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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative suppTement is one of a series of monthly updates to the
Mmm1o<¢n Prescription Drug Products with Therapeutic Equivalence Evaluations,

st), to cover interim revisions to the annual pubTication

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 Tists: The Drug Product
List and the DESI Addendum,

The List cannot be used effectively without the current cumulative

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

A.

DRUG PRODUCT LIST

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

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised, In that case the deletion of asm.nnm1mum=ﬁin 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 Tocating the proper place in the
Drug Product List for the revision. (Strength(s :zmnh mwﬂmmaw exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Tocated 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 >_app > to the Teft of the line on which new
information exists. The >_aob > symbol is dropped in subsequent cumulative
supplements for that item.
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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 > ml > (DELETE) to the left of the
line containing the overstruck print. The >JMJ;> symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the lozenge (') 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.
II. SPECIALNOTES

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
includes counts of new molecular entities approved by the agency during
the current month.

PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Products

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 Re ister. As approval is
granted by the Agency for a specific product, EaseA¢ on additional
information submitted by the applicant, the product will be included in

the Drug Product List.

Federal Register Reference

JUN 22, 1984 (49 FR 25681)

AUG 3, 1984 (49 FR 31151)

JUL 15, 1983 (48 FR 32395)

dicyclomine hydrochloride

isosorbide dinitrate

nandrolone decanoate

(continued)
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c.

Former Applicant (Name)

Products

(continued)

neomycin sulfate with either:
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenclide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin B sulfate,
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral)
nitroglycerin (tablet, controlled release;oral)
parenteral multivitamin products
phenazopyridine hydrochloride and
sulfamethoxazole
sulfanilamide and aminacrine
tranylcypromine suTfate

APPLICANT (NAME) CHANGES

Federal Register Reference

MAR 26, 1984 (49 FR 11888)

MAY 4, 1984 (49 FR 19147)

1984 (49 FR 35428)
1984 (49 FR 35428)
1984 (49 FR 36446)
1983 (48 FR 34516)

1983 (48 FR 38097)
1984 (49 FR 10708)

SEP 7,
SEP 7,
SEP 17,
JUL 29,

UG 22,
MAR 22,

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 Tines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative

supplement.

APPLICANT (NAME) CHANGES

OHIO MEDICAL ANESTHETICS

D.

New Applicant (Name)

The current 1ist of applicant holder changes follows.

New Abbreviated Name

ANAQUEST

ADDENDUM:

ANAQUEST

DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of

1984."
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement., A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity. .

USE OF REPORT

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

Drug Product Definition

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

New MoTecular Entity

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

Drug Product Count

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

Google v
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APPROVED PRESCRIPTION DRUG PRODUCTS ' 1

DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

ACEBuTOLOL HYOROCHLORIOE (PAGE 3-1) ACETAMINOPHENA® COOEINE PHOSPHATE (PAGE 3-1)
CAPSULE; ORAL TABLET; ORAL

SECTRA€L ACETAMIIIOPHEN NI OODEINE 83

IVES LABS/AMHO EO 200MG BAsEn N 18917 AA LEHHON 300MG;30MGn N 88628

EQ 400MG BAsEn N 18917 AOETAHIHOPHEN Hf NB¥:D*DuN,N¢: sa.

AA LEHMON g00HG;80MGn N 88629

/DNNN, DD 1 DN D'DYN DY ™N DA€ 8d8818:4€DDD—DPD PD§D'D'N*/

AGETAMINOPHEN; BUTALBITAL (PAGE 3-1) /A©A©/ /ZENA” THFAY ABORAAORIES//zddHGAAcA,.G/ /NFAjjA,AjAY/
> Ano > CAPSULE; ORAL

> A00 > BOTALBITAL ANO AOETAMINOPHEN AOETAMINOPHEN; HYDRoCOOONE BITARTRATE (PAGE 3-2)
4€° ADD > AB OM GRAHAM LABS 650MG;50 n N 88991

> AoD > AjHRENILIN 5031; CAPSULE; ORAL

>ADD >A_ CARNRICK/GH GARNRICK 850MG;50MGn N 88831 AOETAHIHOPHEN ANO HYnROconONE BITARTRATE
AA CENTRAL PHARMS 500MG;5MA§n N 88898

TABLET; ORAL

BUTALBITAL ANB AGETAHINOPHEN TABLET; ORAL

AB OANBURY PHARMACAL 325MG;50MGn N 87550 AOETAMINOPHEN ANO HYOROOOOONE BITARTRATE
> DP?DY; a€° PHREHILIN DO! A®BA%NA®RTL TA+KRIE? D"D"DD«? /A Affsj/

> Amg_> AB CARNRICK/BH CARNRICK 325MG;50MGn N 87811 Oo-GEslc

AA CENTRAL PHARMS 500MG;A§MA§ N 87757

HYOROOOOONE BITARTRATE v/ AOETAMIHOPHEN

AGETAMINOPHEN; BUTALBITAL; c AFFEINE (PAGE 3-1) AA BARR LABORATORIES 500MG;5MA§n N 88577
CAPSULE; ORAL

BUTALBITAL, AOETAHINOPHEN. OAPPEINE ACETAMINOPHEN. OxYCOOONE HYDROCHLORIDE (PAGE 3-2)
ABOM GRAHAM LABS 325MG;50MG;40MGn N 88758

AB 325MG;50HG;40MGM N 88765 CAPSULE; ORAL

> A00 > AB 325HG;50MG;40MGn N 89023 TYLOX

AB325MG;50MG;40MGn N 89067 MCNEIL PHARM 500MG;5MGn N 88790

4€° AoD > AB 325MG;50MG;40HGn N 89102 TvLOX-325

ESGIO MCNEIL PHARM 325MG;5MGn N 88246

A@ GILBERT LABORATORIES 325MG;50MG;40MGn N 88825

TABLET; ORAL

TABLET; ORAL /dddA;dA;f/

> ADD > BUTALBITAL ASPIRIN ANO OAFFEINE oXvcET

>ADD > N" QUANTUM F'HARMIes 325DY:K;50 :0OMGM N 88972 B% HALSEY DRUG D-D°N%oD N%oDub: N 87463
EsGlc

AB GILBERT LABORATORIES 325MG;50MG;40MGn N 87629

FIORIOET ACETAMINOPHEN' PROPOXYPHENE NAPSYLATE (PAGE 3-2)

ABsANOOz PNARMS/s ANOoZ 325MG;50MG;40MGn N 88616

REPAN TABLET; ORAL

A_OH GRAHAM LABS 325MGs50MG;40MGn N 87804 0ARVOCET-N 100

>A00 > AA ELI LILLY 650MG;100MG N 17122

OARVOCET-N 50

ACETAMINOPHEN; RB%BD;D°N,B°By PHOSPHATE (PAGE 3-1) 4€° A00 > AA ELI LILLY 325MG;50MG N 17122
> ADD > PROPOXYPHENE NAPSYLATE ANO AOETAHINOPHEN

TABLET; ORAL > D'D¥%D;, 4€° AA BARR LABORATORIES 325MG;50MGu N 70115

AOETAHINOPHEN ANO cOOEINE PHOSPHATE > AOD > AA 650MG;100MGn N 70116

AA ZENITH LABORATORIES 300MG;60MG N 87083 > ADo > AA MYLAN PHARMS 650MG=IooMGn N 70145
AOETAHINOPHEN H/ D% NP*PuN,b P2 82 > ADo > PRoVocET 100

AA LEHMON 300MG;15MG! N 88627 > A00 > AA LEMMON 650MG; 100MGn N 70107
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE ‘85 3

ANITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)

TABLET; ORAL
AMITRIPTYLINE WEL

BP AM THERAPEUTICS 25M6H

BP 50MGu

BP 75HGH

BP 100MGN

BP PAR PHARMACEUTICAL 10MGH

BP 25HGx

BP 5o0MGH

BP 75MGH

BP 100M6n

BP 150MER
>_ADD > AB 3 PUREPAC/KALIPHARMA  10MG
>IADD > AB @ 2516
STADD > AR 3 EoMg
>_ADD > AR 3 i
hon > 48, @

l’ /S0 LARORAT g S/ 1/

'U-

“

/
/ /
fE,;"f f:mij
]Hﬂj JIBdngR/
AB SIDHAK LABORATORIES 10HGH
AB 25HGn
AB SomMer
AB 75HG1
AB 1o0H6x
A8 SaHGx
BP  SUPERPHARM 10MGH
BP 25M61
BP sorGn
BP 75MGeR
BR 100HGx

AMMONIUM LACTATE (PAGE 3-12)
LOTIOM; TOPICAL

AMHONIUM LACTATE

BRISTOL-HYERS EQ 12X ACIDHM

AHOXICILLIN (PAGE 3-12)
CAPSULE; ORAL

UTIMOX
>_ADD > AB @ PARKE-DAVIS/W-L 25016
>_ADD > AB 3 500HE

GO gle

N 19155

N 62107
N 62107

AMOXICTLLIN; POTASSTUM CLAVULANATE (PAGE 3-13)
POMDER FOR RECONSTITUTION; ORAL
AUSHENTIN *125*

BEECHAM LABS/BEECHAM 125HG6/5HL;
EQ 31.25M6 ACID/SHLM N 50575
AUGHENTIN '250'
BEECHAM LABS/BEECHAM 250MG/5SML;EQ 62.5ME ACID/SMLN N 50575

TABLET; ORAL
AUGMENTIN '250°
BEECHAM LABS/BEECHAM EEIIIE-EH 12506 ACIDN N 50564
AUGHENTIN '500°'
BEECHAM LABS/BEECHAM 500MG3EQ 125MH6 ACIDN H 50564

AHPHETAMINE SULFATE (PAGE 3-13)
TABLET; ORAL
AMPHETAMINE SULFATE

LANNETT 5Mex H 83%01
10HEN N 83901

AMPICILLIN SODTUM (PAGE 3-14)
INJECTABLE; INJECTION
SO0’

EQ 500M5 BASE/VIALX N 62565

AR TELT LILLY
AP ASE/V N 62565

AMPICILLIN/AMPICILLIN TRIHYDRATE (PAGE 3-14)
CAPSULES ORAL

AMPICILLIN
AB ¥ DRUMMER/PHOENIX

EQ 250MG BASE N 61387
B 3 E8_500HG BASE N 61387

ASPIRIN; BUTALBITAL] CAFFEINE (PAGE 3-14)
CAPSULE3 ORAL

BUTALBITAL W/ ASPIRIN AND CAFFEIME
CHELSEA LABORATORIES 325MG;50MG;40MGN H 86231

TABLET; ORAL
A A
AB ZENITH LABORATORIES 325M6;50MG;4016M N 85441

ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
PROFDXYPHIWE, COMPOVHIL SR
AA LEMMOH 3091632 . 415 6516 H 89025
AA EENEYH) CASORATORTES |\ RAP06.: 37551554 SHw N 83077
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DRUG PROOUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 5
BROMPHENIRAMINE MALEATE; COOEINE PHOSPHATE; BUTABARBITAL SODIUM (PAGE 3-26)
PHENYLPROPANOLAMINE HYDROCHLORIOE (PAGE 3-25)

ELIXIR: ORAL

SYRUP; ORAL /SOOIUN'BUTABARBITAL/

BIPHETANE n@ BUTABARBITAL SOOIUM

AA BAY LABORATORIES 2MG/5ML; 10MG/5ML;

12.5MG/5MLn N 88904 TABLET; ORAL

BROMANATE 0g BUTABARBITAL SOOIUM

AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML; AA LEMNON 15MGn N 88632

12.5MG/5MLn N 88723 AA P-D%DY:Dy: N 88631

OIMETANE-OC

AA AH ROBINS 2MG/SML; 10MG/SML

12.5MG/5ML N 11694 CALCITONIN (PAGE 3-27)

INJECTABLE; INJECTION

BROMPHENIRAMINE MALEATE; OEXTROMETHORPHAN HYOROBROMIOE; CALCIMAR

PSEUOOEPHEBRINE HYOROCHLORIOE (PAGE 3-25) /ARHOURfPHARH/ /A©A, OJHRGJUNIAS/HA%o/ /NiA~AsjAYA¢/
/A% AA. A RA¢. ASATAS/NL/ /A A2759/

SYRUP; ORAL ARMOUR PHARM 200 IUML N 17769

> ADD > BIPHETANE 05 400 IU/VIAL N 17497

> AOD > AA BAY LABORATORIES 2MG/5ML; 10MG/5SML;30MG/SMLn N 88811

BROMANATE OA

AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/SML;30MG/SMLn N 88722 CALCIUM CHLORIOE' OEXTROSE MAGNESIUM CHLORIOEZ€E™ SOOIUM
OIMETANE-ON CNLORIOE; SOOIUM LACTATE (PAGE 3-28)

AA AH ROBINS 2HG/5ML;IOMG/SML;SOMG/SML N 11694

AA 2MG/SML; 10MG/SML;30MG/SML N 19279 SOLUTION; INTRAPERITONEAL

nELPLEx H OEXTROSE 1.52 IN PLASTIC CONTAINER

Al OELNEB 25.7MB10OHL; 1.5GM/100ML;

BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYOROCHLORIOE 15.2MG/IOONA;587MG/100ML;
(PAGE 3-25) 392MG/100MLn N 18883

OELPLEX H/ OEXTRosE 1.52 LON MAGNESIUM IN PLASTIC CONTAINER

ELIXIR; ORAL Al OELMEO 25.7MG/IOOHA; 1.SGM/100ML;

4€” BIPHETAP 5.0BMG/100HA;538MG/100ML;

1 AA BAY LABORATORIES 4MG/5ML;25MG/5MLn N 88687 448MG/100MLA N 18883

: BROMANATE OELPLEX H OEXTROSE 2.52 IN PLASTIC CONTAINER

2 AA/A%0'A"QA%0A™SA"SRMA, pFG/BARRE 4MG/SML;25MG/5MLn N 88688 Al OELMEO 25.7NG/100HL;2.SGM/100ML;
' A€5 L, 463 11 15.2NG/100ML;587MG/100ML;

/A HARA“PIA* A%o /A%NG/SA+IA-AsSNA%/SAL/ /A . 13PAY? AcA®RAAVAA[IA¢A¢A A a€e N 18883
OELPLEX H/ OEXTROSE 2.52 LON MAGNESIUM IN PLASTIC CONTAINER

365 /AA,P' A% jfA¢PA APA“LLA%PARA%IA%0A, SA%AAASRAL/ Al OELMEO 5551N°845995192159D" 1192 NED-
- /PINEJAAPP/ 4€5 465 MDM;

4€°- / B. RPPINS/ /A" AjrixAnAYjAcA, sA¢/ N,. 12.435/ DOD, N 18883

OELPLEX N/ OEXTRosE 4.252 IN PLASTIC CONTAINER

Al OELNEO 25.7MG/100ML;4.25GM/100ML;

BUMETANIOE (PAGE 3-25) 15.2M8/100HL;587M8/100ML;

392DeD*/1D7DzDeeb]! N 18883

TABLET; ORAL OELPLEX H OEXTRosE 4.252 LCN MAGNESIUM IN PLASTIC CONTAINER

BUMEX Al OELMED 25.7MG/100NL;4.258M/100ML;

> ADO > HOFFMANN-LA ROCHE PP PubY: N 18225 5.08H8/100NL;538HG/100HL;

44BHG/IOOHLA N 18883

OIANEAL PO-1 H/ OEXTROSE 1.52 IN PLASTIC CONTAINER
/DIITRA%0IIORPITANA%0 YA, JIA*dIIEA’RAAY/(PAGE 3-26) B” TRA7ENOL LABS 25.7MG/100NL; 1.5GM/IOOML;
15.2NG/100HA; 587MG/100ML;

/INJESfTAPAYE{ INJt-ICIIPN/ 39 2.U_G/1_0_Om_AY N 17512

/PASPRA%0NA%0X/ DIAHEAL PO-I B ] OEXTROSE 2.52 IN PLASTIC CONTAINER

/NA¢RNATA¢HFALA, AA¢N/PA¢AE/ /A%RAPA, A, NGABA, SE/Ni/ /A“fA"AYA*AY/ Al TRAVENOL LABS A*AcA 1A”A¢A IA¢A¢ AV4A TA%IEEELIA¢ A¢DLI
15.2DeeD*/1DzD2DeeD ;56 7DD’ /| DzDzPeb;

A§_92116/10011L!! N 17512
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CEFOTAXIME SODIUM DEXTROSE (PAGE 3.33) ;
IECTARLE IECTION

HORCHST ROUSSEL £Q 2000 BASE N SSONG ML

CEETAXIME SODILN: SODIOM CHLORIDE (PAGE 3:35)

CLARORAN N SODIUN CHLORIDE D92 IN FLASTIC CONTAINER
HORCIST OUSSEL £ I00G BASE AL G ML

MSEDMERCK £0 106 BASE VALY
CEVONITIN SODI, DiXIROSE (PAGE 2,31

CEFDNITIN SODIUAL SODIUA CHLOMIDE (PAGE 331
MBI RCK €0 200G BASE ML ShO L

INIECTARLE: INECTION iy

CEZON N DEXTROSE 52 N PLASTIC CONTAINER

S UABORATONIES £ 000 BASE ML SSOMO ML

EQ G BASE LSO

BONANA.LA ROCHE £Q 250G BASEVIALL

BONANN.LA ROCHE £0 20 BASEIVIALY
EQI0GN BASEATAL
CRUTIOR SOBION mosmnTE (eacE: 336

Cavcmn

MISSION BIARMACAL 12 D11
SRR

INTL AEDICATION $vS At_1on BASENIAL!
£ B mAseVALN

A
Bt s A

L GRDIAZEPOXIDE HYDROCHLORIDE (PAGE 1-7)
AR

EROROTIMzDE ace 30
CIICGRRENTERIN HYDLOCHLORIDE (PAGE 340)

3

BARKE DAL £0 sswG st
I DRIRONALINE 1 DROCHLORIDE (PAGE 40,
CONCENTRATE, DAl

AR TREAATTASATABBIA/IRE AR A AL
i A AR AsAC
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '8¢ - JUNE "85 9

SYRUP; ORAL
PHEHERGAH VC W/ CODETNE

m NYETH LABS/AMHO LOMG/BML; BNG/BML 36 . 25ME/5HL N 08306
PROMETH VC W/ CODEIHE

AA " NATL PHARM HFG/BARRE LOMG/EMLIEMG/EML 6, 2EME/SHLN N 85764
PROMETHAZINE VC W/ CODETHE
AA  BAY LABORATORIES  10MG/SML;SMG/SHL:6.25MG/SMLE N 8369%
CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
L]

m WYETH LABS/ANHO 10M6/5ML 36, 25M6/5HL, N 08306
m NA:I"P::R:D:FG/BARH! 10MG/EMLEG , 25MG/EMLX N 88763
AR BAY L:BORA.TWI::B 10MG/5ML 36 , 25HE/EHLX N 88875
CUUELINE FhUsHh i PSEUDOEPH
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL )
AL %Hﬁlm LOMG/EML; S0MG/EML 1. 25MG/EHL N 12575

PSEUDODINE G
AA BAY LABORATORIES A0MG/5ML; S0ME/5HL 51 .25MG/SHLX N 82833

AA NATL PHARM MFG/BARRE 10MG/SML;30MG/5ML;1.25MG/SMLX N 88704

COLCHICINE] PROBENECID (PAGE 3-47)

TABLET; ORAL
PROBENECID AND COLCHICINE

BP  DRUMMER/FHOENIX 0. 5MG;500MG N 86130
PROBENECID W/ COLCHICINE
FRPEf [PROERAPAGENDY /6 prgieddris/ I BELAS/

CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
COTROPIN

AR CARTER-GLOGAU LABS 40 UNITS/VIALX N 88772

CORTISONE ACETATE (PAGE 3-47)

TABLET; ORAL
CORTISONE ACETATE

BP @ VITARIME/PHOENIX N 80333

7 Google

LROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC

FISONS 4in N 18155

CYCLOPHOSPHAMIDE (PAGE 3-50)
INJECTABLE; INJECTION

Al

UL J214
% P W ; %ﬁ?ﬂ

(i IR AT
1) IT2142/

AP BRISTOL LABS/B-M 100MG/VIAL N 12142
AP DOMGAVT N 12142
AP B00MG/VIAL N 12142
AP GHAVE N 12142
26M/VIAL N 12142

TABLET; ORAL

FHERR ISR f2ene/ IR LEL4

- ks e
CYTOXAN

BRISTOL LABS/B-M 25M6 N 12141

50ME N 12141

(PAGE 3-51)
TABLET; ORAL
OHEPTADTHE

AM THERAPEUTICS aMGH N 88798

>_ADD > AA @ DRUMMER PHOENIX MG N 87284

DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)
TABLET; ORAL

ENDURONYL

BP ABBOTT LABORATORIES 0.25MG;5MG N 12775
ENDURCNYL FORTE

BP ABBOTT LABORATORIES 0.5MGi5HG N 12775
HETHYCLOTHIAZIDE AND DESERPIDINE

BP BOLAR PHARMACEUTICAL 0.25MG;5MEX N 88486

BP 0.5HG; 5M61 N 88452

DESONIDE (PAGE 3-53)
CREAM; TOPICAL
0

AB OWEN LABS/DERM FRODS b U5y N 19048
TJREDESILON
A NIUES| pHaRMS M ES (o ok N 17010
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUME

i (PAGE 3-58)
INJECTABLE; INJECTION
OCATNE HCL N/
BORAT!

/mﬂmna"ﬂssx.w »ssméﬁz

.l.S'I'RA PHA.RH qus 7.5%31.5%
L5424

AP N 83914

N 16297

XYLOCATHE W/ BLUCOSE
AP ASTRA PHARM PRODS N 10496

s &

OSPHATE IC; SODTIUM A (PAGE 3-58)

INJECTABLE; INJECTION
ISOLYTE P W/ DEXTROSE B2 IN PLASTIC CONTAINER
AM MCEGAW/AM HOSP

56M/100ML;31M6/100ML; 130MG/100ML;

26M6/100HL; 320H6./100HLY N 15025
DEXTROSE; OXYTOCIN (PAGE 3-59)
INJECTABLE; INJECTION
BETH_10 USP SE
AP ABBOTT LABORATORIES 5GM/100ML;L USP UNIT/100MLY N 19185
AP 5GM/100ML;2_USP UNITS/LOOHLN N 19185
OXYTOCIN 20 USP UNITS TH DEXTROSE EZ
ap ABBOTT LABORATORIES 5GM/100ML;Z USP UNITS/L00MLM N 19185
OXYTOCIN 5 USP UNITS TN DEXTROSE 5%
AP ABEOTT LABORATORIES 5G6M/100ML;L USP UNIT/100MLK N 19185
(PABE 3-60)
mwm: 0.9 N PLASTTE CONTATNER
TRAVENOL LABS 5GM./100ML ; 75M6/100ML 3
wunwmom.u N 19308
AP 5GM/100ML; 3
9nnnszmonw N 16308
PO LOK . IN ROSE
CHLORIDE 0.97 IN PLASTIC nmnnmg
AP TRAVENOL LABS 5GN/100HL;150M6/100HL;
500ME/100MLE N 19308
AP 56M/100ML; 300MG/100ML 5
900HG/L00HLY N 19308
POTASSIUM CHLORIDE 3OMEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.9% IM PLASTIC CONTAINER
TRAVENOL LABS 56M/100ML; 224M6/100HL;
wonsnocm N 19308
CHLDKIDG ©.97 Ti BLARTTE CONTATH
AP TRAVENOL LABS

wmmgle N 19308

‘85 11

DEXTROSE; POTASSTUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60)

IIIJEETABLE‘ INJEETICII-‘I
- CONTAINE|
AP TRAVENOL LABS SGM/100HL;150H6/100ML;
S00MG/100MLE N 19308
DEXTROSE; THEOPHYLLINE (PAGE 3-62)
:NJE:IABI.E. nuﬁcuou
[HEOP! I (TRES
TRAUENOL L.lBS mnnn; om};gm-q, N 18649
N 18649
GH/J. DHL u.omag:m;. N 18649
E6M/100HL ; 200H6/100ML N 18649
5GM/100ML ;£00MG/100ML N 18649
JHEOPHYLLINE TN DENTROSE 5 IH PLASTIC CONTATHER
ABBOTT LABORATORIES 5GM/100HL;4%0MG/100HLE N 19211
OOML ;80ME/100MLY N 19211
5GM/100HL ;16 0M6/100MLM N 19211
S56M/100ML; 20016/100MLK N 19211
56H/100HL ; 400H5/100MLK N 15211

ERERERKER GERRR RRRER

EOPHYL! L] DEXTROSE 57 IN PLASTIC

AM MCGAW/AM HOSP 56M/100ML; 40MG/100MLE N 19083
THEOPHYLLTNE 0.087 AND DEXTROSE 57 IN PLASTIC GONTATNER
AM MCGAW/AH HOSP 56H/L00ML; 80 H 19083
{s] ] Y] [1] ROS ¥ PLASTY
AM MCGAW/AH HOSP 5G6H/100ML; 16016./100HLK N 19083
PHYLLIHE 0.27 DEXTROSE 52 PLASTIC CONTAIN
AM MCGAW/AM HOSP ; ] N 19212
INE 0.6% EXTROS
AM HMCGAW/AM HOSP S6M/100ML; 400HG/100MLE N 19212

DIATRIZOATE MEGLUMINE (3-62)

/!
]

AP

AR
DD >
>_ADD >

14t/
AT

INJECTABLE; INJECTION

A LI AR )
ne i yAg e
WINTHROP-BREON/STERL 30% N 16403
HYPAQUE MEGLARITHE 607
HWINTHROP-BREDN/STERL 507 H 16403
SOLUTION; URETHRAL
CYSTOGRAFIN DILUTE
ER SQUIBB AND SOMS 18/m N 10040
Sstee/ /442 1gssy
H:Nmnup-antmvsrsnL;_L N 16403
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DOXYCYCLINE HYCLATE (PAGE 3-70) ERYTHROMYCTN (PAGE 3-73)
CAPSULE; ORAL OIMTMENT; TOPICAL
DOXY=LEMMON AKNE-HYCIN
AB LEMMON EQ 50MG BASEX N 62497 HERMAL PHARM LABS 2/m N 50584
[}
AB HALSEY DRUG EQ_50MG BASEM N 62119 SOLUTION; TOPICAL
AB EQ_100HG BASEM N 62119 SANSAC
AB PAR PHARMACEUTICAL E9 50MG BASER N 62434 AT QWEN LABS/DERM PRODS 2/4m N 62522
AB SUPERPHARN EQ 50MG BASEM N 62469
AB EQ 100MG BASER N 62469 SWAB; TOPICAL
AB HEST-HARD EQ S0HG BASER N 6239 ERYCETTE
AB ZENITH LABORATORIES EQ SOMG BASEM N 62500 ORTHO PHARMACEUTICAL 2¥m N 50594
AB EQ 100MG BASER N 62500
TABLET; ORAL ERYTHROMYCIN ETHYLSUCCINATE (PASE 3-74)
AB LEMMON EQ _100M65 BASEM N 62581 SUSPENSION; ORAL
DOXYCYCLINE HYCLATE ERYTHROMYC] [HY LSUCOTNA
AR SUPERPHARM £Q_100HG BASER N 62494 AB PHARMAFAIR EQ _200MC BASE/SHLK N 62559
AB ZENITH LABORATORIES EQ 100MG BASEM N 62505 AB EQ 400H6 BASE/SMLK N 62558
DOXYLAMINE SUCCINATE (PAGE 3-70) ERYTHROMYCIN LACTORIONATE (PAGE 3-75)
TABLET; ORAL IMNJECTABLE; IMJECTION
DECAPRYH
AR MERRELL DOW/DOW CHEM 25MG N 06412 AP ELKINS=SINN/AHROBINS EG 500M6 BASE/VIALN N 62563
DOXYLAMINE SUCCINATE AP EQ 16 BASE/VIALK N 62563
AA QUANTUM PHARMICS 25MeR N 88603 T
AP ABBOTT LABORATORIES EGQ 500MS BASE/VIAL N 50182
AP EQ 16H BASE/VIAL N 50182
DROMABTNOL, (PAGE 3-70)
CAPSULE; ORAL ESTROGENS,; CONJUSATED (PAGE 3=76)
HMARINOL
UNIMED 2.5HGH N 18651 TABLET; ORAL
BHMGH N 18651 CONJUGATED ESTROGENS
loMen N 18651 BS ZENITH LABORATORIES 0.3MGH N 88569
i (PAGE 3-72) ETHACRYNATE SODIUM (PAGE 3-78)
INJECTABLE; INJECTION INJECTABLE; IMJECTION
LIGNOSPAN FORTE EDECRIN - . .
DEFROCO EQ 0.02M6 BASE/ML:Zin N 88389 >_DLT > THS A8 MEReR/ FEA S8 BAZEVIAL/ TN 1883/
LIGNOSPAN STAMDARD >_ADD > MS2D/MERCK EQ 50M6 ACIDAVIAL N 16093
DEPROCO EQ 0.01M6 BASE/ML;2¥XH N 88390
ETHINYL ESTRADIOL; ETHYNODTOL DIACETATE (PAGE 3-78)
ERGOCALCIFEROL (PAGE 3-72)
TABLET; ORAL-21
CAPSULE; ORAL
RISDO! . < 7 DEMULEN 1/50-21
A ?ﬂiﬂ.?#ﬁdﬁ. LABS STERL/ /86 IN83444/

AA WINTHROP-BREON/STERL 50

LN | IvEg-2e

H 03444 TABLET; ORAL-28
O 8 le iy
DEM

>_ADD > AA VITARINE/PHOENIX 50,000 10



STHOT N Lo 1=M/SIAVA=-DNHYL av
STYST N =OW0S NVAD WV/SSV1 3143031 &
69581 N wSH0E  S3IdolviEosn u:: o
vE0 1379Vl /oespd 175
iy : //sar#mﬁm T/
(99-£ 39vd) TOIA3SOAd 95TL8 N RZSE0" aTv/5aY] Leaguan
. s . 90589 N w7200 g
§ AUN
1959EXNS FEL A& TR My &) /s H 3 " m “ '%Eb—r‘ [] YIVAYHEVHA 4
P deE T A R TR 15209 N WITG'0 Sarsolvéosyl Ava i
SUINOIIOV IN010NXI0MTS

T¥IIdOL HYIHD

(S8-£ 39vd)
(29-¢ 39vd) JOINOLIIV JNO TONLINTI
65221 N aMET NHOrdn €
A0¥AVHATY
V40 f137GVL DHEST N HHNI/SHG20°0  XJIMNAS/SAV] XALMAS
30IVNONE
(v8-% 39vd) FNOT05INGIZAN TS NOILYIVHNI £10S0u3y
(20-€ 39vd) JATTOSINNT
$£02T N G2 ONIN3HIS € dd < aav <
LLIHAE3d
AVEO f137QYL SITST N HTH735VE SH50°0 53 S3THOLVH0AV 1loaav av
FIVALTO VINVINET
(49-£ 39vd) TOI80 THOOBOAR JNIZVNIRA 13 NOILO3rNI ¢ 31EVLIIrNI
(19-£ 39vd) JIVALID TANVINGS
1988 N W TH7SH0E av
9988 N - WIH/GH03 SIIHOLYHOEY] HVdO10S av
0 TEQLT N #SMOOY  9d/HOLYI u:maou
MNOILJIIrNI $31GVLIAMNI INONOIO
'mn HEIFL TR

(£8-£ 39vd) TIdvanosoni1d
(19-¢ 39vd) HNIGOSTA 31WNOHAILY

19891 N Lr4 o] SHHYHd NvauITIY

U] 0E/5"T T2 NIWLIS30T
OJIHIVHLHAO tSAONO/NOISNIASNS [95/S T NI s30T
T2=1vd0 f13navl
(£9-£ 39vd) INOTOHLIACHON T
(62-€ 39vd) TIVII9V SHOUGNTRIISON TT0TGVEISY TANIALY
fE5598. 0/ RT9, maxmmmgggm 5/
an 06T6T N HOHSZT"0°9HSL0° 04 SHS0 0
I1vI2Id0L ¢NOILNNOS {9UED"0‘OHL0 " 0SHED"D OHV/8aVT HLAAN
B82=-1ISVYH4ATINL
f5399d, W 7 (S ALHSLY Sgsty T, Waxy/ 82-1VH0 fi3lavL
LSTLO N n/5c0°0 HIHITTY/58YT Lu38Y¥3H Y
aINomid 2HTET N HOHG2T 0*ONSL0 "0 SUS0"0
ZhiE8 N 75200 SALHOLVHDEV] AvE b {OWED"0°IWH0 "0 OMEO"0 OHAY/SEVT HLIAM
OHI20NY. T2-1ISVHdIdL
IV¥IIdOl fINIHINIO T2-1vd0 137GVl

(28-€ aum L8L-€: 39VA) ﬁﬁim
[ i nr r 0T H3IQWNN INIHINHdNS FATLYRNHAI-/-LSTY /L2000 8Nua



v

v

PY:DY:D%By PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 15
FUROSEMIOE (PAGE 3-86) 5D581NON105 (PAGE 3-90)

TABLET; ORAL CREAM; TOPICAL

LASIx /HALOIOERM/

AB HOECHST-ROUSSEL b-B¥%P%:Dy N 16273 HALOG-E

GENTAMICIN SULFAIE (PAGE 3-86) HEPARIN SOCIUg (PAGE 3-91)

INJECTABLE; INJECTION INJECTABLE; INJECTABLE

GENTAMICIN SULPATE HEP-PLUSH 10

> A00 > A5 SOLOPAK LABORATORIES 59 10MB BASE/MLn N 62507 A5 LYPHOMEO 50 UNITS/MLn N 17651
> ADD > A5 59 40MG BASE/MLA N 62507 HEPARIN LOCK FLUSH

A5 LYPHOMEO 100 UNITS/MLn N 17651

OINTMENT; TOPICAL Ag SOLOPAK LABORATORIES 10 UNITS/MLn N 88457

OENTAMICIH SULEATE AS 10 UNITS/MLn N 88580

Al 5 FOUGERA/BYK-GLON 59 1MG BASE/Gnn N 62533 A5 100 UNITS/MAR N 88581

Al PHARMAOERM/BYK-GLON 59 IMG BASE/GMA N 62534 HEPARIN SODIUM

/AP ELKINS-SINN/AHROBINS/205(dd' UORMSIME /NfA jdAYj/

SOLUTION/OROPS; OPHTHALMIC /__/ /4d; 000011 (L/ /NjA jA, AYj/

_GENA®_PTIA® 851. N'N, JV /N'ATjA, AYy

Al ALLERGAN PHARMS 59 3MG BASE/MLn N 62452 > ADD > Az ORGANON/AxZONA 1 000 UNITS/MLn N 00552
> ADo > AS 5 000 UNITS/MLA N 00552

> ADD > A5 10 000 UNITS/MLn N 00552

GLUTETHIMIOE (PAGE 3-88) 4€° 01N, 4€° /L1 UAENIN

> 01N, >/AP AKIONA/ /dd'ddA* UNIS/HL/ /Nfdds A¢ AC/

TABLET; ORAL > AoD > LIOUAEMIN SODIUM

GLUTETHIMIO; > ADn > AS ORGANON/AKZONA 1,000 UNITS/ML N 00552

>AOB> A¢A® a ORUMMEAAPNOENIX 500MG N 87297 > Ano > A5 5,000 UNITSAAL N 00552
/_/ /ZENIANAA, BA“RA,IPRIES/WL/ /N'AjiAYAYAY/ > ADD > D, _4€5__ 10 000 UNIL/ML N 00552
> ADD > A5 20,000 UNITS/ML N 00552

> 1DD > A5 40,000 UNITS/ML N 00552

GONAOOTROPIN CHORIONIC (PAGE 3-89) 4€° 01N, > A©!/ /LI UAEHIN'SCOIUN'A, ida€ce /i A*Ad'A¢
>DLT>.Am, I .4€5 L/ D

INJECTABLE; INJECTION > OLT > /LIdUAENIN'SdIUN'A, iddA,/

CHORIONIC GONAOOTROPIN > OLT >/Ag/ /ORGANON/AKZONA/ /ididdd'UNIS/ML/ /A ANASA%0A/

A5 CARTER-GLOGAU LABS 15,000 UNITS/VIAL: N 17016 > OLT > LIQUAENIN'SOOIUN'A, A;dA’A,/

2.000 UNITS/VIALn N 17016 > OLT >/55/ /ORGANON/AKZONA/ /A;dAddd'UNITS/NL/ /NfOOSSA;/

A5 LYPHOMEO 15,000 UNITS/VIAL N 17067 > DLT > /LIUAENIHSOA, JUN'A, SdA,/ 1111

> D LT >/M/ /A“NSANA“N/AKMNA,,/ /A% 6dd UNATA%LOL/ N, 3111552/

GUANETHIOINE MONOSULFATE (PAGE 3-90)

HEPARIN SOOIUM' SODIUM CHLORIDE (PAGE 3-93)

TABLET; ORAL

GUANETHIOINE HONOSULPATE INJECTABLE; INJECTION

AB BOLAR PHARMACEUTICAL 59 10MG sULPATEn N 86113 HEPARIN SOOIUM 10.000 UNITS IN SOOIUM CHLORIDE 0.92
AB 5 25MG SULFATEn N 86114 ABBOTT LABORATORIES 10.000 UNITS/100ML;

ISMELIN 900MG/100MLn N 18911

'YA%0AEA fACIBAA«GEIGY /IOMG/ /NFA™AjjA;Aj/ HEPARIN SODIUM 10.000 UNITS IN SODIUM CHLORIDE 0.452
/ZSMG/ /NfIAOAYAOA©/ AS ABBOTT LABORATORIES 10,000 UNITS/100ML;

AB CIBA/CIBA-GEIGY 59 10MG SULFATE N 12329 450MG/100MLn N 18911

AB5 25M@ SULPATE N 12329 HEPARIN SODIUM 12,500 UNITS IN SOEIUM CHLORIDE 0.92

A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;

900MG/100MLn N 18911

D,5520°1D] 591NNt 2519N2_R+4D,115_18 511151_55195115_2122

A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;

900MG/100MLI! N 18911

ACIA,, IN'A,dssAj/
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HYDROCHLOROTHIAZIDE ; TIMOLOL MALEAVE (PAGE 3-98)
TABLET; ORAL
TINOLIDE 10-25

HYDROCHLOROTHIAZIDE ; TRIAMTERENE (PAGE 3-98)
TABLET; ORAL
MAXZIDE
MYLAN PHARMS 50M6; 75MGN H 19129

HYDROCORTISONE (PAGE 3-99)

CREAM; TOPICAL
ROCOR
AT THAMES PHARMACAL 2.57m N 88799
oM
J&1/ ~ DERMIK/RORER-AMCHEM [d. ¥/ N 80472

OINTMENT; TOPICAL
HYTONE s
/81 ~ DERMIK/RORER-AMCHEM [d.82/ M 80474
POWDER; FOR RX COMPOUMDING

J84/ Hﬁﬁﬂf){'ﬁﬁﬁﬂ#ﬂﬂﬁﬂ&w B84/
AA TORCH LABORATORIES 1007 N 87834
HYDROCORTISONE ACETATE (PAGE 3-102)
/ Ff/!ggfvﬂ (4 AOPIEALS
mﬁrmmm&'mww fBg4sH
H YDROCH (PAGE 3-103)
AEROSOL; TOPICAL
EPIFDAM
REEDECARNRICK PHARMS 1312 H 86457
HYDROF LUMETHTAZIDE (PAGE 3-104)
TABLET; ORAL
HYDROFLUMETHIAZIDE
Aﬂ CHELSEA LABORATORIES 50MeM M 88528
AB PAR PHARMACEUTICAL  50HGH N 88850

Google

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)

TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE
BP ZENITH LABORATORIES 50MH6;0.125h6n

HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)
TABLET; ORAL

AB PUREPAC/KALIPHARMA  10MGH

AB 25H6n

AB FHLE]

AB SUPERPHARM 10MGn

AB 25HGH

AB EOMGH

HYDROXYZINE PAHOATE (PAGE 3-106)
CAPSULE; ORAL

AB LEMHON EQ_25MG HCIM

IBUPROFEN (PAGE 3-106)

TABLET; ORAL
>_ADD > IBUFROFEN
S_ADD > AB BOOTS PHARMACEUTICAL £00HGN
RUFEN
AB BOOTS PHARMACEUTICAL %00HMGHN
AB 600HGH
AR 600MGH

IMIPRANINE HYDROCHLORIDE (PAGE 3-107)
TABLET; ORAL
AB @ DRUMMER/PHOENIX 10HG
;% Atk Liaonsrontes/ /oy
4 el
SKAF LABORATORTES  10MG
AB 25H6
BP 50MG
JINDOMETHACIN (PAGE 3-108)
CAPSULE; ORAL

IMDOMETHACIN
AB PAR PHARMACEUTILCALD O 25MEw
AB zavce

N 88932

N 88120
N 88121
N 8g122
N 88794
N 88795
N 88796

N 88713

N 70556

N 70083
N 70088
N 70099

N 85200

N 83827
N 83827

N 18829
N 18829
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUBUST "84 = JUNE "85

LIDOCATHE HYDROCHLORIDE (PAGE 3-115)
SOLUTION; TOPICAL
AT ROXANE LABORATORIES Gm

LINDANE (PAGE 3-116)
LOTION; TOPICAL
ANE
AT BAY LABORATORIES L
SHAMPOO; TOPICAL

LINDANE
AT BAY LABORATORIES 17m

LOXAPIME HYDROCHLORIDE (PAGE 3-118)
CONCENTRATE; ORAL
>OLT > JEORETANE/
>_ADD > LOXITANE C

INJECTABLE; INJECTION
FXERATARE/

MEPERIDINE HYDROCHLORIDE (PASE 3-122)
INJECTABLE; INJECTION

N 88803 AP ABEOTT LABORATORIES L1OMG/MLw
AR INTL MEDICATION SYS 1OMG/ML
SYRUP; ORAL
DEMEROL
AR WINTHROP LABS/STERL 5OMG/SML
TH|
N 88150 AA ROXANE LABORATORIES 50M6/SMLX
TABLET; ORAL
MEPERIDIHE HCL
N 88191 AA BARR LABORATORIES  100MEM

HEPHENTERMINE SULFATE (PASE 3-123)

INJECTABLE; TNJECTION
WYAMINE SULFATE

JRIERH ABS/ g/ ﬂ,ﬁmg

HYETH LABS/AMHO EQ 15MG BASE/ML

>_DLT > EQ 30MG BASE/ML
>_ADD > LOXITANE IN
HEPIVACATHE HYDROCHLORIDE (PAGE 3-123)
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE: SODIUM
CHLORIDE; SODIUN ELUCONATE (PASE 3-119) INJECTABLE; INJECTION
CARBOCATHE
SOLUTION; IRRIGATION AP BREON LABS/STERLING 2%
PHYSTOLYTE IH PLASTIC CONTATHER
AP ABBOTT LABORATORIES 30MG/100ML337MS/100ML;370ME/L00ML} AP CARTER-GLOGAU LABS 1w
’ 530HG/100ML ;5001610 OHL N 19024 AP 2xm
SYHOVALYTE IM PLASTIC CONTAINER POLOCATINE
AP TRAVENOL LABS 30HG/100ML ; 37MG/LO0ML OML 3 AP ASTRA PHARM PRODS  3/m
526M6/100HL N 19326 SCANDOHEST PLATN
AP DEFROCO 3m

MEDRYSONE (PAGE 3-122)

SUSPEMSION; OPHTHALMIC
HHS
ALLERGAN PHARMS 14

MENOTROPINS ( PAGE 3-122)

INJECTABLE; INJECTION
PERGONAL
SERONO LABS 150 IU/AMP

>_ADD > 300 IU/AMPE

Go

HEPROBAMATE (PAGE 3-123)

TABLET; ORAL

N 16624 !g I_T.EPR!’BM'I.AF ;i%

N 17646
N 17646

19

N 88432
N 86332

H 05010

N 88744

N 88640

iy
N 08248

N 06248

N 12250

N 88769
N 88770

N 88653
N 88367

W
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DRUS PRODUCT LIST /# CUMULATIVE SUPPLEMENT NUMBER 10 / AUSUST "84 = JUNE '85 23
POTASSIUM CLAVULANATE; TICARCILLIN DISODIUH (PAGE 3-158) PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)
INJECTABLE; INJECTION CAPSULE; ORAL
TIMENTIN PROCATHAHIDE HCL
BEECHAM LABS/BEECHAM EQ 100ME ACID/VIAL: AB ROXANE LABORATORIES 250MEM M 88989
EQ 3GM BASE/VIALM N 50590 2B 500HGw N 88990
EQ 200MG ACID/VIALS
EQ 3GM BASE/VIALx N 50590 INJECTABLE; INJECTION
ROCATMA
AR SOLOPAK LABORATORIES 100MS/MLM N 88530
PREDNISOLOMNE (PAGE 3-159) AP S00MG/MLR N 88531
AP 500MG/MLN N 88532
TABLET; ORAL ‘
PREDNISOLONE TABLET, COMTROLLED RELEASE; ORAL
BX  SUPERPHARM 5MER N 88892 E
1B BOLAR PHARMACEUTICAL 250MGH N 88533
4B S00HGH N 88534
PREONISOLONE ACFTATE] SULFACETAMIDE SODTUM (PASE 3-160) 2B Z50HEN N 88535
PROCAN SR
OINTHENT; OPHTHALMIC 4B 250MG N 86468
PREDSULFATR AB 500G N 86045
PHARMAFAIR 0.5%310% N 88032 A 750MG N 87510
YASOCIDIN 75{.! PARKE=DAYIS/M=L /3ddng/ N 'g6dés/
AT COOPERVISION PHARMS 0.52310%% N 88791 16Hm N 868489
PREDNISONE (PAGE 3-161) P N SYLATE (PAGE 3-164)
SOLUTION; ORAL CONCENTRATE; ORAL
PREDNISONE PROCHLORPERAZINE EDISYLATE
ROXANE LABORATORTIES 5MG/SMLX N 88703 AA BAY LABORATORIES EQ_10MG BASE/HLM N 88558
PREDNISONE INTENSOL
ROXANE LABORATORIES SHE/MLE N 88810 SYRUP; ORAL
A
TABLET; ORAL AR BAY LABORATORIES EQ_SMG_BASE/SMLN N 88597
PREDNISONE
BX  SUPERPHARHM sHEN N 88865
BX 10HGH N 88866 PROCHLORPERAZINE MALEATE (PAGE 3-164)
BX 20MGx N 88867
CAPSULE, CONTROLLED RELEASE; ORAL
COMPAZINE
PRILOCAINE HYDROCHLORIDE (FAGE 3-162) ® SK&F LABORATORIES EQ 75MG BASE N 11000
INJECTABLE; IMJECTION
CITANEST PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)
2 ASTRA PHARM FRODS 1% N 14763
P 22 N 14763 SYRUP; ORAL
a 3z N 16763 B
(4% L4263/ PRONETHAZTIHE PLATH
CITANEST PLAIN
ASTRA PHARM PRODS 4 N 14763

PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)
CAPSULE; ORAL
P
AR LEMHON £5MER N 88615

Google
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SECOBARBITAL SOOIUM (PAGE 3-174)
CAPSULE; ORAL
SECOBARBITAL SODIUN
AA & DRUMMER/PHOENIX 100HS
AA 5 VITARINE/PHOENTX loome

SODFUM CHIORTDE (PAGE 3-176)
INJECTABLE; INJECTION
BACTERTOS 50D

BAC Xl A 5 (U Cn
AR ABBOTT LABORATORIES
AB INVENEX LABS/LIFE  SHG/MLM

m! y CHLORIDE 0.9# IN PLASTIC M
AP A MCGAH/AM HOSP 300ME/100ML
AR INVENEX LABS/LIFE  SHG/MLM

SLUSH; IRRIGATION

SO0IUM CHLORIDE 0.9% IN STERILE PLASTIC CONTAINER

TRAVENOL LABS 900ME/100HLE

S00IUM TODIDE, I-131 (PAGE 3-178)

SOLUTION; ORAL
IUM IODIDE I 131

> LT > slugﬁwﬁ. e 116, Ve t=Bdre LS
>_ADD > SYNCOR IMTL S0MCI/ML
SOOTUM LACTAYE (PAGE 3-178)

INJECTABLE; INJECTION

SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES SMEQ/MLE

SODIUM NTTROPRUSSTDE (PASE 3-178)
INJECTABLE; INJECTION

AP LYPHOMED SOMG/VIALR

SOOTUM POLYSTYREME SULFONATE (PAGE 3-179)

PONDER; ORAL» RECTAL
EAYEXALAYE

AR BREON LABS/STERLING 453.6GM/BOT

AR BAY LABORATORIES %Il Sle

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST "84 - JUNE "85

N 85898
N 86273

TN 18800

N 88909
N 88911

INLIAES]

N 17464
N 88912

N 19319

338
N1

7315

N 18947

N 70031

N 11287

N 88786

>.ADD_> AE

14

SODIVH POLYSTYRENE SULFONATE (PAGE 3-179)
SUSPENSION; ORAL, RECTAL

AA BAY LABORATORIES 156H/60MLN

SOYBEAN OIL (PAGE 3-180)

INJECTABLE; INJECTION
LELB50TY LABORATORIES 1070
ABBOTT L.I.MIHIAT(HIES 207

BB

SPIROWOLACTONE (PAGE 3-180)
TABLET; ORAL

> ADD > AB 3 PUREPAC/KALIPHARMA  25MC

(PAGE 3-181)

INJECTABLE; INJECTION

TABLET; VAGINAL
SULTRIN
ORTHO PHARMACEUTICAL 184M6;143.75M65172.506

AT
JRIPLE SULFA
AT E FOUSERA/ALTANA 184M6; 143, 7516172 . SMEN
AT PHARMADERM/ALTANA 1846143, 75MG; 172, 5HGR

(PAGE 3-181)

SOLUTION/DROPS; OPHTHALMIC
SULFAQETAMIDE SODIUM
PHARMAFAIR
A PikeAeLi ARy
SULFAIR 10

AT PHARMAFAIR 107m

H 88717

N 18%9
N 18970

N 08453

we

(PAGE 3-161)

N 057%%

N 63463
N 88462

N 88947
INEIsasf

N 87949



SULFAMETHOXAZOLE (PAGE 3-182) TECHNETIUH! TC-99Hz ALBUMIN KIT (PAGE 3-185)
TALBET; ORAL INJECTABLES INJECTION

DD N%D:DN,D:D%N.. . D'D*PY%NED? D' NND N, ND:D NN, NNDYN. . N 463

/D" www /A%0A A’ A, AO N, DUN"Nf N,N,D;NDY:D DY/ N,b»D, N,. 17775/

AB HEATHER ORUC 500m@ N 66163 TECHNETIUM N,N 99" HSA

MEDI-PHYSICS N/AN 17775

SULFAHETHOXAZOLE' TRIHETHOPRIM (PAGE 3-103)

TECHNETIUH N,N-99D% MEORONATE KIT (PAGE 3-1861

TABLET; ORAL

COTRIH INJECTABLE; INJECTION

59 LEMMON 4Db¥:D¥:D;D-;D*D¥:DY:bub, N 70034 /HA, A, JKIT/

COTRIH n.5. TECHHETIUM Tc 99H HPI Mur

A9 LEMHON 600HG;160HCn N 70046

AcQLEAEEIEQEBI!

A9 PAR PHARMACEUTICAL 400MG;60 n N 70022 TECHNETIUH TC-99n PENTETATE KIT (PASE 3-1661
SULEAHETHORRIH-us

A9 PAR PHARMACEUTICAL BoonC;160nen N 70032 INJECTABLE; INJECTION
SULFAHETHOXAZOLE a TRIMETHOPRIM > DLT >/OTRA' SN 'KIT' A“HELATE

A9 HEATHER DRUG 400MG;BoHCn N 16946 > OLT>/59/ P* 4€5 465 Nid /Nf17255/
A__B600MG;160r1(5n N 18946 N,B%b P//N"D N" 'SAANNINAC 4€°D°

SULrAHETHOXAzoLE ANO TRIHETHORRIH /ACg/ L, 4€3 /NfA JAYAYAY/

A9 BARR LABORATORIES 400HG;60Msn N 70006 > A00 > HRI OTRA KIT A cHELATE

A9 CHELSEA LABORATORIES 400MC;60MCn N 70002 > A00 > _g"EOI-PHYSICS NA;AN 17255
A9 000D;0;160D%:0D;, N 70000

> 500 4€° suLFATRIH-Ds

>A00 > 59 SUPERPHARM 600HC;160HCn N 70066 TECHNETIUNI TC-99MI SULFUR COLLOIO KIT (PACE 3-107)
> A00 > SULEATRIH-Ss

> 500 > A9 SUPERPHARM 400MC;60MGn N 70065 INJECTABLE; INJECTION
SULFAHETHOXAZzOLE ANO TRIHETHoRRIH DOUBLE STRENGTH /A%A, A« A+ A*A, ACA, fAOACA, A, AOA-tA°A, J99H'TSA?
A9 BARR LABORATORIES 600MC;160MCuN 70007 4€3 /NfijjA;Aj/

PP DD Pe-017311123€eD-D N NN N DYN,'D PN N f /ATjI1ddII/ TECHNETIUM Tc 99H Tsc
1 L A€7L 465 465 ; Dy, 4€% AESAE3AE33€5 Ag MEDI-PHYSICS _A;AN 17704

/TRIHEfivsucA¢6's/s 1 11

1. A ATAS/ AATdA AgANA AW N,. 77.6.61/

TERBUTALINE SULEATE (PAGE 3-107)

SULFISOXAZOLE (PAGE 3-1041 AEROSOL; INHALATION

BRETHAIRE

TABLET; ORAL BN GEICY/CIBA-CEICY 0.2MC/INHn N 10762

SULFISOXAz0LE BRICANYL

>A00 > BP B° ORUMMER/RHOENIX 500MB N 07332 BN MERRELL DON/DON CHEM 0.2ME/INHn N 10000
INJECTABLE; INJECTION

TECHNETIUM TC-99M ALBUMIN ACGREGATEO KIT (PAGE 3-105) BRICANYLI I I

JAA}/ 7153741. PMAM M515//Q N, 17.455/

INJECTABLE; INJECTION 59 MERRELL Dob /Do, CHEM IMC/ML N 17466

ALBUMIN MICROSPHERES (HUMAN) INSTANT MICROSPHERES I

/HS/ /A, A”A,GNA*SUA¢ N .Ne€p°D>/D*D PP N, N.,. 17632/

>0DY>. ... .4€7 €%

>N">/HS//A¢IN.13€ 1 A¢HALA®/ /N/A,/ N,. 17773/ N, DPP*NED-N,: ORAL

> 500> TECHNETIUM TC 99H MAA sELDANE .

>A00 > BS "EOI-PHYSICS N/AN 17773 MERRELL DON/DOH CHEM B*PpbY:ByiN+ N 10949
DRUG PRODUCT LIST/ CUHULATIVE SUPPLEMENT NUMBER 10/ AUGUST '84 - JUNE '85 26
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-JETRACYCLINE HYDROCHLORIDE (PAGE 3-188)
CAPSULE; ORAL
BRISTACYCLTHE
Jdd/ T BRISTOL LABS/B-M  JSdddd/
o
AB SUPERPHARH 250M6%
AR 20onew

THEOPHYLLINE (PAGE 3-130)
CAPSULE; ORAL

SOMOPHYLLIN-T
FISONS

1o00MEK
200MEx
250165

CAPSULE, CONTROLLED RELEASE: ORAL

88 8% 82 8 8 B B8 B8% B AERE BRA

ELIXOPHYLLIN SR
BERLEX/SCHERING

SLO-BID
WILLIAM H RORER

SLO-PHYLLIN
WILLIAM H RORER

SOMOPHY LLIN=CRT
FISONS

THEO-24
SEARLE/SEARLE PHARMS

THEOBID
GLAXD
THEOBID JR.
GLAXD
THEQGLEAR L.A.-130
CENTRAL PHARMS
THEOPHYL-SR
HCNEIL PHARM

THEOPHY LLINE
CENTRAL PHARMS

THEOVENT
SCHERING

125M68
250Me

50MGs
100HG®
200HGR
300HGR
125MG
50MGs
200MGs
300MGE

200MG
300HG

260MGK
130MEx
130M6

125M6K
250men

125M68
250Men

125M6k
250M6x

TABLET, CONTROLLED RELEASE; ORAL

FOREST LABORATORIES

100HMGRE

FGoogle

4811/

N 62540
N 62540

N 87155
N 87155
N 87155

N 86826
N 86826

z==

>_ADD >

THEOPHYLLINE (PAGE 3-190)
TABLET, CONTROLLED RELEASE; ORAL

THEOPHYLLINE
BC ~ FOREST LABORATORIES 100MGN
200MGH
300H6R

B

THIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL
o
AB BARR LABORATORIES  150M6M
48 200HGw
A8 BIOCRAFT LABS omen
AB loonGa
AB CORD LABORATORIES 100M6x
AB DANBURY PHARMACAL  150MEM
AB 2oonex
AB ROXANE LABORATORIES 100HGW
TOBRAMYCIN (PAGE 3-194)
SOLUTION/DROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES  0.3%K
JOCATNIDE HYDROCHLORIDE (PAGE 3-194)
TABLET; ORAL
TONOCARD
MS&D/MERCK 400HER
600MEX
TOLAZAMIDE (PAGE 3-194)
TABLET; ORAL
TOLAZAMTD
AB ZENITH LABORATORIES 100MGH
AB £50MGn
AB 500HGH
TOLTHAS
AB UPJOHN 100MG
4B 2501
AB 200HG

TOLAZOLTNE HYDROCHLORTOE (PAGE 3-1%4)

INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIEY

<EME/MLI

27

N 88503
N 88504
N 88505

N 88737
N 88738
N 88493
N 88456
N 88135
N 88869
N 88872
N 89048

N 62535

N 18257
N 18257

18894
18894
188%4

15500
15500
15500

EZTZT ZTZZ

N 06403
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YERAPANEL, HYOROCHLORIDE (PAGE 3-202)

TABLET: ORAL
CALAN
AB  SEARLE/SEARLE PHARMS SOMcw
AB
ISOPTIN
AR KNOLL PHARMACEUTICAL 80MS
AB 120M5
INCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION
O;EE;E"MX/ JIns/
: i
ELI LILLY IMGAHL

HARFARIN SODIWH (PAGE 3-203)

TABLET; ORAL
HARFARIN SODIUM
> ADD > AB  COLMED LABORATORIES 2HGm

WATER FOR INJECTION, STERILE (PAGE 3-204)
LIGQUID: N7A
STER HATER _FOR
AP TRAVENOL LABS 1004

148/

Google

N 18817
N 18817

N 18593
N 18593

N 88719

N 18432
18833/
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DIPYRIDAMOLE (PAGE AD&)

TABLET; ORAL
DIPYRIDAHOLE
DAMBURY PHARMACAL 2EMG
50M6
75HG
PHARM BASICS 50MG
SIDMAK LABORATORIES 25MG
50H6
75HG

[iddddedidé ‘diidtdAte/ (PacE ADS)

(ALL PRODUCTS - SEE SPECIAL NOTE B.

JTABLETS, !WJ'J

lifg#g;ﬁ% ﬂIi 5/ 130ne/
-f LEFL S
74 sosdfg 10 Nm‘”ﬁﬂ

/ BARR.'L Afd 11drs/
Pas %’E it LIRS, Fﬂ.l#s.é.- “ORALS

FPOREST. LRBORAY SR 1ES/ f2ore/
MNITROGLYCERIN (PAGE AD7)

TEAPSOLE, CONTROCLES, RELEASE S, BRAL/

-

DESI PEMDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE ‘a5

N 88945
N 88800
N 87432
N 8s&s22
N 88683
N 88684
N 88685

)

/W 81864/

I Eteds/

N Bgszef

(ALL PRODUCTS = SEE SPECIAL NOTE B.)

JTABLEE;, CONIRALIES RELPASE S, BRAL/

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

PENTAERYTHRITOL TETRANITRATE (PAGE ADA)

CAPSULE, CONTROLLED RELEASE; ORAL
PEMTAERYTHRITOL TETRAMITRATE
@ VITARINE/PHOENIX 80Me
L] 80HG
] 80MG

Go

N 86305
N 87529
N 87531
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

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

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

1) an alphabetical 1ist 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 bicequivalence studies are required
for ANDA approval.

The mmm1a<mn Prescription Drug Products with Therapeutic Equivalence
Evaluations, on, T and 1ts monthly supplements w e used to
satisfy 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 nmdozw and will provide
information on the current patent status of the Tisted drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:

(1) A new drug application approved between January 1, 7982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original application.
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The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not

be published.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (1) antibiotic and

insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 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 antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.

Bioavailability/Bioequivalence Requirements

The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or jg vivo bioavailability/bioequivalence study
data must be incluHA«d wiA~ A=+ their ANDA suEmissions.

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) tHOsA«-WA=ich pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstraA®A«d (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.

All 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 jg.vivo bioequivalence or else submit information
sufficient to permit the'A fgency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn Hosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the ig vivo bioequivalence requirement be waived.'

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

All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed 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 that claim the

active ingredient or ingredients or the drug product (excluding process

patents), or use patents for a particular indication or method of using the

product. The Agency has concluded that formulation/composition patents should
be added to the List.

A patent that claims a drug (as contrasted with one that claims a use) must

refer to an approved drug product. D¢b¥ ensure that only appropriate patents

are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is

asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the

following certification: "The undersigned certifies that the drug or

formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency

will continue its policy of not publishing process or chemical intermediate
patents.

The Agency is required by the law to publish all use patents, even if the use

has not been approved by the Agency. Therefore, the publication of a use

patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.
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DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-1V THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.

ABBREV IATIONS

NC MEW COMBINATION

NCE NEW CHEMICAL ENTITY

NDF MEW DOSAGE FORM

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

NR MEW ROUTE

PP PARENTERAL IN PLASTIC CONTAINER

RTO PRESCRIPTION TO OTC STATUS CHANGE

NS NEW STRENGTH

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

REFERENCES

NEW DOSING SCHEDULE

ONCE A DAY APPLICATION

ONGE DAILY DOSING

SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE

TEN DAYS/ELEVEN DAYS DOSING SCHEDULE

SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING

INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS

D=10 NARCOTIC OVERDOSE IN CHILDREN

POSTOPERATIVE MARCOTIC DEPRESSION IN CHILDREN

UUUD?UUUD
[T BRI T R R U
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ACETAMINOPHEN: ASPIRIN;
BUTALBITAL;

GAPSULE OR TABLET; ORAL
160-165MG; 160-165MG; SO0MG

ACETAMINOPHEN: ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MG; 325MG; SOMG

ACETAMINOPHEN: ASFIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
160~165MG; 160-165MG; 50MG; 40MG

ACETAMINOPHEN; ASP IRIN;
BUTALBITAL; CAFFE INE

CAPSULE OR TABLET; ORAL
323MG; 325MG; 50MG; 40MG

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

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFE INE

650MG; 50MG; 40MG

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; S0MG

650; S0MG

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL

325MG; 50MG; 40MG;

650MG; 50MG; 40MG;

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL

160MG; 32MG; 200MG
ASPIRIN; CAFFEINE; CAR
CODEINE PHOSPHATE
TABLET; ORAL

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

TABLET; ORAL

325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE

325MG; 200MG; |0MG

Google

TE DISSHL

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL

325M6; 200M6
CHLOROTH IAZ IDE

TABLET; ORAL

250M

ESTROGENS, CONJUGATED; MEPROBAMATE
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TABLE [1. (OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETIN

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE £XP. DATE EXP. DATE

ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-401

120MG (SUPPOSITORY; RECTAL) 11=07-68

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756

650MG (SUPPOSITORY; RECTAL) 05-26-76

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756

120MG (SUPPOSITORY; RECTAL) 05-26-76

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060

120MG. {SUPPOSITORY; RECTAL) 02-09-78

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18=060

650HG {SUPPOSITORY; RECTAL) 02-09-78

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337

650MG (SUPPOSITORY; RECTAL) 04=-22-80

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337

120MG (SUPPOSITORY; RECTAL) 09=-12-83

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP

TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86

80MG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP

TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86

160MG; 40MG

BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO

MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)

BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO

12H6 (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)

BROMPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436

PHENYLPROPANOLAMINE {TABLET, CONTROLLED 04-02-84

HYDROCHLORIDE RELEASE; ORAL)

12MG; 75MG

—

=1

yGoogle
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARXETINQ
ACTIVE INGREDIENT §
STRENGTHIS)
CCHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE

BMG; 75MG
CCHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE

BMG; 75MG
CCHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

2MG; 75MG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE SULFATE

BMG; ROMG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE HYDROCHLORIDE

BMG; 120MG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE HYDROCHLORIDE

2MG: 120MG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE HYDROCHLORIDE

12MG; T20MG

TRADE NAMD+

IDOSAGE FORM; ROUTE)

COLD CAPSULE V

(CAPSULE, CONTROLLED

RELEASE; ORAL)

PHENYLPROPANOLAMINE HCL

W/ CHLORPHENIRAMINE

MALEATE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

TRIAMINIC-12

(TABLET, CONTROLLED

RELEASE; ORAL)

COLD CAPSULE IV

(CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLOR-TRIMETON

(TABLET, CONTROLLED

RELEASE; ORAL)

PSEUDDEPHEDRINE HCL/

CHLORPHENIRAMINE

MALEATE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

PSEUDDEPHEDRINE HCL/
RPHENIRAMINE

MALEATE
(CAPSULE, CONTROLLED
ORAL)

CODIMAL-LA. 12
(CAPSULE, CONTROLLED
RELEASE; ORAL)
APPLICANT NAMD-

OM GRAHAM LABS
CENTRAL PHARMS
DORSEY LABS/SANDOZ
DM GRAHAM LABS

CENTRAL PHARMS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
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IABLE 11, OTC DRUG PRODUCTS WHICH

ACTIVE INGREDIENT(S)
STRENGTH(S)

TRADE NAKE
(DOSAGE FORM: ROUTE)

INSULIN SUSPENSION, ISOPHANE, SEMILENTE INSULIN
BEEF (INJECTABLE; INJECTION)
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML

HUMULIN N
(INJECTABLE; INJECTION)

NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)

INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML

[NSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF

NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)

NPH TLETIN IT
(INJECTABLE; INJECTION)

100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE, INSULIN INSULATARD NPH
PURIFIED PORK NORDI SK

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)

INSULIN SUSPENSION, ISOPHANE, INSULIN NORDISK MIXTARD
PURIFLIED PORK; INSULIN, {PORK)

PURIFIED PORK (INJECTABLE; INJECTION)
100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML

PROTAMINE, ZINC & ILETIN I
(BEEF=PORK)
(INJECTABLE; INJECTION)

Google

RENTLY REQUIRE APPROVED APPLICATIONS A'

APPLICANT NAME

SQUIBB-NOVO

ELT LILLY

LILLY RES LABS DIV
LILLY RES LABS DIV
ELT LILLY

NORDISK

ELT LILLY
SQUIBB=NOVO

NORDISK

ELI LILLY

-
=
1
W

ITION OF MARKETIN

APPROVAL DATE XP. DAT

17-929
02-08-77

18-781
10-28-82

17-936
02-08-77

17-936
02-08-77

18-479
06=12-80

18-194
01-16-80

18-345
12-05-79

18-623
07-30-81

18-195
01-16-80

17-932
02-08-77
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ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN IINCRSUSPENSIﬂN, PROMPT,

PURIFLED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

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

INSULIN ZINC SUSPENSION,
PURTFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML

INSULIN, BIDSYNTHETIC HUMAN

100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFLED PORK
100 UNITS/ML

TRADE_NAME

(DOSAGE FORM: ROUTE)

SEMILENTE
(INJECTABLE; INJECTION)

LENTE ILETIN II
(INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN I[I (PORK)
(INJECTABLE; INJECTLON)

LENTE -
(INJECTABLE; INJECTION)

NOVOLIN R
{INJECTABLE; INJECTION)

HUMULIN R

(INJECTABLE; INJECTION)
INSULIN

(INJECTABLE; INJECTION)
INSULIN

(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE: INJECTION)

INSULIN NORDISK QUICK
PORK

( )
(INJECTABLE; INJECTION)

Google

TABLE I1. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIIIE'APPRQ!EG APPLICATIONS AS A CONOITION OF MARKETING

APPLICANT NAME

SQUIBB-NOVO
ELI LILLY
SQUIBE-NOVO
ELD LILLY
SQUIBB-NOVO
SQUIBB-NOVO

ELI LILLY
SQUIBB-NOVO

SQUIBB-NOVO

ELL LILLY

NORDISK INSULIN LABS

NDA 0. PATENT NO.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

18-362
03-17-80

18-477
06-12-80

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80
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TABLE 11,

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

PSEUDOEPHEDRINE HYDROCHLORIDE:
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

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

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/SHL; 1. 25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
b0MG; 2.5MG

PSEUDQEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; 1. 25MG/5SML

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
120MG; SMG

PSEUDOEPHEDRINE SULFATE
120MG

vy (GOOGle

TC_ORUG PRI

TRADE NAME
DOSAGE FORM: ROUTE

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-5UDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL
AND PSEUDOEPHEDRINE HCL
(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL})

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

TRIPOSED
(SYRUP; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

15 WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITI

APPLICANT HAME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

HALSEY DRUG

BURROUGHS WELLCOME

SCHERING

II-9

f MARKETI

NOA NO. PATENT
APPROVAL DATE

88-116
03-04-83

85-024
01-10-84

88-112
01=-20-83

88-115
03-04-83

88-213
03-30-84

68-118
01-26-84

88-192
05-01-84

88-318
01-13-84

88-213
05-01-84

18-996
06-17-85

18=191
10-30-80

RTO
09=24-B6

RTO
09-24-86

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

RTD
09-24-86

RTO
09-24-86
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1

ACT T

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION UsP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION UsP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-1
SOLUTION

-ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTLCOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
usp

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION uSP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

e vy (GOOGle

1. NDA'S APPROVED BY THE OFFICE QF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIQUSLY PUBLISHED

IRADE_NAME

MONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
( INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;
NONE
(INJECTABLE;

NONE
{INJECTABLE;

NONE
(INJECTABLE ;

NONE
(INJECTABLE ;

NONE
(INJECTABLE ;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE:

INJECTION)
INJECTION)
INJECTION)
INJECTION)

INJECTION)

INJECTION)
INJECTION)
INJECTION)
INJECTION)

INJECTION)

INJECTLON)
INJECTION)
INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIDL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

Ir-1

NDA_NO., PATENT NO.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP, DATE

10-102
12=14=61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-718

80-77
11-6-80

78-519
4-23-80

B82-528
11-3-82

17-420
5-12-78

16-527
6-22-70

B80-222
8-23-82
16-907
5-15-73

78-1211
6-10-81

17-401
12-6-77

B1-1012
6-28-83



111-2

AITIVE INQREDIENTISI TRADE NAME APPLIIANT NAME NDA NQ. PATENT NO. EXCLUSIVITY
STRENA§TH(S) (DQSAQE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ANTICOAGULANT CITRATE PHOSPHATE ADSOLR RED CELL TRAVENOL LABS 81-1104
DEXTROSE SOLUTIDN USP WITH: PRESERVATIDN SOLUTIDN 5-16-83

AS-1: DEXTROSE USP 2.2GM/100ML, (INJECTABLE; INJECTION)

SODIUM CHLORIDE USP 0.9GM/100ML,

MANNITOL USP 0.75GM/100ML,

ADENINE 0.27GM/1DOML

ANTICOAGULANT CITRATE PHOSPHATE AS-2 NUTRICEL ADITIVE CUTTER BIDL/MILES 82-915
DOUBLE DEXTROSE SOLUTIDN WITH: SYSTEM 9-22-83

D5-2: CITRIC ACID USP (INJECTABLE; INJECTIDN)

0.42GM/100ML, DIBASIC SODIUM

PHOSPHATE USP 0.2850M/100ML,

SODIUM CHLORIDE USP 0.718

GM/100ML, ADENINE 0.017GM/100ML,

DEXTROSE USP 0.396GM/100ML,

SODIUM CITRATE USP 0.588GM/100ML

ANTICOAGULANT CITRATE PHOSPHATE AS-3 NUTRICELADDITIVE CUTTER BIDL/MILES 82-915
DOUBLE DEXTROSE SOLUTION WITH: SYSTEM TO-19-84

Db—Db—: CITRIC ACID USP 0.042 (INJECTABLE; INJECTION)

OM/IODML, MDNOBASIC SODIUM

PHOSPHATE USP 0.276GM/100ML,

SODIUM CHLORIDE USP 0.410

GM/IOOML, ADENINE 0.30

GM/100ML, DEXTROSE USP 1.10

GM/TOOML, SDDIUM CITRATE USP

0.5880M/100ML

ANTICOAGULANT HEPARIN SOLUTIDN NONE DELMED 77-822

USP (INJECTABLE; INJECTIDN) 5-17-78

ANTICOAGULANT HEPARIN SOLUTIDN NONE TRAVENOL LABS 81-1217

USP (INJECTABLE; INJECTIDN) 5-16-83

ANTICOAGULANT SODIUM CITRATE NONE ALPHA THERAPEUTIC 81-416

SOLUTIDN USP (INJECTABLE; INJECTION) 10-12-83

ANTICOAGULANT SODIUM CITRATE NONE CUTTER BIDL/MILES 76-305

SOLUTIDN USP (INJECTABLE; INJECTION) 6-30-78

ANTICOAGULANT SODIUM CITRATE NONE DELMED 16-702

SOLUTION USP (INJECTABLE; INJECTION) 12-28-70

ANTICOAGULANT SODIUM CITRATE NONE TERUMO AMERICA 78-1214

SOLUTIDN USP (INJECTABLE; INJECTIDN) 2-8-80

ANTICOAGULANT SODIUM CITRATE NONE TRAVENOL LABS 77-923

SOLUTION USP (INJECTABLE; INJECTIDN) T-20-78

TABLE III. NDA'S APPROVED BY THE OFFICE OT BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
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TABLE IV, NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG; EQ 25MG BASE

ACETIC ACID, GLACIAL
250MG/ 100ML

ACETOHYDROXAMIC ACID
250MG

ACYCLOVIR
5%

ACYCLOVIR
200MG
ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL

ALBUTEROL
0.09MG/INH

ALBUTEROL
0.09MG/INH

TRADE_ NAME
DOSAGE FORM: ROUTE

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

TALACEN
(TABLET; ORAL)

ACETIC ACID 0.25%
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)

LITHOSTAT
(TABLET; ORAL)

20VIRAX
(OINTMENT; TOPICAL)

ZOVIRAX

(CAPSULE; ORAL)

ZOVIRAX

(INJECTABLE; INJECTION)

PROVENTIL
(AEROSOL; INHALATION)

VENTOLIN
(AEROSOL; INHALATION)

Google

AND]DA' HITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv=1

APPLICANT NAME

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURRQUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME

SCHERING

GLAXO

NOA MO,
APPROVAL DATE

18-917
12-28-84

18-917
12-28-84

18=458
09-23-82

18-523
02-19-82
18-749
05-31-83

18-604
03-29-82

16-826
01-25-85

18-603
10-22-82

17-559
05-01-81

18-473
05-01-81

PATENT M.
£, DATE

3726919
04-10-90
3857952
12-31-91

3726919
04-10-90
3857952
12-31-91

4105659
06-08-95

4199574
04-22-97

4199574
04-22-97

4199574
04-22-97

3644353
02-22-89
3705233
12-05-89

3644353
02-22-89
3705233
12=05-89

EXCLUSIVITY
EXP. DATE

NCE
12-28-89

NCE
12-28-89

NC
09-24-86

NCE
05-31-93
NCE
03-29-92
NCE
03-29-92
NCE
03-29-92

1-22
09-24-86
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1121 96-[0-11 28-11-21
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2021-

682220 88-61-10
8981198 290-81

68:90-21

829018

981260 68-22-20 28-(0-90
3N 8981198 898-[1

9018
98-12-60 68-22-20 28-{0-90
INSO8I198 895-11
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA M. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE

ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205
100MG (TABLET; ORAL) 08-19-66 11-30-88
ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205
300MG (TABLET; ORAL) 01-14-74 11=30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
100MG (TABLET; ORAL) 06-10-80 11-30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG (TABLET; ORAL) 06-10-80 11-30-88
ALPRAZOLAM KANAX UPJOHN 18=276 3987052
0.25MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.5MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
MG (TABLET; ORAL) 10-16-81 10-19=93
3980789
09-14-93
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 06-12-96
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055
D.1% {OINTHENT; TOPICAL) 11-13-81 06-12-96
AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 M5&D/MERCK 18-201 3781430
HYDROCHLOROTHIAZIDE {TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG :
AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86

e GOOgle  w



V4
ACTIVE INGREDIENTIS)
(GTHIS)

TRADE NAME
IDOSAGE FORM; RO

RENAMIN W/O ELECTROLYTES.
(INJECTABLE; INJECTIDN)
NOVAMINE 8 5%
(INJECTABLE; INJECTIDN)
NOVAMINE 11.4%

(INJECTABLE; INJECTIDN)
CHAMIN 4%

(INJECTABLE; INJECTIDN)
BRANCHAMIN 4%
INPLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
NEOPHAM6.5%
(INJECTABLE; INJECTIDN)

INOSYN 3 5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)

INOSYN3.5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)

ESS 5.2% ESSENTIAL

AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTIDN)
TRAVASOL 5.5%

CUTTER-VI
TRAVENOL LABS

NDA NO. PATENT N0. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

10-15-82 09-24-86
17.957

08-09-82

17.957

18676 3950529 NS

TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITV INFORMATION



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND Dee YA'D— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

AMINO ACIDS; CALCTUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
‘SODIUM ACETATE: SODIUM CHLORIDE
3%; 2AMG/100ML; BGM/100}

IMG/100ML; 41MG/100ML;
T4OMGI00ML; 204MG/100ML;

AMINO ACIDS; DEXTROSE

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

3.5% 2IMGI0OML; 4OMGTOOML;
T2BMGTOOML: 234MG/100ML

‘TRADE NAMD+

)DOSAGE FORM; ROUTE)

TRAVASOL 8.5%

WIO ELECTROLYTES

IN PLASTICCONTAINER
(INJECTABLE; INJECTION)

TRAVASOL 10%

(INJECTABLE; INJECTION)

PERIPHRAMINE

(INJECTABLE; INJECTION)
INOSYN 3 5%

W/ DEXTROSE 3%
IN PLASTICCONTAINER
(INJECTABLE; INJECTION)

W/ DEXTROSE 25%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 425%
W/ DEXTROSE 25%
INPLASTICCONTAINER
(INJECTABLE; INJECTION)
35%M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAMD-



ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 LDOSAGE FORM; ROUTET APPROVAL DATE EXP. DATE EXP. DATE

AMINO ACIDS; MAGNESIUM ACETATE; AMINOSYN 3.5% Doe ABBOTT LABORATORIES 18-875 NC
PHOSPHORIC ACID; POTASSIUM ACETATE; IN PLASTIC CONTAINER 08-08-84 09-24-86

SODIUM CHLORIDE (INJECTABLE; INJECTIDN)

3.5%; 21MG/100ML; 40MG/100ML;

12BMG/100ML; 234MG/100ML

AMINOACETIC ACID AMINOACETIC ACID 1.5% TRAVENOL LABS 18-522

1.5Gb%/100b%:1 IN PLASTIC CONTAINER 02-19-82

(SOLUTIDN; IRRIGATIDN)

AMINOCAPROIC ACID AMINOCAPROIC ACID ELKINS-SINN/AHROBINS 18-590

250MG/ML (INJECTABLE; INJECTIDN) 10-29-82

AMINOGLUTETHIMIDE CYTAOREN CIBA/CIBA-GEIGY 18-202 3595960

250MG (TABLET; ORAL) 10-29-80 07-27-88

3944671

03-16-93

AMINOPHYLLINE SOMOPHYLLIN FISONS 18-232 NR

A,,OOMG/5ML (ENEMA; RECTAL) 04-02-82 09-24-86

AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
100MG/100ML; 450MG/100OML SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
200MG/100ML; 450MG/TOOML SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
400MG/100ML; 450MG/100ML SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTIDN)

AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
500MG/100ML; 450MG/100ONL SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTIDN)

IV-6

0OAL *:":

TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NOA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMITRIPTYLINE HYDROCHLORIDE
10MG ;

AMITRIPTYLINE HYOROCHLORIDE
25MG

AMITRIPTYLINE HYOROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
T5MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIOE
150MG

AMITRIPTYLINE HYDROCHLORIDE
10MG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE ;
CHLORDIAZEPOX IDE
25MG; 10MG

AMITRIPTYLINE HYDROCHLORIDE ;
PERPHENAZINE
10MG; 4MG

TRADE NAME
(DOSAGE FORM: ROUTE)
ELAVIL

{TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVEL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL

(INJECTABLE; INJECTION)

LIMBITROL
{TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET; ORAL)

Google

Iv-7

APPLICANT NAME

H5&D/MERCK
M5&D/MERCK
MSRD/MERCK
MSED/MERCK
MSED/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN-LA ROCHE
HOF FMANN=LA ROCHE

SCHERING

NDA NO.
APPROVAL DAT

12-703
04-07-61

12-703
07-05-74

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76.

12-703
09-17-76

12-704
04-11-61

16-949
12-23-17

16-949
12-23-77

14-713
12-30-65

PATENT NO.
EXP. DATE .
3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4316897
02-23-99

4316897
02-23-99

3428735
02-18-86
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TABLE IV. NDA'S APPROVED FROM 1-13€”BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226

50MG (TABLET; ORAL) 09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226

100MG (TABLET; ORAL) 09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226

150DeG (TABLET; ORAL) 09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

AMRINONE LACTATE INOCOR WINTHROP LABS/STERL 18-700 4072746 NCE
EQ 5SMG BASE/ML (INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31-94
ASPIRIN; CAFFEINE; SYNALGOS-DC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE; ORAL) 09-06-83

356.4MG; b-b°b¥%bu; 16MG

ASPIRIN; CAFFEINE; NORGESIC RIKER LABS/3M 13-416

ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82

385MG; 30MG; 25MG

ASPIRIN; CAFFEINE; NORGEsIC FORTE RIKER LABS/3M 13-416
ORPHENADRINE CITRATE (TABLET; ORAL) TO-27-82

770MG; btb¥%.DbYib+; SOMG

ASPIRIN; CAFFEINE; DARVON COMPOUND ELI ITILY INDSTRS/PR 10-996
PROPOXYPHENE HYDROCHLORIDE (CAPSULE; ORAL) 03-08-83

389MG; 32.4MG; 32MG

V-9
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‘TABLE IV, NDA'S APPROVED FROM 1-D¢-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH) §)

ATENOLOL; CHLORTHALIDONE

S0MG; 25MG

ATRACURIUM BESYLATE

TOMGML
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 05MG
AURANOAIN

3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; IMG
AZATADINE MALEATE

AZATADINE MALEATE;
PSEUDDEPHEDRINE SULFATE
1MG; 20MG

10MG

BACLOFEN

20MG
'BECLOMETHANSONE DIPROPIONATE
0.02MGINH

NAME
DO AGE FORM; RO D¢~
TENORETIC 50
(TABLET; ORAL)
TRACRIUM

(INJECTABLE; INJECTION)
LE-STRENGTH
(TABLET; ORAL)

RIDA
(CAPSULE; ORAL)
MOTOFEN

(TABLET; ORAL)
LIORESAL DS

(TABLET; ORAL)
BECLOVENT

(AEROSOL; INHALATION)
P

GEIGY/CIBA-GEIGY
GEIGY/(IBA-GEIGY

GLAXO

NDANO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.
18760 3663607 NC

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

3034032

01-20-93

3836671

091791

18831 4179507 NCE.

11-23-63 12-18-96 11-23-93

177
07-14-78 02-28-89
18689 3635945 N
05-24-85 01-18-89 05-24-90
708579

01-02-90

17744 3646207
07-14-78 02-28-89
17601 3419565

18506 3419565 NC
03-23-82 12-31-85 09-24-86
3717647

17851 3471548

11422-77 10-07-86

17651 D-N,X, DD NS
O1-20-82 10-07-86 09-24-86.
18153 4414209

06-24-80 08-23-94

4364923

12:21:99

vl
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TABLE [V. NDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)
BETAMETHASONE
0.6MG/SML
BETAMETHASONE
0.2%
BETAMETHASONE ACETATE;
BETAMETHASONE SODIUM PHOSPHATE
3MG/ML; EQ 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIOMATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAHETHASQN{ DIPROPIONATE
EQ 0.0!

EET.AMETHASDNE DIPROPIONATE
EQ 0.05% BA!

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ- 0.1% BASE

TRADE NAME
FORM:_ROUT

CELESTONE

(SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)

DIPROLENE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
{OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

DIPROSONE
(OINTMENT; TOPLCAL)

DIPROSONE
(LOTION; TOPICAL)

DIPRO
MEROSOL TOPICAL)

Google

Iv=13

APPLICANT NAME

SCHERING
SCHERING

SCHERING

SCHERING
PHARMADERM/BYK-GLON
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADE RM/BYK=GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

SCHERING

NOA MO,
APPROVAL DATE

14-215
04-18-64

14-762
04-10-64

14-602
03-03-65
18-741
07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
05-04-84

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

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

PATENT M).
EXP. DATE

3485854
12-23-B6

3485854
12-23-B6

3485854
12-23-86

EXCLUSTVITY
P, DATE

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

D=1
09-24-86



£8=1£-80
048-81

£8-1£-80
£98-81

£8-1£-80
998-81

£8-1E-80
598-81

E8-LE-80
v98-8L

£8-1£-80
£98-8L

£9=1£=80
298-8L

£8-1£-80
19g-81L

£8-1E-80
09g-81

£8-0E-90
6£6-81

£8=pZ-€0
Zr9-8L

16-10-01

ELSBEBE

86-£0-11

r09B62Y

68-50-21

ZLISOLE
98-vZ-60 68-20-S0 r8-01-L0
N LL5099E £28-81

V0" 3IW0dd 3IV0 TWAQNddY
MNIATIG 0N INGIVd "ON VN

N0 T9-HAB/WAIYHHYH
NOT9=YAR/SEYT 39VAVS
NOT9-¥AE/YHI9004 3
NOTD-4AB/VHIIN04 3
NOT9-YAR/WHITVHEVHd
NOT9-3AB/SAYT IIVAVS
NOT9-JAB/SEUT JIVAVS
NOI9=¥AG/¥I0N04 3
NOTTO-YAB/HHIOVHEVHd
00v0d €1

NOWWI1

INTHIHIS

I INYITTddY

PL-AL

(I¥21401 ‘NOILOT)
ILVHITIVA INOSYHL3WVLIE

(w1401 NDUO‘H
X3¥1v138

(31401 ‘NOILOT)
JUIVYITVA INOSVHLIWYLIE

(IVIIdOL :INIWINIO}
JIVHIIVA INOSYHLIWVLIE

(IVIT40L 'INIWINIO)
JLVHITVA INOSVH1IWVLIIE

(WII401 mst-uu:e}
Iylviia

(21401 ‘Wv¥3IND)
X3wividg

(WIIdOL *Wv3IND)
31YHITYA INOSYHLIWYLIG

(IWIId0L *Wv3Hd)
31VYITIVA INOSYHIIWVLIE

(WIId01 *WV3HD)
Wy3ovLi3Ia

(1¥IId01 :HY3¥D)
WA-v138

(1v21401 :HWv3IHD)
INOSTHLOT

1N0Y 0
N L

IRINER "Mﬂ"diﬁ' L

3sve %L°0 03
3LVHIIVA INOSVHLIWY 138

3sva %170 b3
JIVHIIVA INOSYHIIWY1IE

3sva %170 b3
31VHIIVA INOSYHLIWVIIG

1"0 03
JIVIITVA 3NOSVH13W13G

35vg %170 03
JLVHIIWA INOSVHLINVLIE

I5ve %0 b3
FLIVHITVA INOSVHLIWVLIR

35v0 %170 b3
JLVEIIVA INOSYHLINVLIE

3sve %70 b3
ILVHITIVA aut}smuuvl 19

asva %0 b3
JAVHIIVA INOSVHLIIWYL IS

. 3SVE %L70 03
3IVHI VA INOSVHLIWVLIS

asva xL°0 03
31VHITVA INOSYHLINYL1 I8

L +3svE %s0°0 03

x
370ZVHIYL01) ‘ILVNOIJOUd 10 INOSYHLINVLIE

[STHIONGRES
(STINTIORENT NI

A T



TMUVWMO!

ACTIVE INGREDIENTIS)
STRENGTH

'BETHANIDINE SULFATE
'BETHANIDINE SULFATE

BITOLTEROL MESYLATE

05%

BRETYLIUM TOSYLATE

SOMGIML.

BROMOCRIPTINE MESYLATE PPPPCPP.

EO25MCBASE
BROHOCRIPTINE MESYLATE.

MG BASE.
BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE

2MGISML; IOMGISML; 12 SMGISML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE:
PSEUDDEPHEDRINE HYDROCHLORIDE
2MGISML; 10MG/SML; 30MGISML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDDEPHEDRINE HYDROCHLORIDE
2MG/SML; TOMGISML; 30MG/SML
TRADE NAME

)DOSAGE FORM: ROUTE)

TENATHAN

(TABLET; ORAL)

TENATHAN

(TABLET; ORAL)

TORNALATE

(AEROSOL; INHALATION)

BRETYL(

(INJECTABLE; INJECTION)

PARLODEL

(TABLET; ORAL)

PARLODEL

(CAPSULE; ORAL)

AMBENYL

(SYRUP; ORAL)
DIMETANE-DC

DD ROBINS
AHROBINS
WINTHROP-BREON/STERL
AMCRITICAL CARE/AHS
SANDOZ PHARMSASANDOZ
SANDOZ PHARMSSANDOZ
MARION LABORATORIES
AHROBINS

AHROBINS

AHROBINS

03-29-84
19.279

08-24-84

PATENT NO, EXCLUSIVITY
D

3495013

02-10-87

3495013

02-10-87

4138581 NCE

02-06-96 12-28-89

REO6IS

3752888116
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TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)

STRENGTHIS)

CALCEFEDIDL, ANHYDROUS

0.05MG

400 TU/VIAL

CALCITRIDL

0.25 UGM

CALCITRIDL

0.5 UGM

‘CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;

XTE

100ML!

SODIUM CHLORIDE; SOM C

34MG/I0OML; SGM/100., 30,

74MG/100ML; 640MG/100ML; S00MG/100ML;
74MG/100ML

TRADE NAME

YDOSAGE FORM; ROUTE)

CALDEROL

(CAPSULE; ORAL)

“ALCIMAR
(INJECTABLE; INJECTION)
CALCI

(INJECTABLE; INJECTION)
ROCALTROL

)
ISOLYTE E W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MCGAW/AM HOSP
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18312 3833622
08-05-80 09-03-91
3565924
03-23-86
17-769 -18
122184 -2; 87
17497 -18
12:21-84 2187
18-044 3697559
08-17-78 10-10-89
4391802

08-17-78 10-10-89
4391802

07-05-00
4341774

072799

4225596
09-30-97

18269
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'SNIID APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)

STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE

IML; 2. SGM/100ML;

IML; S38MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
25 TMG/I00ML; 4 25GM/I00ML;
5.08MG/I00ML; S3MG/10OML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;

25 TMGI00ML: 2.5GMWIOOML;

5.08MG/100ML; S38MG/100ML 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE.

25663 TMG/I00ML: 4 . 256MI100ML; 5. OBMGIOOML;
S38MG/00ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE.

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX

D/ DEXTROSE 2.5%

LOW MAGNESIUM

IN PLASTICCONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX

D/ DEXTROSE425%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM

W/ DEXTROSE 1.5%

INPLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
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TABLE IV, NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'SNITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MG/I00ML; SGM100ML;

‘TOSMG/I00ML: 600MG/100ML;
I0MGO0OML.

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MGIOOML: SGMI00ML;

20MG/I00ML; SGM100ML;

179MG/1I00ML; OOOMG/I00ML;
310MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MG/100ML: SGM100ML;

179MG/100ML; 600MGTOOML;
3I0MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MG/I0OML; SGMIOOML;

254MGTOOML; 600MG/TOOML;

310MGI

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SOOIUM LACTATE.

20MG/I0OML; SGM100ML;

600MG/I00ML;

254MGTOO)
3I9HET00ML.

)DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
‘TOMEQIN DEXTROSE 3%
AND LACTATED RINGER'S
N INER

IN PLASTI
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE

(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE

B
APPROVAL DATE
19367

040585
19367
0405-85
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TABLE IV. NDA'S APPROVED FROM 1-1-62 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA KO, PATEN EXCLUSIVITY
TRENGTH (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP, DATE  EXP. DATE

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
25MG (TABLET; ORAL) 04-06-81 08-08-95 89;24—86
. 10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 19-24-86
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7-
' 10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25725 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SQUIBB AND SONS 18-709 4105776 NC
50MG: 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
. 08-12-97
CAPTOPRIL: HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GE IGY/CIBA-GEIGY 18-281 4409212
100MG {TABLET, CHEWABLE; ORAL) 12-14-81 10-11-00

1Iv=-23

Google
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CHENODIOL
250M6
CHLORDIAZEPOXIDE
25MG
CHLORDIAZEPOXIDE
CHLORDIAZEPOXIDE
10MG
CHLORDIAZEPOXIDE
30MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
-+ 5MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
10MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
25MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
100HG/AMP

CHLORDIAZEPOXIDE HYDROCHLORIDE;
CLIDINIUM BROMIDE
5MG; 2.5MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
SMG; 0.2MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
10MG; 0.4MG

TRADE NAME
(DOSAGE FORM: ROUTE)

CHENIX
(TABLET: ORAL)

LIBRITABS
{TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

LIBRIUM
(CAPSULE ; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIUM
(INJECTABLE; INJECTION)

LIBRAX
(CAPSULE; ORAL)
MENRIUM 5-2
(TABLET; ORAL)

MENRIUM 5-4
(TABLET; ORAL)

MENRIUM 10-4
(TABLET; ORAL}

Google

1v-25

APPLICANT NAM

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

HOF FMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN=-LA ROCHE

MDA ND.

APPROVAL DATE

18-513
07-28-83

13-071
10-31-66
13=071
10-31-66

13-071
10-31-66

17-813
09-12-83
12-249
02-24-60

12-249'
02-2460

12-249
02-24-60

12-301
07-21-61

12-750
05-02-61
14-740
10-27-69

14-740
10-27-69

14-740
10-27-69

TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AHDﬁ'& HITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT MO,
EXP. DATE

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

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

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

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

4316897
02-23-99

4316897
02-23-99

EXCLUSIVITY
EXP. DAT

NCE
07-28-93

NDF
09-24-86
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TABLE IV, NDAI€"S APPROVED FROM I-1-82 TO 6-30-85 ANDIDeD ¥A'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
* AIIVI INGREDIENTS)

STRENGTHS

CIMETIDINE

400MG
CIMETIDINE HYDROCHLORIDE
EO 300MG BASESML
CIMETIDINE HYDROCHLORIDE
EOISOMG BASEML.
CINOXACIN

250MG
CINOXACGIN
S0V
CASPLATIN

ML
CITRIC ACID; MAGNESIUM OXIDE;

SODIUM:

324GMTOOML: 380MG/100ML; 430MG/100ML
CITRIC ACID; MAGNESIUM OXIDE;

‘SODIUM CARBONATE

324GM/100ML; 380MG/100ML; 430MG/100ML
CLEMASTINE FUMARATE

EQOSMG BASESML

CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
EO MG BASE; 75MG.

CLOMIPHENE CITRATE

SOMG

‘TRADE NAME

)DOSAGE FORM; ROUTE)

AGAMET
(TABLET; ORAL)
(SOLUTION; ORAL)
TAG)

(INJECTABLE; INJECTION)
BAG

(CAPSULE: ORAL)
PLATINOL-AO
(INJECTABLE; INJECTION)
IRRIGATING SOLUTION G
INPLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGICG

IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
TAVIST

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXPA;_DATE
17.920 3950333 XS

121453 041393 09-24-86
4024271

517

17.924 3950333
081677041393
0471

i

17-939 3950333

08-16-7704-13-93.

05-17-94

18067 3669965
06-13-80 06-13-89

18067 3669965

06-13-80 06-13-89
180574177263 NDF
O7-18-84 12-04-96 09-24-86
410515

01-12-9

18519NC
06-22-8209-24-86

13:904 NC

052783 09-24-86

18675 NOF

062885 06-28-88

18298 3933999 NOP
12-15-8201-20-93 09-24-86.
18361

03282

V27
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ACTIVE INGREDTENT
STRENGTH(S)

CLORAZEPATE DIPOTASSIUM
11.25M6G

CLORAZEPATE DIPOTASSIUM
3.75M6

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
15MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

TRADE NAME APPLICANT

DOSAGE FORM: RQUTE

TRANXENE 5D ABBOTT LABORATORIES
(TABLET; ORAL)

TRANXENE ABBOTT LABORATORIES
(TABLET; ORAL)

TRANXENE ABBOTT LABORATORIES
(TABLET; ORAL)

TRANXENE ABBOTT LABORATORIES

{TABLET; ORAL)

LOTRIMIN * SCHERING
(SOLUTION; TOPICAL)

LOTRIMIN SCHERING
(CREAM; TOPICAL)

GYNE-LOTRIMIN SCHERING
(CREAM; VAGINAL)

GYNE-LOTRIMIN SCHERING
(TABLET: VAGINAL)

Google

NDA NO.
APPROVAL DATE

17=105
08-04-76

17-105
03=10=-80

17-105
03-10-80

17-105
03-10-80

17-613
02-03-75

17-619
03-18-75

18052
11-08-78

17-7117
03-24-76

TABLE V. NDA'S APPROVED FROM 1-1-2 10 6-30-85 AHIJ'NM'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.

EXCLUSIVITY

XP. DATE

REZ8315
06-23-87

RE28315
06=-23-87

RE28315
06-23-87

RE28315
06-23-87

3660577
05-02-89
3705172
12-05-89
3839573
10-01-91

3660577
05-02-89
3705172
12-05-89
3839573
10-01-9

3839573
10-01-9
3705172
12-05-89
3660577
05-02-89

3839573
10-01-91
3708172
12-05-89
3660577
05-02-89

EXP.

[
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 b= ND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

ACTIVE INGREDIENT(S) - TRADE NAME APPLICANT NAME NDA M), PATENT M. EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE

CLOTRIMAZOLE LOTRIMIN SCHERING 18-813 3839573

1% (LOTION; TOPICAL) 02-17-84 10-01-91
3705172
12-05-89
3660577
05-02-89

CODEINE PHOSPHATE; PHEMERGAN VC W/ CODEINE WYETH LABS/AMHO 08-306

PHENYLEPHRINE HYDROCHLORILDE; (SYRUP; ORAL) 04-02~-84

PROMETHAZINE HYDROCHLORIDE
TOMG/5HL; SMG/SML; 6.25MG/5ML

CODEINE PHOSPHATE ; PHENERGAN W/ CODEINE WYETH LABS/AMHO 08-306
PROMETHAZINE HYDROCHLORIDE (SYRUP; ORAL) 04-02-84
10MG/5ML; 6.25MG/SML

CODE INE PHOSPHATE ; ACTIFED W/ CODEINE BURROUGHS WELLCOME 12-575
PSEUDOEPHEDRINE HYDROCHLORIDE ; (SYRUP; ORAL) 04-04-84

TRIPROLIDINE HYDROCHLORIDE
10MG/SML; 30MG/5ML; 1.25MG/5ML

COLESTIPOL HYDROCHLORIDE COLESTID UPJOHN 17-563 3692895 1-24
SGM/PACKET {GRANULE; ORAL) 04-04-77 09-19-89 09-24-86
COLESTIPOL HYDROCHLORIDE COLESTID UPJOHN 17-563 3692895 1-24
500GM/BOT (GRANULE; ORAL) 04-04-77 09-19-89 09-24-86
COPPER -7 SEARLE PHARMS 17-408 3563235
89MG (INTRAUTERINE DEVICE; 02-25-74 02-16-88
INTRAUTERINE) 4040417
08-09-94
3783861
01-08-91
3803
12-01-87
RE2B399
04-29-92

Google =
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DEDaDs IV.NDA'S. ROM 1-1-82 TO 6-30-8:
v
ACTIVE INGREDIENT S
(GTHSS.
CROMOLYN SODIUM
TOMG?
CVCLOBENZAPRINE HYDROCHLORIDE
SMG
CYCLOBENZAPRINE HYDROCHLORIDE
TOMG

CYCLOPHOSPHAMIDE
IGMVIAL
CYCLOPHOSPHAMIDE

SOOMGIVIAL
DANTROLENE SODIUM

25MG.
DDANTROLENE SODIUM

100
DANTROLENE SODIUM
S0MG.

ENAME
DOSAGE FORM; RUTE
INTAL

(SOLUTION; INHALATION)
FLEXERIL

(TABLET; ORAL)

(TABLET; ORAL)

Y10

(INJECTABLE; INJECTION)
NEOSAR

(INJECTABLE; INJECTION)
Y10

(INJECTABLE; INJECTION)
CYTOSAR-U
(INJECTABLE; INJECTION)
CYTOSAR-U

(INJECTABLE; INJECTION)
DANTRIUM

NORWICH EATONP&G
NORWICH EATONP&G

NORWICH EATONP&G

NDA NO. PATENT NO. EXCLUSIVITY.
AAPPROVAL DATE EXP. DATE EXP. DATE.

08-26-7707-08-86
05-06-92

17821 3454643
08-26-77 07-08-86
3802246

10-10-75 12-10-85

APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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‘TABLE IV, NDAI€"S APPROVED FROM I-1-§2 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S
DESIPRAMINE HYDROCHLORIDE

DESMOPRESSIN ACETATE
0.004MGML
DESONIDE

005%
DESOXIMETASONE
005%
DESOXIMETASONE
005%
DESOXIMETASONE.
025%
DI

DEXTROMETHORPHAN HYDROBROMIDE;
PROMETHAZINE HYDROCHLORIDE
ISMGISML; 6. 25MGISML.

EXTROSE

DI
OGMI0ML

DEXTROSE

TOGMIOOML

TRADE NAME

)YDOSAGE FORM; ROUTE)

Noi
(TABLET; ORAL)

DDAVP

(SOLUTION; NASAL)
DDAVP

(INJECTABLE; INJECTION)
DESOWEN

(CREAM, TOPICAL)
TOPICORT

(GEL; TOPICAL)

TOPICOR

(OINTMENT; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
DECADRON

(TABLET; ORAL)
(TABLET; ORAL)
DEXAMETHASONE

(TABLET; ORAL)
PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)
DEXTROSE 0% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 70%IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

ICANT NAMD+

MERRELL DOW/DOW CHEM
RPHARM

2487
18938 3497491 NOF
03-30-84 02-24-87 09-24-86
121484

18586 NOF
03-29-8209-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT §

STRENGTHIS)

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

DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML; 160MG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML; BOMG/IOOML

DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML; 160MG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML; 320MG/100ML

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN SODIUM

SGM/100ML; 1,000 UNITS/100ML

DEXTROSE; HEPARIN SODIUM

SGM/100ML; 4,000 UNITS/100ML

TRADE NAME APPLICANT NAME

JDOSAGE FORM: ROUTE)

DDOPAMINE HCL

(INJECTABLE; INJECTION)

ABBOTT LABORATORIES

DDOPAMINE HCL ABBOTT LABORATORIES

' (INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER

(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER

(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 2,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 20,000 UNITS

AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TRAVENOL LABS

NDA NO. PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18132 BUN

02-04-82 09-24-86

18132 BYN

02-04-82 09-24-86

18-826 NC

09-30-83 09-24-86

18826 NC

09-30-83 09-24-86

18826 BViN

09-30-83 09-24-86

19-130 NC

123183 09-24-86

19-130 NC

123183 09-24-86

19-130 NC

123183 092486

18814 NC

1031-83 09-24-86

V37
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TABLE TV. NDA'S APPROVED FROM 1-1-§2 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML

DEXTROSE; LIDOCAINE HVDRDCHLDR IDE
SGM/100ML: BDOMG/10DM

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/1O0ML; B00MG/ 100ML

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML: 400MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GH/ I‘]DHL B00OMG/100ML

DEXTROSE; MAGNESIUM CHLORIDE;
POTASSTUM CHLORIDE ;
POTASSIUM PtK)SPmIE DIBASIC;
SODIUM ACETATE
5GH/100ML; 31MG/100M8;
130MG/100ML; 26MG/100ML ;
320MG/100ML

TRADE NAME

(DOSAGE  FORM: ROUTE)

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%

IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

LIDOCAINE HCL ©.8%

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE ; INJECTION)

LIDOCAINE HCL 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

ISOLYTE P W/
DEXTROSE 5% IN

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

Iv=39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

AM HCGAMW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

HDA 0.

APPROVAL DATE

19-339
03=-27-85

18-388
11-05-82

18-461
02-22-82

18-967
03-30-84

18-967
03-30-84

18-967
03-30-84

19-025
12-27-84

EXCLUSIVITY
EXP. DATE

NS
09-24-86

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

NS
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-

ACTIVE INGREDIENT(S)
STRENGTH

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/T100ML; ‘900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 150MG/100ML; 900MG/100ML

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

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

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/I00ML; 300MG/100ML; S00MG/ 100ML

TRADE NAME
(DQSAGE FORM: ROUTE)

POTASSIUM CHLORIDE

SMEQ IN DEXTROSE 5%

AND S0DIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; IMJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

Z0MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAIMER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

30MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSTUM CHLORIDE

A40MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

v-41

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

AND NDA'S WITH APPROPRTATE PATENT

LABS

LABS

LABS

LABS

LABS

LABS

LABS

IVITY INFORMATION

PATENT M.
EXP. DATE

EXCLUSIVITY
EXP. DATE

NDA N0,
APPROVAL DATE

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85
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TABLE IV. NDA'S APPROVED f

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; Z00MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/ 100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/I00HL; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODLUM
CHLORIDE
SGM/100ML; 224MG/T100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; S00IUM
CHLORIDE
SGM/100ML; 150MG/100ML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; S0DIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML

e vy (GOOGle

l-1-§ T

TRADE NAME
(DOSAGE FORM: ROUTE)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE: INJECTION)

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

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.335% AND POTASSIUM CHLORIDE
1O0MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

Iv-43

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

PATENT M),
EXP, DATE

NOA N0,
APPROVAL DATE

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/100ML; 200MG/100ML DEXTROSE 5% 12-14-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.2% AM MCGAW/AM HOSP 19-212
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 11-07-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/100ML; 400MG/100ML DEXTROSE 5% 12-14-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.4% AM MCGAW/AM HOSP 19-212
SGM/100ML; 400MG/100ML ANO DEXTROSE 5% 11-07-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 80MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
SGM/100ML; 160MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 200MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

IV-45
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TABLE IV, WDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)

DICYCLOMINE HYDROCHLORIDE
10MG/ML

DICYCLOMINE HYDROCHLORIDE
10MG/SHL

DIFLORASONE DIACETATE
0.05% - :

DIFLORASONE DIACETATE
0.05%

TRADE NANE
(DOSAGE FORM: ROUTE)

ENTYL
(INJECTABLE; INJECTION)

_BENTYL
-(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

+FLORONE
(OINTMENT; TOPICALY

DIFLUNISAL DOLOBID -
250MG (TABLET; ORAL)
DIFLUNISAL DOLOBID

500M6 (TABLET; ORAL)
DIGOXIN LANOXICAPS
0.2MG (CAPSULE ; ORAL)
DIGOXIN LANOXICAPS
0.05MG (CAPSULE; ORAL)
DIGOXIN LANOX ICAPS
0.15MG (CAPSULE; ORAL)
DIGOXIN LANOXICAPS
0.1MG (CAPSULE; ORAL)
DIHYDROERGOTAMINE MESYLATE; EMBOLEX
HEPARIN SODIUM: LIDOCAINE HYDROCHLORIDE {INJECTABLE; INJECTION)

0.5MG/0,5ML; 2500 UNITS/0.5ML;

5.33MG/0. 5ML

Google

-

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

1v-47

APPLICANT NAME H0A N0,

APPROVAL DATE

MERRELL DOW/DOW CHEM 08-370
10-15-84

MERRELL DOW/DOW CHEM 07-961

10-15-84

UPJOHN T 1=
09-14-77

UPJOHN 17994
03-01-78

MSED/MERCK 18-445
04-19-82

MS&O/MERCK 18-445
: 04-19-82

BURROUGHS WELLCOME 18-118
07-26-82

BURROUGHS WELLCOME 18-118
07-26-82

BURROUGHS WELLCOME 18-118
09-24-84

BURROUGHS WELLCOME 18-118
07=26=82

SANDOZ PHARMS/SANDOZ 18-885
11-30-84

PATENT M0,
EXP, DATE

3980778
09-14-93

3980778
09-14-93

3714226 -
08-01-89
3674870

07-04-89

3714226

07-04-89

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95.

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

NCE
04-19-92

NCE @ ¢
04-19-92

NDF
09-24-86

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

NC.
11-30-87
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH

DIVALPROEX SODIUM
EQ S500MG BASE

DOBUTAMINE HYDRQCHLORIDE
EQ 250MG BASE/VIAL

DOPAMINE HYDROCHLORIDE
B0OMG/ML

DOPAMINE HYDROCHLORIDE
BOMG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOPAMINE HYDROCHLORIDE
A0MG/ ML

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLORIDE
EQ 150HMG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

TRADE NAME
(DOSAGE FORM: ROUTE)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DOBUTREX
(INJECTABLE; INJECTION)

DOPAMINE HCL
{INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

DOPAMINE HCL
{INJECTABLE; INJECTION)

DOPAMINE
( INJECTABLE; INJECTION)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
{CAPSULE; ORAL)

ADAPIN
{CAPSULE; ORAL)

sy GOOglle

Iv-4%

APPLICANT NAM

ABBOTT LABORATORIES

ELT LILLY

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

PENNWALT PHARM

DA NO.

APPROVAL DATE

18-723
03-10-83

17-820
07-18-78

18-132
07-09-82

16-398
03-22-82

18-549
03-11-83

18-656
06-28-83

16-798
09=23-69

16-798
09-23-69

16-798
03-31-75

16-798
03-31-75

16-798
06-04-76

16-798
03-15-78

16=-987
01-31-72

PATENT M.

EXP, DATE

3087200
10-19-93

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

VITY
EXP, DATE
09-24-86
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT §
STRENGTH S
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE.
1%

005! 1%
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.00SMGML 1.5%

001%
ESTROGENS, CONJUGATED
091
“THINYL ESTRADIOL; LEVONORGESTREL
B

ME
LDOSAGE FORM: ROUTE)
DURANEST
(INJECTABLE; INJECTION)
DURANEST

(INJECTABLE; INJECTION)
HYDERGINE LC

(CREAM: VAGINAL)
PREMARIN

(TABLET; ORAL)

NORDETTE-2I

(TABLET: ORAL-21)
RDETTE 28

(TABLET; ORAL-28)
TRIPHASIL-2B.
(TABLET; ORAL-28)

WYETH LAI
ANDAN . PATENT NO, EXCLUSIVITY
AAPPROVAL DATE EXP. DATE EXP. DATE
17751 3862321

08-30-76 01-21-92

3812147

052191
18706 4366145 DYiDD*
O1-18-83 12-26-99 09-24-86
184184138565

01-30-81
86-069 436738 DVDVD®
01-31-84 03-13-01 09-24-86

01-26-84 092486
18-668 3666858 DN
05-10-82 05-30-89 09-24-86
3850911

18782 3666858 DN
07-21-8205-30-89 09-24-86
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 TO 6-30-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT §
STRENGTH S
ETHINYL ESTRADIDL: NORGESTREL
0.05MG; 0.5MG
ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 0.3MG
€51
ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 03MG
ETIDOCAINE HYDROCHLORIDE
5%

ETIDOCAINE HYDROCHLORIDE
%

ETIDRONATE DISODIUM

20MG

TRADE NAME

DOSAGE FRM ROUTE.

OVRAL28

(TABLET; ORAL-28)
OVRAL

(TABLET, ORAL-21)

LOOVRAL28

(TABLET; ORAL-28)

DURANEST

(INJECTABLE; INJECTION)

DURANEST

(INJECTABLE; INJECTION)

DIDRONEL

NORWICH EATONPSG

NDANO.
APPROVAL DATE
16806
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TABLE IV. NDA'S APPROVED FRON 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.08%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/ML

FLURANDRENOL IDE
0.004MG/SQ CH

FLURAZEPAM HYDROCHLORIDE
15MG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE

20MG

FUROSEMIDE

A0MG

FUROSEMIDE

40MG

FURQSEMIDE
20MG

FUROSEMIDE
20MG

TRADE NAME
(DOSAGE FORM: ROUTE)

LIDEX
(SOLUTION; TOPICAL)

LIDEX
(CREAM; TOPICAL)

VASODERM
(CREAM; TOPICAL)

LIDEX
(OINTMENT; 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)

FURQSEMIDE
{TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

Google

AND NDA'S WETH APPROPRIATE PATENT AND EX

Iv-55

APPLICANT NAME

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K~LINE PHARMS
SYNTEX LABS/SYNTEX
ER SQUIBB AND SONS
ER SQUIBB AND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS

ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABORATORIES
SUPERPHARM
SUPERPHARM

ZENITH LABORATORIES

NDA M.
APPROVA

18-849
04-06-84

16-908
06-30-71

19-117
06-26-84

16-909
09-22-1

16-727
06-20-72

16=110
03-15-67

16-455
07-29-69

16-721
04-07-70

16-721
04-07-70

18-369
05-14-82

18-369
05-14-82

18=370
02-10-83

18=370
06-26-84

18-413
11=30-83

VITY INFORMAT

PATENT NO.

EXCLUSIVITY

IE EXP. DATE

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

4017615
08-12-94

3394131
07-23-85

3394131
07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99

EXP, DATE

NDF
09-24-86
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TABLE V. NDA'S APPROVED FROM 1-1-82 T AND NDA'$ WITH APPROPRIATE PATENT AND VITY INFORMATI

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NOA M. PATENT N).  EXCLUSIVITY
STRENGTH(S) (DQSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE

FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753
20MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FURDSEMIDE INTL MEDICATION SYS 18-753
40MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FUROSEMIDE BARR LABORATORIES 18-790
40MG (TABLET; ORAL) 11-29-83
FUROSEMIDE ! FUROSEMIDE ROXANE LABORATORIES 18-823
20HG (TABLET; ORAL) 11-10-83
FUROSEMIDE FURQSEMIDE ROXANE LABORATORIES 18-823
40MG (TABLET; ORAL) 11-10-83
FUROSEMIDE FUROSEMIDE KALAPHARM 18-868
20M6 (TABLET; ORAL) 06-28-83
FUROSEMIDE FUROSEMIDE - KALAPHARM 18-868

{TABLET; ORAL) : 06-28-83
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
20MG (TABLET; ORAL) 05-07-74 04=13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
40MG (TABLET; ORAL) 07-01-66 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
80MG (TABLET; ORAL) 04-24-78 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 17-688 4324779
10MG/ML (SOLUTION; ORAL) : 03-08-77 04-13-99
FUROSEMIDE LASIK HOECHST-ROUSSEL 16-363 4324779
T0MG/ML (INJECTABLE; INJECTION) 03-20-68 04-13-99
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 18-902
10MG/ML ‘ (INJECTABLE; INJECTION) 05-22-84
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 19-036
10MG/ML (INJECTABLE; INJECTION) 08-13-84

,Google ™
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHLS) TDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCD-

1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCE

2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635°

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCE

SMG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE
EQ O.1MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92

4110438

08-29-95

IV-59
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TABLE V. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE TNGREDIENT(S) TRADE NAME APPLICANT NAME NDA 0. PATENT NQ.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL OATE  EXP. DATE  EXP. DATE

HALOPERTDOL HALDOL MCNEIL PHARM 15-921 3438991
0.5MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERLDOL HALDOL MCNEIL PHARM 15-921 3438991
2MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERLDOL HALDOL MCNEIL PHARM 15=921 3438991
5MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15=921 3438991
10MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 NS
20M6 (TABLET; ORAL) 02-02-82 04-15-86 09-24-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-922 3438991
EQ 2MG BASE/ML (CONCENTRATE; ORAL) 04-12-67 04-15-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-923 3438990
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 05-18-71 04-15-86
HEPARIN S0DIUM HEPARIN LOCK FLUSH INVENEX LABS/LIFE 17-029

10 UNITS/ML (INJECTABLE; INJECTION) 05-06-82
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18=911

100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-30-85

{ INJECTABLE: INJECTION}

HEPARIN 50DIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-916

100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-31-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARLN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5.000 UNITS/100ML; 450MG/100ML IN SOOIUM CHLORIDE 0.45% 01-31-84
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

o Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NOA'S WITH APPROPRTATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT
TRENGTH

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 900MG/100ML

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

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

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

HEPARIN SODIUM; S0DIUM CHLORIDE
5,000 UNITS/V00ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML

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

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

TRADE NAME
(DOSAGE FORM: ROUTE)

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

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

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN S00IUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

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

HEPARIN S0DIUM

25000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

HEPARIN S0DIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(IMJECTABLE; INJECTION)

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

Google ™

APPLICANT NAME

TRAVENOL LABS

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES

DA N). PATENT 0.
APPROVAL DATE  EXP. DATE

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01=-31-84

18=911
01-30-85

18-91
01-30-85

18-911
01-30-85
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‘TABLE IV, NDA'S APPROVED FROM 1-1-82 10 6-30-85 ADceD) NDD'D— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
'HYDROMORPHONE HYDROCHLORIDE
TOMGML
HYDROXYUREA
S00MG
TBUPROFEN
IBUPROFEN
300MG
TBUPROFEN
600MG
IBUPROFEN
H00MG
IBUPROFEN
NG

600MG
INDAPAMIDE
25MG

TRADE NAME

YDOSAGE FORM; ROUTE)

DILAUDID-HP

(INJECTABLE; INJECTION)
YDREA

(CAPSULE; ORAL)

MOTRIN

(TABLET; ORAL)

MOTRIN

(TABLET; ORAL)

MOTRIN

(TABLET; ORAL)

(TABLET; ORAL)

(TABLET; ORAL)
LOZOL
(TABLET; ORAL)
INDOCT

N
(SUPPOSITORY: RECTAL)
INDOCIN SR

KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS

UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING

RCK
CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

17-814 3634630 DYDYD*
08-13-84 02-22-80 09-24-86
3849549

1-19:91
18185 4173626 DVD YD
022382 11-06-96 09-24-86

023
18690
073184
18690
073184
V65
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TABLE 1V. NDA'S APPROVED FROM 1-1-82 10 6~

ACTIVE INGREDIENT
STRENGTH(S)

[ODOXAMATE MEGLUMINE
9.9%

I0DOXAMATE MEGLUMINE
40.3%

[SOF LURANE

[SOTRETINOIN
10MG

ISOTRETINOIN
20MG

[SOTRETINOIN
A0MG

KETOCONAZOLE
00MG

LABETALOL HYDROCHLORIDE
200MG

TRADE NAME

(DOSAGE FORM: ROUTE)
CHOLOVUE

(INJECTABLE; INJECTION)
CHOLOVUE

(INJECTABLE; INJECTION)
FORANE

(GAS; INHALATION)

ACCUTANE
{CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

NIZORAL
(TABLET; ORAL)

NORMODYNE
{TABLET; ORAL)

y Google

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

V=67

APPLICANT NAME

ER SQUIBB AND SONS
ER SQUIBB AND SONS

ANAQUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFHANN-LA ROCHE

JANSSEN PHARMA

SCHERING

NDA N0,
APPROVAL DATE

18-076
08-14-81

18-077
08-14-81

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

18-662
05-07-82

3
-12-81

18-687
08-01-84

o —
o

PATENT 0.
£XP, DATE

3654272
04-04-89

3654272
04-04-89

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

4200647
04-29-97
4322438
03-30-99
4464304
08-07-01

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

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

4335125
06-15-99

4012444
03-15-94
4066755

01-03-95

NCE
05-07-92

NCE
05-07-92

NCE
05-07-92

1-25
09-24-86

NCE
08-01-94
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30N
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30N
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30N
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TABLE IV, NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'SNITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION.
ACTIVE INGREDIENTTS)

STRENGTH)S)

LACTULOSE

TOGMISML

LEUCOVORIN CALCTUM

TRADE NAME
)DOSAGE FORM; ROUTE)
CEPHULAC

(TABLET; ORAL)

LUPRO!

(INJECTABLE; INJECTION)
ESKALITH (R

(TABLET, CONTROLLED

(TABLET; CONTROLLED
RELEASE, ORAL)
IMODIUM

(CAPSULE; ORAL)

17694
122876

PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE

3714159130
01-30-90 09-24-86
I
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ACTIVE TNGREDIENT(S)
STRENGTHIS]

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

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; S02MG/100ML

MAGMESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE :
30MG/100ML; 37MG/100ML; 370MG/100MHL;
S30MG/ 100ML; S00MG/ 100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE;
SODIUM GLUCONATE
30MG/100ML; 37MG/100ML; 36BMG/100ML;
S526MG/100ML; 502MG/100ML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25MG/100ML;
B00MG/ 100ML; 8. 75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

MAPROTILINE HYDROCHLORIDE
50MG

TRADE NAME
(DOSAGE FORM: ROUTE)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOSOL IN PLASTIC
CONTAINER
{SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTLON; IRRIGATLON)

TIS-U-S0L
{SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUDIOMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET; ORAL)

Google

V=71

APPLICANT NA

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AH MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA=GEIGY

CIBA/CIBA-GEIGY

A0A M.

APPROVAL DATE

17-637
07-08-82

18-406
07-08-82

19-024
06-08-84

19-326
01-25-85

18-508
02-19-82

18-613
08-02-82

17=543
12-01-80

17-543
12-01-80

-
TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT M.
EXP. DATE

3399201
08-27-85

3399201

08-27-85

EXCLUSTVITY
EXP. OAT

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NCE
08-02-92



IV-72

_HGTVS51 OA§ . Il ID AGE FORMAE™ R UTE P" D" b"

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201 NS
750G (TABLET; ORAL) 09-30-82 08-27-85 09-24-86

MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763178

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

MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763178

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

MAZINDOL MAZANOR WYETH LABS/AMHO 17-980 3763178

20G (TABLET; ORAL) 08-28-80 10-02-90

MAZINDOL MAZANOR WYETH LABS/AMHO 17-980 3763178

IMG (TABLET; ORAL) 02-11-81 10-02-90

MEBENDAZOLE VERMOX JANSSEN PHARMA 17-481 3657267

1000G (TABLET, CHEWABLE; ORAL) 06-28-74 O4-18-89

MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
TOOMG/ML (INJECTABLE; INJECTION) 01-16-76 07-26-94
MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
400MG/ML (INJECTABLE; INJECTION) 01-16-76 O74€"26-94

MEGLUMINE; METRIZOIC ACID ISOPAQUE-280 HINTHROP LABS/STERL 17-506 3476802
140.1IMG/ML; 461 8MG/ML (INJECTABLE; INJECTION) 04-30-74 11-04-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 15-874 3422196
20D®G (TABLET; ORAL) 05-13-74 01-14-86

METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 15-874 3422196
100G (TABLET; ORAL) 08-08-77 01-14-86

METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 16-402 3422196
0.65MG/INH (AEROSOL; INHALATION) 07-31-73 01-14-86

METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 17-571 3422196
TOMO/5ML (SYRUP; ORAL) 05-23-75 01-14-86

METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 17-659 3422196
5% (SOLUTION; INHALATION) 09-18-80 01-14-86

D" 11. NDI'5S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND E_XCLUSIVITY INFORMATION



ACTIVE INGREDIENT
STRENGTH(S)

METAPROTERENOL SULFATE
0.6%

METHYLDOPA

250MG

METHYLDOPA
500MG

METHYLDOPA
250MG/SML

ME THYLPHENEDATE HYDROCHLOR [DE
20MG

ME TOCLOPRAMIDE
£Q.'SMG - BASE /SML
METOCLOPRAMIDE HYDROCHLORIDE
EQ 5MG BASE/NL

METOCLOPRAMIDE HYDROCHLORIDE
EQ 10MG BASE

HMETOPROLOL TARTRATE
50MG

METOPROLOL TARTRATE
-100MG: -

METOPROLOL TARTRATE
1MG/ML

TRADE_NAME
(DSAGE FORM: ROUTE)

ALUPENT
(SOLUTION; INHALATION)

METHYLDOPA
(TABLET; ORAL)

METHYLDOPA
(TABLET; ORAL)

ALDOMET
(SUSPENSION; ORAL)

RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)

REGLAN
(SYRUP: ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(INJECTABLE; INJECTION)

Google

IV-73

APPLICANT NAME

BOEHRINGER INGELHEIM
CORD LABORATORIES
CORD LABORATORIES
MS&D/MERCK

CIBA/CIBA-GELGY

AH ROBINS

AH ROBINS
AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GE IGY

TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 mM*g WLTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

NDA NO. PATENT M0,  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18=761 3422196
06-30-83 01-14-86
18-934
06-29-84
18-934
06-29-84
18-389 4404193
08-28-81 09-13-00
18-029 NDF
03-30-82 09-24-86
18-821 NOF
3-25-83 09-24-B6
17-862 I-12; I-13;
02-07-79 I-14
09-24-86
17-854 1-4
12-30-80 09-24-86
17-963 3876802
08-07-78 04-08-92
3998790
12-21-93
17-963 3876802
08-07-78 04-08-92
39968790
12-21-93
18-704 3876802 NDF
03-30-84 04-08-92 09-24-86
3998790
12=21=93
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6~ AN&]EA' NLTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

ACTIVE INGREDTENT TRADE NANE APPLICANT NAME NDA NO. PATENT N0.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
METRONIDAZOLE METRONIDAZOLE BARR LABORATORIES 18-818
500MG (TABLET; ORAL) 02-16-83
METRONIDAZOLE METRONIDAZOLE PAR PHARMACEUTICAL 18-845
250MG (TABLET; ORAL) 08-18-83
METRONIDAZOLE PROTOSTAT ORTHO PHARMACEUTICAL 18-871
250MG (TABLET; ORAL) 03-02-83
METRONIDAZOLE PROTOSTAT ORTHO PHARMACEUTICAL 18-871
S00MG (TABLET; ORAL) 03-02-83
METRONIDAZOLE METRONIDAZOLE ABBOTT LABORATORIES 18-889
500MG/100ML (INJECTABLE; INJECTION) 11-18-83
METRONIDAZOLE METRONIDAZOLE IN PLASTIC ABBOTT LABORATORIES 18-890
S00MG/ 100ML CONTAINER 11=18-83
(INJECTABLE; INJECTION)
METRONIDAZOLE METRO I.V. IN PLASTIC AM MCGAW/AM HOSP 18-900
500MG/ 100ML CONTAINER 09-29-83
{INJECTABLE; INJECTION)
METRONIDAZOLE METRONIDAZOLE ELKIN5=SINN/AHROBINS 18=907
500MG/ 100ML (INJECTABLE; INJECTION) 03-30-84
METRONLDAZOLE FLAGYL I.V. RTU SEARLE PHARMS 18-353 I-11
500MG/100ML (INJECTABLE; INJECTION) 05-29-81 12-20-87
METRONIDAZOLE FLAGYL L.V. RTU SEARLE PHARMS 18-657 -1
S00MG/100ML IN PLASTIC CONTAINER 12-24-81 12-20-87
(INJECTABLE; INJECTION)
HETRdNIDAZOLE ' METRONIDAZOLE FAR PHARMACEUTICAL 18-930
500MG {TABLET; ORAL) 08-18-83
METRONIDAZOLE METRONIDAZOLE LNK INTERNATIONAL 19-029
250MG (TABLET; ORAL) 04-10-84

Google =



ACTIVE INOREDIENT 5
SIRENOTHTS)

TOMGML
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE.
MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
NNeDVDYD

1A d€cf

MICONAZOLE NITRATE
200MG

MINOXIOIL

215MB

TRADE NAME

(DOSAGE FORM: ROUTE)

GYLLV.

(INJECTABLE; INJECTION)

MONISTAT

(INJECTABLE; INJECTION)
VD'

MONISTA]
CSUPPOSITORY: VAGINAL)
MONISTAT 3
(SUPPOSITORY: VAGINAL)
LONITEN

(TABLET; ORAL)

A I@%

APPLICANT NAME
SEARLE PHARMS

JANSSEN PHARMA

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
UPJOHN

APPROVAL DATE
18353

11:28.80

09248
‘TABLE IV, NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
MINOXIDIL LONITEN UPJOHN 18-154 3461461

TOMG (TABLET; ORAL) 10-18-79 08-12-86

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 .
SMG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
TOMG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
25MG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
D‘OMG (TABLET; ORAL) 01-05-81 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
100MG (TABLET; ORAL) 01-05-81 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093
20MG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D-B
0.5MG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8
IMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86

NADOLOL CORGARD ER 50UI88 DND SONS 18-063 3982021

40MG (TABLET; ORAL) 12-10-79 09-21-93

3935267

01-27-93

NADOLOL CORGARD ER SOUIBB AND SONS 18-063 3982021

BOMG (TABLET; ORAL) 12-10-79 09-21-93

3935267

01-27-93

NADOLOL CORGARD ER 50UI88 ANO SONS 18-063 3982021

120MG (TABLET; ORAL) 12-10-79 09-21-93

3935267

01-27-93

V-77
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 10 6-30-85 PND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

NALIOIXIC ACID
250MG/SML
NALOXONE HYDROCHLORIDE

O4MGML
NALOXONE HYDROCHLORIDE
IMGML

NALOXONE HYDROCHLORIDE: PENTAZOCINE
HYDROCHLORIDE.

ENAME
DOSA E FORM; ROUTE
NEGGRAM
(SUSPENSION; ORAL)
NARCAN

(INJECTABLE; INJECTION)

(INJECTABLE; INJECTION)
TALWINNX
(TABLET; ORAL)

TREXAN

(TABLET; ORAL)
NAPROSYN

(TABLET; ORAL)
NAPROSYN

(TABLET; ORAL)
APPLICANT NAME

PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE.
3590036

AD6-29-88

Ns.09,

D10, D-TT,

13

092486

NS, 09,

DO, DT

)

092486

4103659 DYN
08-08-95 09-24-86
NeD-

1120-89

3904682 Ns
09-09-2.09-24-86
3998966
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S
STRENGTH(S

NITROGLYCERIN
SMG/ML
NITROGLYCERIN

1MG/ML

NITROGLYCERIN
SMG/ML

NITROGLYCERIN
0. 8MG/ML

NOMIFENSINE MALEATE
25M6

NOMIFENSINE MALEATE
50MG

NORETHINDRONE ACETATE
5MG

NORGESTREL
0.075MG

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE

NORTRIPTYLINE HYOROCHLORIDE
EQ 25MG BASE

. NORTRIPTYLINE HYDROCHLORIDE

EQ 10MG BASE/SML

NORTRIPTYLINE HYDROCHLORIDE
EQ' 10MG BASE/SML

TRADE NAME
DOSAGE FORM: ROUTE

NITRO-BID
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

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)

Google

1v-81

APPLICANT NAME

MARION LABORATORIES

G POHL-BOSKAMP
G PBHLﬁBUSKAAP
KREMERS-URBAN
HOECHST—;OUSSEL
HOECHST-ROUSSEL
AYERST LABS/AMHO

WYETH LABS/AMHO

ELL LILLY
ELI LILLY

ELI LILLY

SANDOZ PHARMS/SANDOZ

HDA N0,
APPROVAL DATE

18-621
01-05-82

18-672
08-30-83

18=672
08-30-83

18-774
01-19-83

18-224
12-31-84

18-224
12-31-84

18=405
04-21-82

17-031
10-23-73

14-684

“11-06-64

14-684
11-06-64

14-685
11-06-64

18-012
08-01-77

PATENT NO.
EXP, DATE

3666858
05-30-89
3850917
11-26-91
3959322
11-26-91

3922305
11-25-92

3922305
11-25-02

3922305
11-25-92

3922305
11-25-92

EXCLUSIVITY
EXP, DATE

NDF
09-24-86

NDF
 09-24-86

NDF
09-24-86

NDF
09-24-86
NCE
12-31-89
NCE
12-31-89
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T

ACTIVE_INGREDIENT(S)
STRENGTH(S)

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

SODIUM SULFATE
120GM/PACKET;

1.49GM/PACKET;
3.36GM/PACKET ;
2,92GM/PACKET ;
11.36GM/PACKET

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

SODIUM SULFATE
227. 1GM/PACKET;
2.82GM/PACKET ;
6.36GM/PACKET ;
5.53GM/PACKET ;
21.5GM/PACKET

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

SODIUM SULFATE
360GM/PACKET;

A4, 47GM/PACKET;
10 .0BGM/PACKET ;
8.76GM/PACKET ;
34 .08GM/PACKET

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; MG

TRADE NAME
DOSAGE FORM: ROUTE

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

Google

-

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

1v-85

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

HOA 0.

APPROVAL DATE

18-983
10-26-84

18-983
10-26-84

18-983
10-26-84

17-986
06-13-80

PATENT NO.

EXP. DATE

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95

EXCLUSIVITY
EXP, DATE
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T AND OA'S WLTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMAT
ACTIVE INGREDIENT(S) TRADE NAME APPL MDA N0, PATENT N0. ELMS_M_

STRENGTH(S) £ FORM: ROUTE APPROVAL DATE  EXP. DATE
POTASSIUN CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
75MG/100ML; 9DOMG/100M 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; S-[]DIUH CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722

220MG/100HL; S00MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82
B 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)
PRALLDOXIME CHLORIDE PROTQPAH CHLORIDE AYERST LABS/AMHQ 18-799 3629425 NOF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86
PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NOF
300MG/ML ( INJECTABLE; INJECTION) 12-13-82 09-24-86
PRAZEPAM CENTRAX PARKE-DAVIS/HW-L 18-144 NS
20MG (CAPSULE; ORAL) 05-10-82 09-24-86
PRAZIQUANTEL BILTRICIDE MILES PHARMS/MILES 18=714 4001411 NCE
600MG (TABLET; ORAL) 12-29-82 01-04-94 12=29=92
PRAZOSIN HYDROCHLOR IDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
(CAPSULE; ORAL) - 06-23=76 05=12=-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95

Google -




GIVRT 58

B0 010K
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TABLE IV, NOA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROP VITY INF

ACTIVE INGREDIENT(S)
STRENGTH(S)

PROPRANOLOL HYDROCHLORIDE
80MG

PROPRANOLOL HYDROCHLORIDE
90MG

PROPRANOLOL HYDROCHLORIDE
120MG

PROPRANOLOL HYDROCHLORIDE
160MG

PROTEIN HYDROLYSATE
5%

PROTAMINE SULFATE
250MG/VIAL

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

RANITIDINE HYDROCHLORIDE
EQ 150MG BASE

RANITIDINE HYDROCHLORIDE
EQ 25MG BASE/ML

TRADE NAME
DOSAGE FORM: ROUTE

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
{CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AMINQSOL 5%
(INJECTABLE; INJECTION)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

ZANTAC
(TABLET; QRAL)

ZANTAC
(INJECTABLE; INJECTION)

e vy (GOOGle

1v-89

APPLICANT NAME

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO
AYERST LABS/AMHO

ABBOTT LABORATORIES
UPJOHN

ABBOTT LABORATORIES
HOECHST-ROUSSEL

ROERIG/PFIZER

GLAXD

GLAXO

NDA ND.
APPROVAL DATE

18-553
04-19-83

16-a18

10-18-82

18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-113
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12=30-71

18-703
06-09-83

19-090
10-19-84

PATENT W0,
EXP. DATE

4138475
02-06-96

4138475
02-06-96

4138475
02-06-96

3746697
07-17-90

3746697
07-17-90

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

4128658
12-05-55

4128658
12-05-95

EXCLUSTVITY

XP, DATE

NDF
09-24-86

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

NDF
09-24-86

NOF
09-24-86

NS
09-24-86

NCE
06-09-93
1-35
06-28-88

NCE
06-09-93
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TABLE IV, NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'SNITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

SINCALIDE
0.00SMGVIAL
'SODIUM ACETATE, ANHYDROUS
2MEOML.

‘SODIUM CHLORIDE

‘SODIUM CHLORIDE
ME

SMEQML.
SODIUM CHLORIDE

TRADE NAME
)DOSAGE FORM: ROUTE)
KINEVAC

(INJECTABLE; INJECTION)
SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 045%
IN PLASTIC CONTAINER

CHLORIDE 09% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTICCONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTICCONTAINER
(INJECTABLE; INJECTION)
SODIUM GHLORIDE 5% IN
PLASTICCONTAINER
(INJECTABLE; INJECTION)
SODIUM GHLORIDE 0.9% IN
STIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM GHLORIDE 0%
INPLASTICCONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME
ER S0UISS DND SONS
LABORATORIES
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT \TORIES
TRAVENOL LABS
TRAVENOL LABS
LABORATORI ES

ABBOTT LABORATORIES
NDANO.
APPROVAL DATE

7697
072176

18893
050483

5497
01982

18800

10.29-82

18803

10-29-52

18897
07-20-84

19022

110183

19.022

11:01-83

19217
07-13-84

19218

PATENT NO, EXCLUSIVITY
EXP. DATE EXP. DATE
389315

10:01-91

23
092486
V=91
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TABLE IV. NOA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT{$)
STRENGTH(S)

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SUL INDAC
150MG

SUL INDAC
200MG

SUTILAINS
82,000 UNITS/GM

TECHNETIUM, TC-99M SODIUM PERTECHMETATE
GENERATOR

0.22-2.22CT/GENERATOR

TECHNETIUM, TC-99M, ALBUMIN COLLOID

KIT

N/A

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

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

TECHNETIUM, TC-99M, MEDRONATE

N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

TECHNETIUM, TC-39M, SUCCIMER KIT
N/A

TRADE NAME
DOSAGE FORM: ROUTE

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)

CLINORIL
(TABLET; ORAL)

CLINORIL
(TABLET; ORAL)

TRAVASE
(OINTMENT; TOPICAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE

(INJECTABLE; INJECTION)
HEPATOLITE

(INJECTABLE; INJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE: INJECTION)

OSTEQLITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTIONW)

MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)

Google

Iv=85

APPLICANT NAME

PHARMACIA/PHARMACIA

BOLAR PHARMACEUTICAL

MSED/MERCK

MS8D/MERCK

TRAVENOL LABS

ER SQUIBB AND SONS

MED DIAG/NE NUCLEAR

MED DIAG/NE NUCLEAR
MS&D/MERCK

MED DIAG/NE NUCLEAR
AMERSHAM/RADIQCHEM

MEDI-PHYSICS

NOA_ND.
APPROVAL DATE

07-073
04-06=83

88-052
05-24-83

17-911
09-27-78

17=911
09-27-78

12-828
06-12-69

17-339
06-03-74

18-263
03-25-83

18-467
03-16-82

18-272
01-27-82

17-972
12-16-77

18=335
08-05-82

17-944
05-18-82

PATENT NO.
EXP. DATE

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

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

3409719
11-05-85

4208398
06-17-97
4233285
11-11-97

EXCLUSTVITY
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME DA NO. PATENT N0.  EXCLUSIVITY
STRENGTH(S) D FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
TERFENADINE SELDANE MERRELL DOW/DOW CHEM 18-949 3806526 NCE
60MG (TABLET; ORAL) 05-08-85 04-23-91 05-08-90
3878217
04-15-92
3966257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98
THAL{OUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18-110 NS
2MCL/ML (INJECTABLE; INJECTION) 02-01-82 09-24-86
THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548
IMCI/ML (INJECTABLE; INJECTION) 12-30-82 .
THEOPHY LLINE QUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660
300MG (TABLET, CONTROLLED RELEASE: 06-21-83 08-14-01
RAL} *
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
5MG {TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
10MG (TABLET; ORAL) 11=25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MSED/MERCK 18-017 3655663
20MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE TIMOPTIC MSE&D/MERCK 18-086 . 41.'95085
EQ 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EQ 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 gg;ﬁ:g?

04-11-89
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENOTH)S) )DOSAGE PORN; ROUTE) APPROVAL DATE EXP. DATE EXPLOLOEE

WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC ABBOTT LABORATORIES 18-801
100% CONTAINER 10-27-82

(LIQUID; N/A)

WATER FOR INJECTION, STERILE BACTERIOSTATIC WATER IN ABBOTT LABORATORIES 18-802
100% PLASTIC CONTAINER 10-27-82

(LIQUID: N/A)

WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION AM MCGAW/AM HOSP 19-077
100% IN PLASTIC CONTAINER 03-02-84

(LIQUID; N/A)

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE

SMCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE

TOMCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92

XENON, XE-133 E XENON XE 133 MALLINCKRODT 18-327

TOMCI/VIAL (GAS; INHALATION) 03-09-82

D¥D+NON, D¥D--133 D¥D+-NON D¥D- 133 MALLINCKRODT 18-327

20MCI/VIAL (GAS; INHALATION) 03-09-82

IV-TOT
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