CODEINE PHOSPHATE

12.5MG/5ML: 10MG/5ML

BROMPHENIR AMINE MALEATE:
CODEINE PHOSPHATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML: IOMG/SML: 12.5MG/5ML
BROMPHENIR AMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE:
PSEUDOEPHEDRINE HYDROCHLORIDE
ZMG/SML: IOMG/SML: SOMS/SML
BROMPHENIR AMINE MALEATE:
DEXTROMETHORPHAN HYDROBROMIDE:
PSEUDOEPHEDRINE HYDROCHLORIDE
ZMG/SML: IOMG/5ML: 30MG/5ML
BROMPHENIR AMINE MALEATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE
12MG; 75MG

BROMPHENIR AMINE MALEATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE
4MG/5ML: 25MG/5ML

BUMETANIDE

IMG

BUMETANIDE

0.5MG

BUMETANIDE

0.25MG/ML

TRADE NAME

DOSAGE FORMa€™ ROUTE

AMBENYL

(SYRUP: ORAL)

DIMETANE-DC

(SYRUP: ORAL)

DIMETANE-DX

(SYRUP: ORAL)

DIMETANE-DX

(SYRUP: ORAL)

DIMETAPP

(TABLET, CONTROLLED

RELEASE: ORAL)

ELIXIR DIMETAPP

(ELIXIR: ORAL)

BUMEX

(TABLET: ORAL)

BUMEX

(TABLET: ORAL)

BUMEX

(INJECTABLE: INJECTION)

IV-15

APPLICANT NAME

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

AH ROBINS

AH ROBINS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
09-319

01-10-84

11-694

03-29-84

11-694

03-29-84

T

19-279

08-24-84

12-436

04-02-84

13-087

03-29-84

18-225 3534583 NCE

02-28-83 01-11-89 02-28-93

3806534

04-23-91

10-225 3634583 NCE

02-28-83 01-11-89 02-28-93

3005534

04-23-91

18-226 3634583 NCD-

02-28-83 01-11-39 02-28-93

3806534

04-23 91
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TABLE IV. NDA'S APPROVED FROM 1-1-OZ D¢D#2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CALCITRIOL

0.5 UGM

CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM ACETATE:

SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML: SGM/100ML: 30MG/100ML:
74MG/100ML: 640MG/100ML: 500MG/100ML:
74MG/100ML

CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE:

SODIUM ACETATE: SODIUM CHLORIDE
STUMG/T00ML: 30GM/100ML: 200MG/100ML:
9.ZGM/100ML: 9.6GM/100ML

CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE

SIOMG/T00ML: 50GM/100ML: ZDOMG/T00ML:
9.2GM/100ML: 9.6GM/100ML

CALCIUM CHLORIDE: DEXTROSE:
MAGNESTUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE

510MG/100ML: 30GM/100ML: 200MG/100ML2
9.4GM/100ML: [IGM/100ML

CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE

510MG/100ML: 50GM/100ML: 200MG/100ML:
9.4GM/100ML: IGM/TOOML

TRADE NAME

YDOSAGE FORM; ROUTE)

ROCALTROL

(CAPSULE: ORAL)

ISOLYTE E W/ DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DIALYTE CONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
DIALYTE CONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
DIALYTE CONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
DIALYTE CONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)

V17

APPLICANT NAME

HOFFMANN-LA

AM MCGAW/AM

AM MEGAW/AM

AM MCG AW/AM

AM MCGAW/AM

AM MCGAW/AM

ROCHE

HOSP

HOSP

HOSP

HOSP

HOSP

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-044 3697559

08-17-78 10-10-89

4391802

07-05-00

4341774

07-27-99

4225596

09-30-97

18-269

01-17-83

18-807

08-26-83

18-807

08-26-83

18-807

08-26-83

18-807

08-26-83



TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢Dz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE:

SODIUM CHLORIDE: SODIUM LACTATE
25.7MG/100ML: 1.5GM/100ML:
15.2MG/100ML: 567MG/100ML: 392MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE:

SODIUM CHLORIDE: SODIUM LACTATE
25.7MG/100ML: 2.5GM/100ML:
15.2MG/100ML: 567MG/100ML: 392MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE:

SODIUM CHLORIDE: SODIUM LACTATE
25.7MG/100ML: 4.25GM/100ML:
15.2MG/100ML: 567MG/100ML: 392MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: 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: 2.56M/100ML:

5.08MG/100ML: 538MG/100ML: 448MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM CHLORIDE:
SODIUM LACTATE

25.7MG/100ML: 4.25GM/100ML:
5.08MG/100ML: 538MG/100ML: 448MG/100ML
15.2MG/100ML: 567MG/100ML: 392MG/100ML
TRADE NAME

)J)DOSAGE FORM; ROUTE)

DELFLEX

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
DELFLEX

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
DELFLEX

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)
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 MAGNESIUM

IN PLASTIC CONTAINER

(SOLUTION: INTRAPERITONEAL)

IV-18

APPLICANT NAME

DELMED

DELMED

DELMED

DELMED

DELMED

DELMED

PATENT NO.

EXP. DATE

NDA NO.

APPROVAL DATE

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

EXCLUSIVITY
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TABLE IV.NDA'S APPROVED FROM 1-1-82 D¢0 2-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CALCIUM CHLORIDE: MAGNESIUM CHLORIDE:
POTASSIUM CHLORIDE:

SODIUM CHLORIDE

17.6MG/100ML: 325.3MG/100ML:
119.3MG/100ML: 643MG/100ML

CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM ACETATE: SODIUM CHLORIDE
20MG/100ML: 30MG/100ML: 380MG/100ML:
600MG/100ML

CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE

33MG/100ML: 30MG/100ML: 860MG/100ML
CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE

33MG/100ML: 30MG/100ML: 860MG/100ML
CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE

33MG/100ML: 30MG/100ML: 860MG/100ML
CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML: 30MG/100ML:

600MG/100ML: 310MG/100ML

CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML: 30MG/100ML:

600MG/100ML: 310MG/100ML

CALCIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML: 30MG/100ML:
600MG/100ML: 310MG/100ML

b

)DOSAGE FORM; ROUTE)

PLEGISOL

IN PLASTIC CONTAINER

(SOLUTION:

PERFUSION, CARDIAC)

ACETATED RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

RINGER'S

IN PLASTIC CONTAINER

(SOLUTION: IRRIGATION)

RINGERS INJECTION

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

LACTATED RINGER'S

IN PLASTIC CONTAINER

(SOLUTION: IRRIGATION)

LACTATED RINGER'S

IN PLASTIC CONTAINER

(SOLUTION: IRRIGATION)

LACTATED RINGER'S

IN PLASTIC CONTAINER

(SOLUTION: IRRIGATION)
APPLICANTNAME

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP

TRAVENOL LABS

AM MCGAW/AM HOSP

TRAVENOL LABS

1VA20

NDANO.

APPROVAL DATE

PATENTN .

XP. DATE

18-608

02-26-82

18-725

11-29-82

18-495

02-19-82

18-648

02-07-83

18-721

11-09-82

18-494

02-19-82

18-681

12-27-82

18-921

04-03-84

EX LU IVITY

EXP. DATE

NC

09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CALCIUM METRIZOATE: MAGNESIUM METRIZOATE:
MEGLUMINE METRIZOATE: METRIZOATE SODIUM
0.78MG/ML: 0.15MG/ML: 75.9MG/ML: 16.6MG/ML
CALCIUM: MEGLUMINE: METRIZOIC ACID
0.35MG/ML: 140.IMG/ML: 461 8MG/ML
CAPTOPRIL

12.5MG

CAPTOPRIL

25MG

CAPTOPRIL

S0MG

CAPTOPRIL

100MG

CAPTOPRIL: HYDROCHLOROTHIAZIDE
25MG: 15MG

CAPTOPRIL: HYDROCHLOROTHIAZIDE
50MG: 15MG

CAPTOPRIL: HYDROCHLOROTHIAZIDE
50MG; 25MG

TRADE NAME

YDOSAGE FORM; ROUTE)
ISOPAOUE

(INJECTABLE: INJECTION)
ISOPAOUE

(INJECTABLE: INJECTION)
CAPOTEN

(TABLET:

CAPOTEN

(TABLET:

CAPOTEN

(TABLET:

CAPOTEN

(TABLET:

CAPOZIDE

(TABLET:

CAPOZIDE

(TABLET:

CAPOZIDE

(TABLET:

440

280

ORAL)

ORAL)

ORAL)

ORAL)

25/15

ORAL)

5015

ORAL)

50125

ORAL)

v-21

APPLICANT NAME

WINTHROP LABS/STERL
WINTHROP LABS/STERL

ER SOUIBB AND

ER SOUIBB AND

ER SOUIBB AND

ER SOUIBB AND

ER SOUIBB AND

ER SOUIBB AND

ER SOUIBB AND

SONS

SONS

SONS

SONS

SONS

SONS

SONS

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
16-847 3476802

11-17-73 11-04-86

17-506 3476802

04-30-74 11-04-86

18-343 4105776 1-20

01-17-85 08-08-95 09-24-86

0-7

10-12-87

18-343 4105776 1-20

04-06-81 08-08-95 09-24-86

-7

10-12-87

18-343 4105776 120

04-06-81 08-08-95 09-24-86

0-7

10-12-87

18-343 4105776 120

04-06-81 08-08-95 09-24-86

D-7-

10-12-87

18-709 4105776 NC

10-12-84 08-08-95 10-12-87

4217347

08-12-97

18-709 4105776 NC

10-12-84 08-08-95 10-12-87

4217347

08-12-97

18-709 4105776 NC

10-12-84 08-08-95 10-12-87

4217347

08-12-97
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TABLE IV,
ACTIVE INGREDIENTISI
STRENGTHIS)
CARBIDOPA: LEVODOPA
25MG: 100MG
CARBOPROSTTROMETHAMINE
EO 0.25MG BASE/ML
CELLULOSE SODIUM PHOSPHATE
2.5GM/PACKET
CERULETIDE DIETHYLAMINE
0.02MG/ML

CHENODIOL

250MG
CHLORDIAZEPOXIDE
25MG
CHLORDIAZEPOXIDE
5SMG
CHLORDIAZEPOXIDE
IOMG
CHLORDIAZEPOXIDE
30MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
5MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
10MG

TRADE NAME

YDOSAGE FORM; ROUTE)
SINEMET

(TABLET: ORAL)
PROSTIN/15M
(INJECTABLE; INJECTION)
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)

V23

APPLICANTNAME
MS&O/MERCK

UPJOHN

MISSION PHARMACAL
ADRIA LABORATORIES
ROWELL LABORATORIES
ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS
HOFFMANN-LA ROCHE
ROCHE PRODUCTS
ROCHE PRODUCTS
NOALNOI PATENTNDZ EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-555 3462536

05-02-75 08-19-86

3769424

10-30-90

3781415

12-25-90

3830827

08-20-91

RE29892

10-30-90

17-989 3728382

01-09-79 04- 7-90

18-757 NCE

12-28-82 12-28-92

18-296 3472832

12-24-81 10-14-86

18-513 NCE

07-28-83 07-28-93

13-071 4316897

10-31-66 02-23-99

13-071 4316897

10-31-66 02-23-99

13-071 4316897

10-31-66 02-23-99

17-813 4316897 NDF
09-12-83 024€723-99 09-24-86
12-249 4316897

02-24-60 02-23-99

12-249 4316897

02-24-60 02-23-99

NDA'S APPROVED FROM 1-1-82 D¢D#2-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION



TABLE IV.NDA'S APPROVED FROM 1-1-82 TO 2-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTS

STRENGTH)S)

CHLORDIAZEPOXIDE HYDROCHLORIDE
25MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
100MG/AMP

CHLORDIAZEPOXIDE HYDROCHLORIDE:
CLIDINIUM BROMIDE

5MG: 2.5MG

CHLORDIAZEPOXIDE: ESTROGENS, CONJUGATED
5MG: 0.2MG

CHLORDIAZEPOXIDE: ESTROGENS, CONJUGATED
5MG: 0.4MG

CHLORDIAZEPOXIDE: ESTROGENS, CONJUGATED
10MG: 0.4MG

CHLOROXINE

2%

CHLORTHALIDONE: CLONIDINE HYDROCHLORIDE
15MG:; 0.1IMG

CHLORTHALIDONE: CLONIDINE HYDROCHLORIDE
15MG;0.2MG

CHLORTHALIDONE: CLONIDINE HYDROCHLORIDE
15MG: 0.3MG .

CHOLESTYRAMINE

EO 4GM RESIN/PACKET
CHOLESTYRAMINE

EO 4GM RESIN/PACKET
CHYMOPAPAIN

12,500 UNITS/VIAL

TRADE NAME

YDOSAGE FORM; ROUTE)

LIBRIUM

(CAPSULE: ORAL)

LIBRIUM

(INJECTABLE: INJECTION)

LIBRAX

(CAPSULE: ORAL)

MENRIUM 5-2

(TABLET: ORAL)

MENRIUM 5-4

(TABLET: ORAL)

MENRIUM 10-4

(TABLET: ORAL)

CAPITROL

(SHAMPOO: TOPICAL)

COMBIPRES

(TABLET: ORAL)

COMBIPRES

(TABLET: ORAL)

COMBIPRES

(TABLET: ORAL)

OUESTRAN

(POWDER: ORAL)

AcUESTRAN

(POWDER: ORAL)

DISCASE

(INJECTABLE: INJECTION)

1V-24

APPLICANTNAME

ROCHE PRODUCTS

HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE

WESTWOOD PHARMS

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

TRAVENOL LABS

NDANO. PATENTNO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
12-249 4316897

02-24-60 02-23-99

12-301 4316897

07-21-61 02-23-99

12-750 4316897

05-02-61 02-23-99

14-740 4316897

10-27-69 02-23-99

14-740 4316897

10-27-69 02-23-99

14-740 4316897

10-27-69 02-23-99

17-594 3886277

10-19-76 05-27-92

17-503 3454701

08-22-74 07-08-86

17-503 3454701

08-22-74 07-08-86

17-503 3454701

04-10-84 07-08-86

16-019 3383281 1-23

12-06-66 05-18-85 09-24-86

16-640 3383281 1-23

08-03-73 05-18-85 09-24-86

18-625 NCE

01-18-84 11-10-92



TABLE

ACTIVE INGREDIENTIS)
STRENGTHIS)
CHYMOPAPAIN

10,000 UNITS/VIAL
CHYMOPAPAIN

4,000 UNITS/VIAL
CICLOPIROX OLAMINE
1%

CIMETIDINE

200MG

CIMETIDINE

300MG

CIMETIDINE

400MG

CIMETIDINE HYDROCHLORIDE
EO 300MGBASE/SML
CIMETIDINE HYDROCHLORIDE
EO 150MG BASE/ML
CINOXACIN

250MG

CINOXACIN

500MG

TRADENAME

(DOSAGE FORM; ROUTE)
CHYMODIACTIN
(INJECTABLE: INJECTION)
CHYMODIACTIN
(INJECTABLE: INJECTION)
LOPROX

(CREAM: TOPICAL)
TAGAMET

(TABLET: ORAL)
TAGAMET

(TABLET: ORAL)
TAGAMET

(TABLET: ORAL)
TAGAMET

(SOLUTION: ORAL)
TAGAMET

(INJECTABLE: INJECTION)
CINOBAC

(CAPSULE: ORAL)
CINOBAC

(CAPSULE: ORAL)

V25

IIITH APPROPAEAATE PATENT AND EXCLUSIVITY INFORMATION
APPLICANT NAME
SMITH LABORATORIES
SMITH LABORATORIES
HOECHST-ROUSSEL
SK&F LAB

SK&F LAB

SK&F LAB

SK&F LAB

SK&F LAB

ELI LILLY

ELI LILLY

NDA NO.

APPROVAL DATE

18-663

11-10-82

18-663

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
D ATD*ND¢ NO.
B
4439423
03-26-01
4439423
03-26-01
3883545
05-13-92
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
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
EXCLUSIVITY
EXP. DATE
NCE
11-10-92
NCE
11-10-92
NCE
12-30-92
NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT
ACTIVE INGREDIENT S
STRENGTH S
CLONIDINE HYDROCHLORIDE
02MG

CLONIDINE HYDROCHLORIDE
0.3MG
CLORAZEPATE
3.75MG
CLORAZEPATE
7.5MG
CLORAZEPATE
15MG
CLORAZEPATE
22.5MG
CLORAZEPATE
11.25MG
CLORAZEPATE
3.75MG
CLORAZEPATE
7.5MG
CLORAZEPATE
15MG
CLOTRIMAZOLE
1%

DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM
DIPOTASSIUM

b

YDOSAGE FORM; ROUTE)
CATAPRES
(TABLET: ORAL)
CATAPRES
(TABLET: ORAL)
TRANXENE
(CAPSULE: ORAL)
TRANXENE
(CAPSULE: ORAL)
TRANXENE
(CAPSULE: ORAL)
TRANXENE SD
(TABLET: ORAL)
TRANXENE SD
(TABLET: ORAL)
TRANXENE
(TABLET: ORAL)
TRANXENE
(TABLET: ORAL)
TRANXENE
(TABLET: ORAL)
LOTRIMIN
(SOLUTION: TOPICAL)
v-27

APPLICANT NAME
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
SCHERING

un EXCLUSIVITY
PP D%

NDA NPz PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-407 3454701
09-03-74 07-08-86
17-407 3454701
09-20-79 07-08-86
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
03-31-75 06-23-87
17-105 RE28315
08-04-76 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-613 3660577
02-03-75 05-02-89
3705172

12-05-89

3839573

10-01-91
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I00EE1V.
ACTIVE INGREDIENT)S)
STRENGTH S
DANTROLENE SODIUM
25MG

DANTROLENE SODIUM
100MG

DANTROLENE SODIUM
50MG

DANTROLENE SODIUM
20MGVIAL
DEFEROXAMINE MESYLATE
500MG'VIAL
DESIPRAMINE HYDROCHLORIDE
25MG

DESIPRAMINE HYDROCHLORIDE
S0MG

DESIPRAMINE HYDROCHLORIDE
25MG

DESIPRAMINE HYDROCHLORIDE
50MG

DESIPRAMINE HYDROCHLORIDE
75MG

TRADENAME

DOSAGE FORM' ROUTE
DANTRIUM

(CAPSULE: ORAL)
DANTRIUM

(CAPSULE: ORAL)
DANTRIUM

(CAPSULE: ORAL)
DANTRIUM
(INJECTABLE: INJECTION)
DESFERAL MESYLATE
(INJECTABLE: INJECTION)
PERTOFRANE

(CAPSULE: ORAL)
PERTOFRANE

(CAPSULE: ORAL)
NORPRAMIN

(TABLET: ORAL)
NORPRAMIN

(TABLET: ORAL)
NORPRAMIN

(TABLET: ORAL)
N,b;_1A°

APPLICANT NAME
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
CIBA/CIBA-GEIGY
USVLABORATORIES
USVLABORATORIES
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
NDA NO.

APPR VAL DATE

17-443

01-15-74

17-443

01-15-74

17443

10-10-75

18-264

09-18-79

16-267

04-01-68

13-621

12-18-64

13-621

04-10-68

14-399

11-20-64

14-399

01-09-67

14399

03-01-77

NDA'S APPROVED FROM 1-1-82 TO 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.

EXP. DATE

3415821

12-10-85

3415821

12-10-85

3415821

12-10-85

3415821

12-10-85

3471476

10-07-86

3454698

07-08-86

3454554

07-08-86

3454698

07-08-86

3454554

07-08-86

3454698

07-08-86

3454554

07-08-86

3454698

07-08-86

3454554

07-08-86

3454698

07-08-86

3454554

07-08-86

EXCLUSIVITY

EXP. DATE
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TABLEY.
ACTIVE INGREDIENTIS)
STRENGTH S
DEXAMETHASONE
1.5MG
DEXAMETHASONE
4MG
DEXAMETHASONE
10MG/25GM
DEXAMETHASONE
0.04%
DEXAMETHASONE
0.1%
DEXAMETHASONE ACETATE
EO 8MG BASE/ML
DEXAMETHASONE SODIUM PHOSPHATE
EO 0.05% PHOSPHATE
DEXAMETHASONE SODIUM PHOSPHATE
EO 0.1% PHOSPHATE
DEXAMETHASONE SODIUM PHOSPHATE
EO 0.1% PHOSPHATE
TRADE NAME
YDOSAGE FORM; ROUTE)
HEXADROL

(TABLET: ORAL)
HEXADROL

(TABLET: ORAL)
DECASPRAY
(AEROSOL: TOPICAL)
HEXADROL

(CREAM: TOPICAL)
DECADERM

(GEL: TOPICAL)
DECADRON-LA
(INJECTABLE: INJECTION)
DECADRON
(OINTMENT: OPHTHALMIC)
DECADRON

(CREAM: TOPICAL)
DECADRON
(SOLUTION:
OPHTHALMIC, OTIC)
IVA35

APPLICANT NAME
ORGANON/AKZONA
ORGANON/AKZONA
MS&D/MERCK
ORGANON/AKZONA
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK

NDA NPz

APPROVAL DATE
12-675

09-24-65

12-675

07-01-74

12-731

03-29-61

13-304

01-09-67

13-538

05-03-65

16-675

09-06-73

11-977

09-02-59

11-983

08-26-59

11-984

09-23-59

NDA'S APPROVED FROM 1-1-82 D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.

EXP. DATE

RE28369

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85
EXCLUSIVITY

EXP. DATE

]A))
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_AOEE IV. NDA'S APPROVED FROM 1-1-82 10 2-28-85 ANDY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
AOTIVE INOREDIENTIS) TRADE NAME APPLI ANT NAME NDA NO. PATENT N . EX LU IVITY
STRENOTH)S) D A E F RM' UTE APP VAL DATE EXP. DATE EXP. DATE
DEXTROSE DEXTROSE 70% IN PLASTIC TRAVENOL LABS 17-521
70GM/100ML CONTAINER 03-26-82

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 60% ABBOTT LABORATORIES 19-346

60GM/TO0ML IN PLASTIC CONTAINER 01-25-85

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 30% ABBOTT LABORATORIES 19-345

30GM/100ML IN PLASTIC CONTAINER 01-26-85

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 60% IN PLASTIC AM MCGAW/AM HOSP 17-995 3729568
BOGM/100ML CONTAINER 04-27-78 04-24-90

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 60% AM MCGAW/AM HOSP 17-995 3729568
60GM/100ML (INJECTABLE: INJECTION) 09-22-82 04-24-90

DEXTROSE DEXTROSE 70% IN PLASTIC ABBOTT LABORATORIES 18-561
70GM/100ML CONTAINER 03-23-82

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
40GM/100ML CONTAINER 03-23-82

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
50GM/100ML CONTAINER 03-23-82

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
20GM/100ML CONTAINER 03-23-82

(INJECTABLE: INJECTION)

DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923
38.5GM/100ML CONTAINER 09-19-84

(INJECTABLE: INJECTION)

IVA37
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TABLE IV.NDA'S APPROVED FROM 1-1-82 B¢z 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S

DEXTROSE: HEPARIN SODIUM
SGM/100ML: 4,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
SCM/100ML: 5,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
SGM/100ML: 10,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML: 10,000 UNITS/100ML
DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGM/100ML: 800MG/100ML
DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML
DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGM/100ML: 200MG/100ML
DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGM/100ML: 400MG/100ML
TRADE NAME

)DOSAGE FORM; ROUTE)
HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN

PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM

12,500 UNITS

IN DEXTROSE 5%

(INJECTABLE: INJECTION)
HEPARIN SODIUM

10,000 UNITS

IN DEXTROSE 5%

(INJECTABLE: INJECTION)
HEPARIN SODIUM

25,000 UNITS

IN DEXTROSE 5%

(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)
APPLICANT NAME

TRAVENOL LABS

ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

V-39

NDANDz b AD¢DNDb¢ Nbz EXCLUSIVITY
APROVAL DATE EXP. DATE EXP. DATE
18-814 NC

10-31-83 09-24-86

18-911

01-30-85

18-911

01-30-85

18-911

01-30-85

18-388 NS

11-05-82 09-24-86

18-461 NS

02-22-82 09-24-86

18-967 NS

03-30-84 09-24-86

18-967 NS

03-30-84 09-24-86



TABLE IV. NDA4€™S APPROVED FROM 1-1-82 B¢P72-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGM/100ML: 800MG/TOOML
DEXTROSE: MAGNESIUM CHLORIDE:
POTASSIUM CHLORIDE:
POTASSIUM PHOSPHATE DIBASIC:
SODIUM ACETATE

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

DEXTROSE: POTASSIUM CHLORIDE
SGM/100ML: 75MG/100ML
DEXTROSE: POTASSIUM CHLORIDE
SGM/100ML: 150MG/100ML
DEXTROSE: POTASSIUM CHLORIDE
SGM/100ML: 220MG/100ML
DEXTROSE: POTASSIUM CHLORIDE
SGM/100ML: 300MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: POTASSIUM
PHOSPHATE, MONOBASIC: SODIUM CHLORIDE:
SODIUM LACTATE

SGM/100ML: 205MG/100ML: 100MG/100ML:
120MG/100ML: 220MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 150MG/100ML: 450MG/100ML
TRADE NAME

)DOSAGE FORM; ROUTE)
LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)

ISOLYTE P W/

DEXTROSE 5% IN

PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.075%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.15%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.22%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.3%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5% AND ELECTROLYTE
NO 75 IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
10MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
APPLICANTNAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

PATENTNO.

EXP. DATE

NDANO.

APPR VAL DATE

18-967

03-30-84

19-025

12-27-84

18-744

11-09-82

18-744

11-09-82

18-744

11-09-82

18-744

11-09-82

18-840

06-29-83

18-566

02-10-83

EXCLUSIVITY

EXP. DATE

NS

09-24-86



TABLE IV. NDA4€™S APPROVED FROM 1-1-8Z D¢D#2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSI ITY INFORMATION
AOTIVE INOREDIENTIS)

STRENGTH)S)

DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 224MG/100ML: 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 300MG/100ML: 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 150MG/100ML: 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 224MG/100ML: 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 300MG/100ML: 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGM/100ML: 150MG/100ML: 200MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE

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

SGM/100ML: 150MG/100ML: 200MG/100ML

TRADE NAME APPLICANT NAME

YDOSAGE FORM; ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

I5SMEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

ZOMEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

ZOMEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

30MEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

40MEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.2% AND POTASSIUM CHLORIDE

10MEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.2% AND POTASSIUM CHLORIDE

ISMEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.2% AND POTASSIUM CHLORIDE

20MEO IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

V41

NDA NO. PATENT NO.

APP VAL DATE EXP. DATE

18-566

02-10-83

18-566

02-10-83

18-566

02-10-83

18-566

02-10-83

18-566

02-10-83

18-567

02-16-83

18-567

02-16-83

18-567

02-16-83

EXLU IVITY
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TABLE 1V.
ACTIVE INOREDIENT)S)
A§TRENCTH)S)

DEXTROSE: THEOPHYLLINE
SGM/100ML: 200MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML: 400MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML: 400MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML: 400MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML: 80MG/100ML
DEXTROSE: THEOPHYLLINE
5GM/100ML: 160MG/100ML
DEXTROSE: THEOPHYLLINE
5GM/100ML: 200MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML: 400MG/100ML
TRADE NAME

)DOSAGE FORM; ROOTE)
THEOPHYLLINE 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 ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE ANO 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 ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
N,p; P'N

APPLICANT NAME

AM MCGAW/AM HOSP
ABBOTT LABORATORIES

AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABSA€™-
TRAVENOL LABS
TRAVENOL LABS

NDA'S APPROVED FROM 1-1-82 B¢P72-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NDAN . PATENT NO.
APPROVAL DATE EXP. DATE
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

1 8-6491

07-26-82

18-649

07-26-82

18-649

07-26-82

EXL111D¢Y



TABLE IV.

AOTIVE INOREDIENTIS)
STREN TH

DIATRIZOATE

MEGLUMINE

30%

DIATRIZOATE MEGLUMINE:
DIATRIZOATE SODIUM

52%: 8%

DIATRIZOATE MEGLUMINE:
DIATRIZOATE SODIUM

66%: 10%

DIAZEPAM

ZMG

DIAZEPAM

SMG

DIAZEPAM

15MG

DIAZOXIDE

15MG/ML

DICYCLOMINE HYDROCHLORIDE
10MG

DICYCLOMINE HYDROCHLORIDE
20MG

DICYCLOMINE HYDROCHLORIDE
IOMG/ML

b

YDOSAGE FORM; ROUTE)
RENO-M-DIP

(INJECTABLE: INJECTION)
RENOGRAFIN-60
(INJECTABLE; INJECTION)
RENOGRAFIN-76
(INJECTABLE: INJECTION)
VALIUM

(TABLET: ORAL)

VALIUM

(TABLET: ORAL)

VALIUM

(TABLET: ORAL)

VALIUM

(INJECTABLE: INJECTION)
VALRELEASE

(CAPSULE, CONTROLLED
RELEASE: ORAL)
HYPERSTAT

(INJECTABLE: INJECTION)
BENTYL

(CAPSULE: ORAL)

BENTYL

(CAPSULE: ORAL)

BENTYL

(INJECTABLE: INJECTION)
1VA45

APPLIANTNAME

ER SOUIBB AND SONS

ER SOUIBB AND SONS

ER SOUIBB AND SONS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
SCHERING

MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
NDA'S APPROVED FROM I-1A§82 D¢P72-28-85 AND NDA'S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION
NDANDz D AD¢P*ND¢ DDz EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
10-040 1-7: I-8

01-08-60 09-24-86

10-040 1-8

08-29-74 09-24-86

10-040 1-5

10-27-72 09-24-86

13-263 4316897

11-15-63 02-23-99

13-263 4316897

11-15-63 02-23-99

13-263 4316897

11-15-63 02-23-99

16-087 4316897

08-24-66 02-23-99

18-179 4316897

03-12-81 02-23-99

16-996 I-T

01-22-73 09-24-86

07-409

10-15-84

07-409

10-15-84

08-370

10-15-84
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TABLEIV.
ACTIVE INGREDIENT S
STRENGTH S

DILTIAZEM HYDROCHLORIDE
60MG

DINOPROST TROMETHAMINE
EO 5MG BASE/ML
DINOPROSTONE

20MG

DIPIVEFRIN HYDROCHLORIDE
0.1%

DISOPYRAMIDE PHOSPHATE
EO 100MG BASE
DISOPYRAMIDE PHOSPHATE
EO 150MG BASE
DIVALPROEX SODIUM

EO 250MG BASE
DIVALPROEX SODIUM

EO 500MG BASE
DOBUTAMINE HYDROCHLORIDE
EO 250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE
SOMG/ML

TRADE NAME

YDOSAGE FORM; ROUTE)
CARDIZEM

(TABLET: ORAL)

PROSTIN F2 ALPHA
(INJECTABLE: INJECTION)
PROSTIN E2
(SUPPOSITORY: VAGINAL)
PROPINE

(SOLUTION: OPHTHALMIC)
NORPACE CR

(CAPSULE, CONTROLLED
RELEASE: ORAL)

NORPACE CR

(CAPSULE, CONTROLLED
RELEASE: ORAL)
DEPAKOTE

(TABLET, ENTERIC COATED:
ORAL)

DEPAKOTE

(TABLET. ENTERIC COATED:
ORAL)

DOBUTREX

(INJECTABLE: INJECTION)
DOPAMINE HCL
(INJECTABLE: INJECTION)
1V-47

APPLICANT NAME

MARION LABORATORIES
UPJOHN

UPJOHN

A, ALLERGAN PHARMS
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ELI LILLY

ABBOTT LABORATORIES
Do

APPROVAL DATE

18-602

11-05-82

17-434

11-26-73

17-810

08-23-77

18-239

05-02-80

18-655

07-20-82

18-655

07-20-82

18-723

03-10-83

18-723

03-10-83

17-820

07-18-78

18-132

07-09-82

NDA'S APPROVED FROM 1-1-82 D¢D# 2-28-85 ANDY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3562257 NCE

02-09-88 11-05-92

3706789

12-19-89

3778506

12-11-90

3899587

08-12-92

3598858

08-10-88

3839584

10-01-91

3809714

05-07-91

NDF

09-24-86

NDF

09-24-86

NE

09-24-86

NE

09-24-86

3987200

10-19-93
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ACTIVE INGREDIENTIS)
STRENGTH)S)

DOXEPIN HYDROCHLORIDE
EO 10MGBASE/ML
ECONAZOLE NITRATE
1%

ENFLURANE

99.9%

ETIDOCAINE HYDROCHLORIDE
0%

EPINEPHRINE:
0.00SMG/ML:
EPINEPHRINE: ETIDOCAINE HYDROCHLORIDE
0.00SMG/ML: 1%
ETIDOCAINE HYDROCHLORIDE
1.5%

EPINEPHRINE:
0.00SMGML:

ERGOLOID MESYLATES
IMG

ESTROGENS, CONJUGATED
09MG

ETHINYL ESTRADIOL: LEVONORGESTREL
0.03MG: 0.15MG
TRADENAME

YDOSAGE FORM; ROUTE)
SINEOUAN
(CONCENTRATE: ORAL)
SPECTAZOLE

(CREAM: TOPICAL)
ETHRANE

(LIOUID: INHALATION)
DURANEST
(INJECTABLE: INJECTION)
DURANEST
(INJECTABLE: INJECTION)
DURANEST
(INJECTABLE: INJECTION)
HYDERGINELC
(CAPSULE: ORAL)
PREMARIN

(TABLET: ORAL)
NORDETTE-2!

(TABLET: ORAL-21)
APPLICANT NAME
PFIZER LABS/PFIZER
ORTHO PHARMACEUTICAL
ANAOUEST/BOC

ASTRA PHARM PRODS
ASTRA PHARM PRODS
ASTRA PHARM PRODS
SANDOZ PHARMS/SANDOZ
AYERST LABS/AMHO
WYETH LABS/AMHO
V49

po

APPROVAL DATE

17-516

03-11-74

18-751

12-23-82

17-087

08-28-72

17-751

08-30-76

17-751

08-30-76

17-751

08-30-76

18-706

01-18-83

04-782

01-26-84

18-668

05-10-82

3420851

01-07-86

3717655

02-20-90

3839574

10-01-91

3469011

09-23-86

3527813

09-08-87

3862321

01-21-92

3812147

05-21-91

3862321

01-21-92

3812147

05-21-91

3862321

01-21-92

3812147

05-21-91

3666858

05-30-89

3850911

11-2691

3959322

11-2691

EXCLUSIVITY

EXP. DATE

NCE

12-23-92

NDF

09-24-86

NS

09-24-86

NC

09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢0 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT)S)

STRENGTH S

ETHINYL ESTRADIOL: LEVONORGESTREL
0.03MG: 0.15MG

ETHINYL ESTRADIOL: LEVONORGESTREL
0.03MG: 0.05MG

0.04MG: 0.075MG

0.03MG: 0.125MG

ETHINYL ESTRADIOL: LEVONORGESTREL
0.03MG: 0.05MG

0.04MG: 0.075MG

0.03MG: 0.125MG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG: 0.5MG AND IMG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG: 0.5MG AND IMG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG: 0.5MG AND IMG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG: 0.5MG AND IMG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG: 0.5MG, 0.75MG AND IMG
TRADE NAME

)DOSAGE FORM; ROUTE)

NORDETTE-28

(TABLET: ORAL-28)

TRIPHASIL-28

(TABLET: ORAL-28)

TRIPHASIL-2T

(TABLET: ORAL-21)

ORTHO-NOVUM 10/11-21

(TABLET: ORAL-21)

ORTHO-NOVUM 10/11-28

(TABLET: ORAL-28)

TRI-NORINYL 21-DAY

(TABLET: ORAL-21)

TRI-NORINYL 28-DAY

(TABLET: ORAL-28)

ORTHO-NOVUM 7/7/7-21

(TABLET: ORAL-21)

IV-SA»

APPLIANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

SYNTEX (FP)

SYNTEX (FP)

ORTHO PHARMACEUTICAL

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-782 3666858 NC

07-21-82 05-30-89 09-24-86

3850911

11-26-91

3959322

11-26-91

19-190 3666858 NS

11-01-84 05-30-89 11-01-87

3850911

11-26-91

3959322

11-26-91

3957982

05-18-93

19-192 3666858 NS

11-01-84 05-30-89 11-01-87

3850911

11-26-91

3959322

11-26-91

3957982

05-18-93

18-354 0-5

01-11-82 09-24-86

18-354 D-s

01-11-82 09-24-86

18-977 4390531 D-6

04-13-84 06-28-00 09-24-86

18-977 4390531 D-6

04-13-84 06-28-00 09-24-86

18-985 DA3

04-04-84 09-24-86
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TABLEIV. NDA'S APPROVED FROM 1-1-82 B¢Pz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH S

FENTANYL CITRATE

E0 0.0SMG BASE'ML

FENTANYL CITRATE

EO 0.0SMGBASE'ML
FLUNISOLIDE

0.025MG'INH

FLUOCINONIDE

0.05%

FLUOCINONIDE

0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/ML

FLURANDRENOLIDE

0.004MG/'SO CM

FLURAZEPAM HYDROCHLORIDE
ISMG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE

20MG

FUROSEMIDE

TRADENAME
YDOSAGE FORM; ROUTE)
FENTANYL CITRATE
(INJECTABLE: INJECTION)
FENTANYL

(INJECTABLE: INJECTION)
BRONALIDE

(AEROSOL: INHALATION)
LIDEX

(SOLUTION: TOPICAL)
VASODERM

(CREAM: TOPICAL)
PROLIXIN DECANOATE
(INJECTABLE: INJECTION)
PROLIXIN ENANTHATE
(INJECTABLE: INJECTION)
CORDRAN

(TAPE: TOPICAL)
DALMANE

(CAPSULE: ORAL)
DALMANE

(CAPSULE: ORAL)
FUROSEMIDE

(TABLET: ORAL)
FUROSEMIDE

(TABLET: ORAL)
FUROSEMIDE

(TABLET: ORAL)
FUROSEMIDE

(TABLET: ORAL)

IV:53

APPLICANT NAME
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
SYNTEX LABS/SYNTEX
SYNTEX LABS/SYNTEX
K-LINE PHARMS

ER SOUIBBAND SONS

ER SOUIBBAND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS
ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABORATORIES
SUPERPHARM
SUPERPHARM

NDA NO.

APPROVAL DATE

19-115

01-12-85

19-101

07-11-84

19-117

06-26-84

16-727

06-20-72

16-110

03-1567

16-455

07-29-69

16-721

02-10-83
18-370
06-26-84

D AD¢D-ND¢ NP2
EDYD . DADGE
3394131
07-23-85
3394131
07-23-85
3632740
01-04-89
4316897
02-23-99
4316897
02-23-99
EXCLUSIVITY
EXP. DATE
NDF

09-24-86

NDF

09-24-86
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TINE 1v.

AOTIVE INOREDIENTIS)
STRENGTH)S)
GLYBURIDE

2.5MG

GONADORELIN HYDROCHLORIDE
EO0 0.1IMG BASE/VIAL
GONADORELIN HYDROCHLORIDE
EO0 0.5MG BASE/VIAL
GONADOTROPIN, CHORIONIC
2,000 UNITS/VIAL
GUANABENZ ACETATE
E0 4MG BASE
GUANABENZ ACETATE
E0 8MG BASE

TRADE NAME
DAEFRM RTE
DIABETA

(TABLET: ORAL)
DIABETA

(TABLET: ORAL)
FACTREL
(INJECTABLE: INJECTION)
FACTREL
(INJECTABLE: INJECTION)
CHORIONIC GONADOTROPIN
(INJECTABLE: INJECTION)
WYTENSIN

(TABLET: ORAL)
WYTENSIN

(TABLET: ORAL)

IVA57

APPLIOANT NAME
HOECHST-ROUSSEL
HOECHST-ROUSSEL
AYERST LABS/AMHO
AYERST LABS/AMHO
CARTER-GLOGAU LABS
WYETH LABS/AMHO
WYETH LABS/AMHO
NDA NO.

APPR VAL DATE

17-532

05-01-84

17-532

05-01-84

18-123

09-30-82

18-123

09-30-82

17-016

12-27-84

18-587

09-07-82

18-587

09-07-82

NDYA'P— APPROVEO FROM 1-1-82 D¢0 2-28-85 AND NDA'S NITH APPROPREAIE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.

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

3947569

03-30-93

4110438

08-29-95

3947569

03-30-93

4110438

08-29-95

3658993

04-25-89

3658993

04-25-89

EXCLUSIVITY

EXP. DATE

NCE

05-01-94

NCE

05-01-94

NCE

09-30-92

NCE

09-30-92

NCE

09-07-92

NCE

09-07-92
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'ON 101
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 2-28-85 ANDY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
500 uNITs/TOOML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
1,000 UNITS/100ML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
10,000 UNITS/100ML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
5,000 UNITS/100ML: 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
100 UNITS/ML: 4.5MG/ML

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

TRADE NAME

)DOSAGE FORM; ROUTE)

HEPARIN SODIUM 1000 UNITS

AND SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

HEPARIN SODIUM 2000 UNITS

AND SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

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 10,000 UNITS

IN SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

HEPARIN SODIUM 12,500 UNITS

IN SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

HEPARIN SODIUM 5,000 UNITS

IN SODIUM CHLORIDE 0.45%

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

HEPARIN SODIUM 5,000 UNITS

IN SODIUM CHLORIDE 0.45%
(INJECTABLE: INJECTION)

1V-59

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDANO.

APPROVAL DATE

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

18-609

04-28-82

18-609

04-28-82

18-609

04-28-82

18-916

01-31-84

18-916

01-31-84

18-916

01-31-84

18-916

01-31-84

18-911

01-30-85
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IAOLEIV.
ACTIVE INGREDIENT)S)
STRENGTHIS)

IODOXAMATE MEGLUMINE
40.3%

ISOFLURANE

9.9%

ISOTRETINOIN

10MG

ISOTRETINOIN

20MG

1SOB¢REDEINOIN

40MG

KETOCONAZOLE

200MG

LABETALOL HYDROCHLORIDE
200MG

LABETALOL HYDROCHLORIDE
300MG

NDA'S APPROVED FROM 1-1-82 TO 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
b

)DOSAGE FORM; ROUTE)
CHOLOVUE
(INJECTABLE: INJECTION)
FORANE

(GAS: INHALATION)
ACCUTANE
(CAPSULE: ORAL)
ACCUTANE
(CAPSULE: ORAL)
ACCUTANE
(CAPSULE: ORAL)
NIZORAL

(TABLET: ORAL)
NORMODYNE
(TABLET: ORAL)
NORMODYNE
(TABLET: ORAL)
APPLICANT NAME
ER SOUIBBAND SONS
ANAOUEST/BOC
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
JANSSEN PHARMA
SCHERING

SCHERING

NDA NO.

APPROVAL DATE
18077

08-14-81

17-624

12-18-79

18-662

05-07-82

18-662

03-28-83

18-662

05-07-82

18-533

06-12-81

18-686

08-01-84

18-686

08-01-84

DATDND¢ NO.

b

3654272

04-04-89

3535425

01-24-93

3535388

01-24-93

4200647

08-07-01
4200047
04-29-97
4322438
03-30-99
4464394
08-07-01
4335125



TABLE IV,
ACTIVE INGREDIENT S
STRENGTH S

LABETALOL HYDROCHLORIDE
400MG

LABETALOL HYDROCHLORIDE
SMG/ML

LABETALOL HYDROCHLORIDE
200MG

LABETALOL HYDROCHLORIDE
300MG

LABETALOL HYDROCHLORIDE
400MG

LACTULOSE

10GM/15ML

A'S APPROVED FROM 1-1-82 D¢D72-28-85 AND N
TRADE NAME

YDOSAGE FORM; ROUTE)
NORMODYNE

(TABLET: ORAL)
NORMODYNE
(INJECTABLE: INJECTION)
TRANDATE

(TABLET: ORAL)
TRANDATE

(TABLET: ORAL)
TRANDATE

(TABLET: ORAL)
CEPHULAC

(SYRUP: ORAL)
APPLICANTNAME
SCHERING

SCHERING

GLAXO

GLAXO

GLAXO

MERRELL DOW/DOW CHEM
NDANO.

APPROVAL DATE

18-686

08-01-84

18-687

08-01-84

18-716

08-01-84

18-716

08-01-84

18-716

08-01-84

17-657

03-25-76

S NITH APPROPRIATE PATENTAND EXCLUSIVITY INFORMATION
PATENTNO.

EXP. DATE

4012444

03-15-94

4006755

01-03-95

4012444

03-15-94

4006755

01-03-95

4328213

05-04-99

4012444

03-15-94

4006755

01-03-95

4012444

03-15-94

4006755

01-03-95

4012444

03-15-94

4006755

01-03-95

3461204

08-12-86

3867524

02-18-92

3860708

01-14-92

3860707

01-14-92

3562388

02-09-88

3558774

01-26-88

EXCLUSIVITY

EXP. DATE

NCE

08-01-94

08-01-94
NCE
08-01-94
NCE
08-01-94
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TABLE IV. NDA'S APPROVED FROM 1-1-82 B¢bz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
A TIVE IN REDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH)S) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
MAGNESIUM SULFATE: POTASSIUM CHLORIDE: TIS-U-SOL TRAVENOL LABS 18-508 NC
POTASSIUM PHOSPHATE, MONOBASIC: SODIUM (SOLUTION: IRRIGATION) 02-19-82 09-24-86
CHLORIDE: SODIUM PHOSPHATE b%:

20MG/100ML: 40MG/100ML: 6.25MG/100ML:

800MG/100ML: 8.75MG/100ML

MALATHION PRIODERM PURDUE FREDERICK 18-613 NCE

0.5% (LOTION: TOPICAL) 08-02-82 08-02-92

MAD RDzD¢1LINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201

25MG (TABLET: ORAL) 12-01-80 08-27-85

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201

50MG (TABLET: ORAL) 12-01-80 08-27-85

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201 NS

75MG (TABLET: ORAL) 09-30-82 08-27-85 09-24-86

MA21000L SANORED¥ SANDOZ PHARMS/SANDOZ 17-247 3763178

IMG (TABLET: ORAL) 06-14-73 10-02-90

MA2INOOL SANORED¥ SANDOZ PHARMS/SANDOZ 17-247 3763178

2MG (TABLET: ORAL) 06-14-73 10-02-90

MA2INOOL MA2ANOR WYETH LABS/AMHO 17-980 3763178

2MG (TABLET: ORAL) 08-28-80 10-02-90

MA21000L MA2ANOR WYETH LABS/AMHO 17-980 3763178

IMG (TABLET: ORAL) 02-02-82 10-02-90

MED’ENOA20OLE VERMOX JANSSEN PHARMA 17-481 3657267

100MG (TABLET, CHEWABLE: ORAL) 06-28-74 04-18-89

MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 3377364

100MG/MLN\\ . (INJECTABLE: INJECTION) 01-16-76 04-09-85

MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 3377364

400MG/ML (INJECTABLE: INJECTION) 01-16-76 04-09-85



IACEE IV .
AOTIVE INGREDIENT)A§)
A§TRENOTH)A§)
MEGLUMINE: METRIZOICACID
140.IMGML: 461 8MGML
METAPROTERENOL SULFATE
20MG

METAPROTERENOL SULFATE
10MG

METAPROTERENOL SULFATE
0.65MGINH
METAPROTERENOL SULFATE
I0MG5ML
METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6%

METHYLDOPA

250MG

METHYLOOPA

500MG

METHYLPHENIDATE HYDROCHLORIDE
20MG

METOCLOPRAMIDE
E0 SMGBASE/SML

METOCLOPRAMIDE HYDROCHLORIDE
E0 SMGBASE/ML

METOCLOPRAMIDE HYDROCHLORIDE
E0 10MGBASE

TRADE NAME

YDOSAGE FORM; ROUTE)
ISOPAOUE-280

(INJECTABLE: INJECTION)

ALUPENT

(TABLET: ORAL)

ALUPENT

(TABLET: ORAL)

ALUPENT

(AEROSOL: INHALATION)

ALUPENT

(SYRUP: ORAL)

ALUPENT

(SOLUTION: INHALATION)
ALUPENT

(SOLUTION: INHALATION)
METHYLOOPA
(TABLET: ORAL)
METHYLOOPA
(TABLET: ORAL)
RITALIN-R

(TABLET, CONTROLLED
RELEASE: ORAL)
REGLAN

(SYRUP: ORAL)

REGLAN

(INJECT ABLE: INJECTION)
REGLAN

(TABLET: ORAL)

V69

APPLI ANT NAME
WINTHROP LABSSTERL
BOEHRINGER
BOEHRINGER
BOEHRINGER
BOEURINCER
BOEHRINGER
BOEHRINGER
INGELHEIM

INGELHEIM

INGELHEIM

INGELHEIM

INGELHEIM

CORD LABORATORIES
(CORD LABORATORIES
CIBA/CIBA-GEIGY
AHROBINS

AHROBINS

AHROBINS

NDYANO.

AP D VAL DATE

17-506

04-30-74

15-874

05-13-74

15-874

08-08-77

12:30-80
NOAA€'SAPPROVED FROM 1-1-82 T02-28-85 ANDY NDA'SNITH APPROPREAIE PATENT AND EXOLOSIVITY INFORMATION
PATENT N.
EXP. DATE
3476802
11-04-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
EXLUIVITY
EXP. DATE
NDF
09-24-86
NDF
09-24-86
12:1-13:
L4
09-24-87

1A4
09-24-86
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ACTIVE INGREDIENT S
STRENGTH S
METRONIDAZOLE

500MG

METRONIDAZOLE

250MG

METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE

500MG

METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE

500MG

TABLE IV.

TRADE NAME

YDOSAGE FORM; ROUTE)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
PROTOSTAT

(TABLET: ORAL)
PROTOSTAT

(TABLET: ORAL)
METRONIDAZOLE
(INJECTABLE: INJECTION)
METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
METRO LV. IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
METRONIDAZOLE
(INJECTABLE: INJECTION)
FLAGYL LV. RTU
(INJECTABLE: INJECTION)
FLAGYL LV. RTU

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
METRONIDAZOLE
(TABLET: ORAL)

V-7l

b

DANBURY PHARMACAL
BARR LABORATORIES
BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ELKINS-SINN/AHROBINS
SEARLE PHARMS
SEARLE PHARMS

PAR PHARMACEUTICAL
NDA NP7

APPROVAL DATE

18-764

12-20-82

18-818

02-16-83

18-818

02-16-83

18-845

08-18-83

18-871

03-02-83

18-871

03-02-83

18-889

11-18-83

18-890

11-18-83

18-900

09-29-83

18-907

03-30-84

18-353

05-29-81

18-657

12-24-81

18-930

08-18-83

NDAAE'S APPROVED FROM 1-1-82 D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

LIl

12-20-87

Ll

12-20-87
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TABLE IV.

ACTIVE INGREDIENTISI
STRENGTH S

MINOXIDIL

10MG

MOLINDONE HYDROCHLORIDE
SMG

MOLINDONE HYDROCHLORIDE
10MG

MOLINDONE HYDROCHLORIDE
25MG

MOLINDONE HYDROCHLORIDE
S0MG

MOLINDONE HYDROCHLORIDE
100MG

MOLINDONE HYDROCHLORIDE
20MG/ML

MORPHINE SULFATE

0.5MG/ML

MORPHINE SULFATE

IMG/ML

NADOLOL

40MG

NADOLOL

NDA'S APPROVED FROM 1-1-82 D¢ 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRADE NAME
DOSAGE FORM' ROUTE
LONITEN

(TABLET: ORAL)
MOBAN

(TABLET: ORAL)
MOBAN

(TABLET: ORAL)
MOBAN

(TABLET: ORAL)
MOBAN

(TABLET: ORAL)
MOBAN

(TABLET: ORAL)
MOBAN
(CONCENTRATE: ORAL)
DURAMORPH PF
(INJECTABLE: INJECTION)
DURAMORPH PF
(INJECTABLE: INJECTION)
CORGARD

(TABLET: ORAL)
CORGARD

(TABLET: ORAL)
CORGARD

(TABLET: ORAL)

IV-73

APPLICANT NAME
UPJOHN

DUPONT

DUPONT

DUPONT

DUPONT

DUPONT

DUPONT

ELKINS-

ELKINS-
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
SINN/AHROBINS
SINN/AHROBINS

ER SOUIBB AND SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
NDA NO. PATENT NPz EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-154 3461461

10-18-79 08-12-86

17-111 3491093

07-03-74 01-20-87

17-111 3491093

07-03-74 01-20-87

17-111 3491093

07-03-74 01-20-87

17-111 3491093

01-05-81 01-20-87

17-111 3491093

01-05-81 01-20-87

17-938 3491093

12-28-79 01-20-87

18-565 NR: D-8

09-18-84 09-24-86

18-565 NR: DAS
09-18-84 09-24-86

18-063 3982021

12-10-79 09-21-93
3935267

01-27-93

18-063 3982021

12-10-79 09-21-93
3935267

01-27-93

18-063 3982021

12-10-79 09-21-93
3935267

01-27-93
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢0 2-28-85 ANDY NDA4€"S NITH APPROPRIATE PATENT ANDY EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S

NALIDIXIC ACID
250MG/5SML

NALOXONE HYDROCHLORIDE
IMG/ML

NALOXONE HYDROCHLORIDE: PENTAZOCINE
HYDROCHLORIDE

0.5MG: E0 50MG BASE
NALTREXONE HYDROCHLORIDE
50MG

NAPROXEN

125MG

NAPROXEN

250MG

NAPROXEN

375MG

TRADE NAME

YDOSAGE FORM; ROUTE)
NEGGRAM

(SUSPENSION: ORAL)
NARCAN

(INJECTABLE: INJECTION)
TALWIN NX

(TABLET: ORAL)

TREXAN

(TABLET: ORAL)
NAPROSYN

(TABLET: ORAL)
NAPROSYN

(TABLET: ORAL)
NAPROSYN

(TABLET: ORAL)

b

WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR

SYNTEX PR

SYNTEX PR

IV-75

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-430 3590036

04-17-73 06-29-88

16-636 NS

06-14-82 09-24-86

18-733 4105659 NC

12-16-82 08-08-95 09-24-86
18-932 NCE

11-20-84 11-20-89

17-581 3998966 NS

03-11-76 12-21-93 09-24-86
4009197

09-09-92

400130]

09-09-92

3904682

09-09-92

17-581 3998966

03-11-76 12-21-93

4009197

09-09-92

4001301

09-09-92

3904682

09-09-92

17-581 3998966

07-18-80 12-21-93

4009197

09-09-92

4001301

09-09-92

3904682

09-09-92
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TABLE IV. NDA'S APPROVED FROM I-1-82 D¢P7 2-28-85 AND NDA'S HITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)

STRENGTH S

NITROGLY CERIN

0.8MG/ML

NOMIFENSINE MALEATE

25MG

NOMIFENSINE MALEATE

50MG

NORETHINDRONE ACETATE

MG

NORGESTREL

0.075MG

NORTRIPTYLINE HYDROCHLORIDE
EO 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EO 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
60 10MG BASE/SML
NORTRIPTYLINE HYDROCHLORIDE
EO 10MG BASE/SML
NORTRIPTYLINE HYDROCHLORIDE
EO 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EO 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
E0 75DeG BASE

TRADE NAME

YDOSAGE FORM; ROUTE)

NITROL

(INJECTABLE: INJECTION)

MERITAL

(CAPSULE: ORAL)

MERITAL

(CAPSULE: ORAL)

AYGESTIN

(TABLET: ORAL)

OVRETTE

(TABLET: ORAL)

AVENTYL HCL

(CAPSULE: ORAL)

AVENTYL HCL

(CAPSULE: ORAL)

AVENTYL HCL

(SOLUTION: ORAL)

PAMELOR

(SOLUTION: ORAL)

PAMELOR

(CAPSULE: ORAL)

PAMELOR

(CAPSULE: ORAL)

PAMELOR

(CAPSULE: ORAL)

V-77

APPLICANT NAME
KREMERS-URBAN
HOECHST-ROUSSEL
HOECHST-ROUSSEL

AYERST LABS/AMHO

WYETH LABS/AMHO

ELI LILLY

ELI LILLY

ELI LILLY

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

NDA NO. PATENT NO.

APPROVAL DATE EXP. DATE

18-774

01-19-83

18-224

12-31-84

18-224

12-31-84

18-405

04-21-82

17-031 3666858

10-23-73 05-30-89

3850911

11-26-91

3959322

11-26-91

14-684 3922305
11-06-64 11-25-92
14-684 3922305
11-06-64 11-25-92
14-685 3922305
11-06-64 11-25-92
18-012 3922305
08-01-77 11-25-92
18-013 3922305
08-01-77 11-25-92

18-013 3922305
08-01-77 11-25-92
18-013 3922305
06-14-79 11-25-92
DXLU IVITY
EXP. DATE
NDF

09-24-86

NCE

12-31-89

NCE

12-31-89
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TABLE IV.

ACTIVE INGREDIENT S
STRENGTH S
PIROXICAM

10MG

PIROXICAM

20MG
POLYETHYLENE GLYCOL 3350:
POTASSIUM CHLORIDE:
SODIUM BICARBONATE:
SODIUM CHLORIDE:
SODIUM SULFATE
236GM/BOT:
2.97GM/BOT:
6.74GM/BOT:
5.86GM/BOT:
22.74GM/BOT
NDAA€™S APPROVED FROM 1-1-82 10 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRADE NAME
)DOSAGE FORM; ROUTE)
FELDENE

(CAPSULE: ORAL)
FELDENE

(CAPSULE: ORAL)
GOLYTELY
(POWDER FOR
RECONSTITUTION: ORAL)
APPLICANT NAME
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
BRAINTREE LABS
NDA NO.

APPROVAL DATE
18-147

04-06-82

18-147

04-06-82

19-011

07-13-84

b ATPNDb¢ NO.

EXP. DATE

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

4100347

07-11-95

3927002

12-16-92

RE29668

12-10-91

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

4100347

07-11-95

3927002

12-16-92

RE29668

12-10-91
EXCLUSIVITY

EXP. DATE

NCE

04-06-92

NCE

04-06-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 B¢bz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

POLYTHIAZIDE: PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG: 2MG (CAPSULE: ORAL) 06-13-80 05-12-87

3663706

05-16-89

4130647

12-19-95

POLYTHIAZIDE: PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG: 5SMG (CAPSULE: ORAL) 06-13-80 05-12-87

3663706

05-16-89

4130647

12-19-95

POTASSIUM ACETATE POTASSIUM ACETATE IN ABBOTT LABORATORIES 18-896 NDF

ZMEO/ML PLASTIC CONTAINER 07-20-84 09-24-86

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE KLOTRIX MEAD JOHNSON/B-M 17-850 4140756

10MEO (TABLET, CONTROLLED 05-22-80 02-20-96

RELEASE: ORAL)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ADeDz TRAVENOL LABS 18-630
150MG/100ML: 900MG/100ML B%: POTASSIUM CHLORIDE IOMEO 02-17-83

1De PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 20ME0 02-17-83

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 20MEO 02-17-83

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% Dbebz D¢RAVENOL LABS 18-630
300MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 40MEO 02-17-83

1Dee PLASTIC CONTAINER

(INJECTABLE: INJECTION)



TABLE IV. NDA'S APPROVED FROM 1-1-82 B¢bz 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5 TRADE NAME APPLICANT NAME NDA NU. PATENT ND. EXCLUSIVITY
STRENGTH 5 (DOSAGE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. DATE

POTASSIUM CHLORIDE: sODIuN CHLORIDE soOIuM CHLORIDE 0.9% ANO AM D“%NDuANADY HOsP 18-722
75MG/100ML: 900MC/100ML POTASSIUM CHLORIDE 0.075% 11-09-82

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
150MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 0.15% 11-09-82

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
220MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE: SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
300MG/100ML: 900MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST LABS/AMHO 18-799 NDF

300MG/ML (INJECTABLE: INJECTION) 12-13-82 09-24-86

PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF

300MG/ML (INJECTABLE: INJECTION) 12-13-82 09-24-86

PRAZEPAM CENTRAX PARKE-DAVIS/W-L 18-144 NS

20MG (CAPSULE: ORAL) 05-10-82 09-24-86

PRAZIOUANTEL BILTRICIDE MILES PHARMS/MILES 18-714 4001411 NCE

Db+00MG (TABLET: ORAL) 12-29-82 01-04-94 12-29-92

PRAZOSIN HYDROCHLORIDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836

SMG (CAPSULE: ORAL) 06-23-76 05-12-87

3663706

05-16-89

4092315

05-30-95

4130647

12-19-95

IV-83
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TABLE IV, NDA'S APPROVEO FROM 1-1-82 TO 2-28-85 ANDY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
AOTIVE INGREDIENTIS)

OTRENGTHIS)

STREPTOZOCIN

TGM/VIAL

SUCRALFATE

TGM

SUFENTANIL CITRATE

0 0.05MGBASE/ML
SULFAMETHOXAZOLE: TRIMETHOPRIM
400MG: 80MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
800MG: 160MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/SML: 40MG/SML
SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/SML: 40MG/SML
SULFAMETHOXAZOLE: TRIMETHOPRIM
80MG/ML: 16MG/ML
SULFAMETHOXAZOLE: TRIMETHOPRIM
400MG: 80MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
800MG: 160MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/SML: 40MG/SML
SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/SML: 40MG/SML

TRADENAME

)DOSAGE FORM; ROUTE)

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)
SULFAMETHOXAZOLEAND
TRIMETHOPRIM

(TABLET: ORAL)
SULFAMETHOXAZOLEAND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET: ORAL)

SULFATRIM PEDIATRIC

(SUSPENSION: ORAL)

SULFATRIM

(SUSPENSION: ORAL)

IV:89

APPLICANT NAME

UPJOHN

MARION LABORATORIES

JANSSEN PHARMA

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE
DRUMMER/PHOENIX
DRUMMER/PHOENIX

NATL PHARM MFG/BARRE

NATL PHARM MFG/BARRE

NDA NO.

APPROVAL DATE

12-10-79
18-374
06-23-81
18-598
05-19-82
18-598
05-19-82
18-615
01-07-83
18-615
01-07-83
DATDND¢ NO.
EXD. DYATD-
3432489
03-11-86
3998834
122193
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
EXP. DATE

09-24-86
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ACTIVE INGREDIENT S
STRENGTH)S)

SUTILAINS

82,000 UNITS/GM

TABLE IV. NDA'S APPROVED FROM 1-1-BZ D¢D7 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR
0.22A2.22CI/GENERATOR
TECHNETIUM, TC-99M,
KIT

N/A

TECHNETIUM, TC-99M,
N/A

TECHNETIUM, TC 99M,
PYROPHOSPHATE KIT
N/A

TECHNETIUM, TC-99M,
N/A

TECHNETIUM, TC-99M,
N/A

TECHNETIUM. TC-99M,
N/A

TECHNETIUM, TC-99M,
N/A

TERBUTALINE SULFATE
IMGML

TERBUTALINE SULFATE
2.5MG

ALBUMIN COLLOID
DISOFENIN KIT
GLUCEPTATE KIT
MEDRONATE
MEDRONATE

SUCCIMER KIT

TRADE NAME

YDOSAGE FORM; ROUTE)
TRAVASE

(OINTMENT: TOPICAL)
MINITEC

(SOLUTION: INTRAVENOUS.
ORAL)

MICROLITE

(INJECTABLE: INJECTION)
HEPATOLITE
(INJECTABLE: INJECTION)
PHOSPHOTEC
(INJECTABLE: INJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE: INJECTION)
OSTEOLITE

(INJECTABLE: INJECTION)
AMERSCAN
(INJECTABLE: INJECTION)
MPI DMSA KIDNEY REAGENT
(INJECTABLE: INJECTION)
BRICANYL

(INJECTABLE: INJECTION)
BRICANYL

(TABLET: ORAL)

IV-91

APPLICANT NAME
TRAVENOL LABS

ER SOUIBB AND SONS
MED DIAG/NE NUCLEAR
MED DIAG/NE NUCLEAR
ER SOUIBB AND SONS
MS&D/MERCK

MED DIAG/NE NUCLEAR
AMERSHAM/RADIOCHEM
MEDI-PHYSICS

MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
NDA NPz P AD¢DND¢ ND2z EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
12-828 3409719

06-12-69 11-05-85

17-339 131

06-03-74 09-24-86

18-263

03-25-83

18-467 ND

03-16-82 09-24-86

17-680 1-9

10-20-76 09-24-86

18272

01-27-82

17972

12-16-77

18-335

08-05-82

17-944 4208398 ND

05-18-82 06-17-97 09-24-86
4233285

11-11-97

17-466 3937838

03-25-74 02-10-93

4011258

03-08-94

17-618 3937838

04-22-75 02-10-93

4011258

03-08-94
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TABLEIV.
ACTIVEIN REDIENT S
STRENGTH S

TIMOLOL MALEATE
E00.25% BASE

TIMOLOL MALEATE
EO0.5% BASE
TOCAINIDE HYDROCHLORIDE
400MG

TOCAINIDE HYDROCHLORIDE
P00MG

TOLAZAMIDE

100MG

TOLAZAMIDE

250MG

TOLAZAMIDE

500MG

TOLAZOLINE HYDROCHLORIDE
25MGML

TOLMETIN SODIUM

EO 200MGBASE
TOLMETIN SODIUM

EO 400MGBASE
TRAZODONE HYDROCHLORIDE
50MG

TRADENAME

)DOSAGE FORM; ROUTE)
TIMOPTIC

(SOLUTION: OPHTHALMIC)
TIMOPTIC

(SOLUTION: OPHTHALMIC)
TONOCARD

(TABLET: ORAL)
TONOCARD

(TABLET: ORAL)
TOLAZAMIDE

(TABLET: ORAL)
TOLAZAMIDE

(TABLET: ORAL)
TOLAZAMIDE

(TABLET: ORAL)
PRISCOLINE
(INJECTABLE: INJECTION)
TOLECTIN

(TABLET: ORAL)
TOLECTIN DS
(CAPSULE: ORAL)
DESYREL

(TABLET: ORAL)
APPLICANT NAME
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK

ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
CIBA/CIBA-GEIGY
MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/B-M
V93

NDYA NO.

APPROVAL DATE

18-086

08-17-78

18-086

08-17-78

18-257

11-09-84

18-257

11-09-84

18-894

11-02-84

18-894

11-02-84

18-894

11-02-84

06-403

022285

17-628

03-24-76

18-084

10-30-79

18-207

122481

NDA'S APPROVED FROM 1-1-82 TO 2-28-85 ANDY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
4195085

03-25-97

3655663

04-11-89

4195085

032597

3655663

04-11-89

4218477 NCE

08-19-97 11-09-89

4237068

12:02:97

4218477 NCE

08-19-97 11-09-89

4237068

12-02-97

3752826

08-14-90

3752826

08-14-90

3381009

04-30-85



TABLEIV.
ACTIVE INGREDIENT $
STRENGTH S
TRAZODONE HYDROCHLORIDE
100MG

TRETINOIN

0.05%

TRETINOIN

0.1%

TRETINOIN

0.05%

TRETINOIN

0.01%

TRETINOIN

0.025%

TRIAMCINOLONE ACETONIDE
025MG/INH
TRIAZOLAM

025MG

TRIAZOLAM

05MG

TRILOSTANE

30MG

TRILOSTANE

60MG

TRIMETHOPRIM

200MG

TRADENAME

DOSAGE FORM. ROUTE
DESYREL

(TABLET: ORAL)
RETIN-A

(SOLUTION: TOPICAL)
RETIN-A

(CREAM: TOPICAL)
RETIN-A

(CREAM: TOPICAL)
RETIN-A

(GEL: TOPICAL)

RETIN-A

(GEL: TOPICAL)
AZMACORT

(AEROSOL: INHALATION)
HALCION

(TABLET: ORAL)
HALCION

(TABLET: ORAL)
MODRASTANE
(CAPSULE: ORAL)
MODRASTANE
(CAPSULE: ORAL)
PROLOPRIM

(TABLET: ORAL)
APPLICANT NAME
MEAD JOHNSON/B-M
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
WILLIAM H RORER
UPJOHN

UPJOHN

WINTHROP LABS/STERL
WINTHROP LABS/STERL
BURROUGHS WELLCOME
NDA NO.

APPR VAL DATE

18-207

12-24-81

16:921

10-20-71

17-340

01-26-73

17-522

07-19-74

17:955

10-05-78

17579

04-18-75

18-117

04-23-83

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

NDA'S APPROVED FROM 1-1-82 TO 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NB EXCLUSIVITY
EXP. DATE EXP. DATE
3381009

04-30-85

3729568

04-24-90

3729568

04-24-90

3729568

04-24-90

3729568

04-24-90

3729568

04-24-90

3897779 NDF

08-05-92 09-24-86

3927806

12:23-92

3980790 NCE

09-14-93 11-15-92

3987052

10-19-93

3980790 NCE

09-14-93 11-15-92

3987052

10-19-93

NCE

12-21-89

NCE

12-21-89

NS

09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D# 2-28-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT)S)
STRENGTH S

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

XENON, DYE-127

SMCI/VIAL

XENON, D¥E-127
10MCI/VIAL

XENON, XE-133

TOMCI/VIAL

XENON, XE-133

ZOMCI/VIAL

TRADE NAME

Y)DOSAGE FORM; ROUTE)
STERILE WATER IN PLASTIC
CONTAINER

(LIQUID: N/A)
BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIOUID: N/A)

STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIOUID: N/A)

XENON XE 127

(GAS: INHALATION)

XENON XE 127

(GAS: INHALATION)

XENON XE 133

(GAS: INHALATION)

XENON XE 133

(GAS: INHALATION)
APPLICANT NAME

ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT

NDA NO. PATENT NO.
APPROVAL DATE EXP. 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

EXCLUSIVITY

EXP. DATE

NCE

10-01-92

NCE

10-01-92
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