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FOOD AND DRUG ADMINISTRATION

APPROVED PRESCRIPTION DRUG PRODUCTS

WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

1. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
5th Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list," The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DEST Addendum.

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

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

A.DRUG PRODUCT LIST

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

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

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

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

the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol >D00 4€° to the left of the line on which new
information exists. The >AAA@_,symbol is dropped in subsequent cumulative
supplements for that item.



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 > mx > (DELETE) to the left of the
line containing the overstruck print. The >0D N,> symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the lozenge (n) 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 FULLAPPROVAL
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 Register. As approval is
granted by the Agency for a specific product, D*‘D°D-bu B%b additional
information submitted by the applicant, the product will be included in

the Drug Product List.

Federal Register Reference

1984 (49 FR 25681)

1984 (49 FR 31151)

1983 (48 FR 32395)

JUN 22,

AUG 3,

JUL 15,

dicyclomine hydrochloride

isosorbide dinitrate

nandrolone decanoate

(continued)
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Products Federal Reqister Reference

(continued)

neorycin sulfate with either: _ MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
_dermatologic use]
neomycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled releasejoral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled releasejoral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP 17, 1984 (45 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48
tranylcypromine sulfate MAR 22, 1984 (

APPLICANT (NAME) CHANGES

FR 38097)
FR 10708)

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. The current 1ist of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Former Applicant (Name) New Applicant (Name) Mew Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D.

ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

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

iii
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY "84 (BASELINE} 0CT '84 JAN 'B5
DRUG PRODUCTS LISTED 7415 7609 7746
SINGLE SOURCE 2005 (27, 0£) 2045 (26,9%) 2077 (26,8%)
MULTIsource ¢ 1? 5410 (72.9%) 5564 (73.1%) 5669 (73.2%)
THERAPEUTICALLY EQUIVALENT 4393 (59.2%) 4497 (59.1%) 4598 (59.4%)
NOT THERAPEUTICALLY EQUIVALENT 999 (13,4%) 1032 (13,5%) 1038 (13,4%)
EXCEPTIONS ¢ 2? 18 ¢ 0.3%) 26 ( 0.3%) 23 ( 0.3%8)
NEW MOLECULAR ENTITIES APPROVED - 4 9
NUMBER OF APPLIGANTS 295 - 300 304

B. ACTIVITY FOR SUPPLEMENT NUMBER 7

-FEB '85 MAR '85 CUMULATIVE

DRUG PRODUCTS ADDED: 44 53 97

NEWLY APPROYED 43 53 96

DES| EFFECTIVE | ] 1

REMARKETED 0 0 0
DRUG PRODUCTS REMOVED: 1 1 2

WITHDRAWN APPROVAL 0 Q 0

RX TO OTC SWITCH 1 0 1

DISCONTINUED MARKETING 0 | 1
NET GAIN IN DRUG PRODUCTS 43 32 95
SINGLE SOURCE PRODUCTS AFPROVED 6 9 15
MULTISOURCE DRUG PRODUCTS APPROVED 38 44 82
NEW MOLECGULAR ENTITIES APPROVED: o ¢] 0

AS THE ENTITY [} ] 0

AS A SALT, ESTER OR DERIVATIVE

OF THE ENTITY 0 0 0

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOQURCE PRODUCTS (l1.e., AVAILABLE
FROM MORE THAN ONE APFPLICANT)
{(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE |-5 OF THE LIST)

’
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APPROVED PRESCRIPTION DRUG PRODUCTS

_DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 7/ AUGUST '84 % MARCH 85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACET AMINOPHENA~ HYDROCODONE BITARTRATE (PAGE 3-2)
CAPSULE; ORAL

SECTRAL

IVES LABS/AMHO'

TABLET: ORAL

HYnROOMONE BITARTRATE wfAOET AMINOPHEH
EQ D'D%DY%DYDy BASEN N 18917 A;A BARR LABORATORIES s00MAS
EQ400MB b*PP—b-! N 18917 .
ACETAMINOPHENE OXYCODONE HYDROCHLORIDA§ (PAGE 3-2)
CAPSULE; ORAL

ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)

TABLET; ORAL TYLOX .
BUTALBITAL AND ACETAMINOPHEN A» MCNEIL PHARM S00MGISMGI

DANBURY PHARMACAL 325MGA§SOMGI N 87550 TYLOX€"325

MCNEIL PHARM 325MGA§SMGI

ACETAMINOPHEN; BUTALBITALA® CAFFEINE (PAGE 3-1) TABLET; ORAL
/dddA;ACACAY

CAPSULE; ORAL * OxYOET o

> ADO > BUTALBITAL, AOETAHINOPHEN, OAFPEINE AA HALSEY DRUG 325MG;A§_ASH
> ADD > AB DM GRAHAM LABS 325MB;S0HG:40MGH N 88758

> Ann > AB 325MG;50MG;SOMGn N 88765

55559 ACETIC ACID2 GLACIAL (PAGE 3-3)

°ADD > AB GILBERT LABORATORIES 325MG:S0MG:60MGH N 88825

SoLUTION/DROPS; OTIC
TABLET; ORALACETIC DD

)

¢l THAMES CAL 22u
AQ GILBERT LABORATORIES 325MG;50MG;40MGH N 87629
FIORIOET
Ag SANOOz NOOZ 325D D! g 'D;, N 88616 ACETIC ACID2 GLACIALA~ HYDROCORTISONE (PAGE 3-3)
REPAH

A,_ DM GRAHAM LABS 325MB:S0MG:40MGH N 87804 SOLUTION'DROPS; OTIC
> ADO > HYOROOORTISOHE AMD AOETIC ACID

> ADO > Al THAMES PHARMACAL 2A;:1A;n

ACETAMINOPHEN; COOEINE PHOSPHATE (PAGE 3-1)

TABLET; ORALACYCLOVIR (PAGE 34)

ACETAHIHGPHEH AND CODEIPE PHUSPHATE

AA ZENITH LABORATORIES 300M8;60MG N 87083 CAPSULE; ORAL
ACETAHIHOPHEN w/ CGOEINE 92 ZOVIRAX

>ADO> A; A LEMMON 300MG; 15MGn N 88627 BURROUGHS NELLCOME z00MGin
> Aon > ACETAMINOPHEH N/ GOBEINE 3

> Aon > A;A LEMMON SAoMs;soMGn N 88628

AOETAHINOPHEN H/ OOOEIHE an ALLOPURINOL (PAGE 3-5)

> AOD > A;A LEMMON ggoMG:60MGn N 88629

/AOET AHIHQQHEN'NA'OOUEINE SA« A+AcAA{'AjA/ 1| TABLET; ORAL

/AAC/ N'D N, IASPRAIISRIES//IMLIE:6.61115/ N,. 87.693/ N"D¥%NeDY:D D°DY%b?
AQ BOLAR PHARMACEUTICAL looMGn
AQ D-DYDYD DD,
ACETAMINOPHEN; HYOROCODONE BIT ARTRATg (PAGE 3-2) AQ CHELSEA LABORATORIES I0ooMGu
AB' D-D¥%D%DV:DuNt

CAPSULE; ORAL _Ag DANBURY PHARMACAL looMGu

> AOB > AGETAMIHOPHEH AHB HYOROCOBONE BIT ARTRATE AQ 300MGu

> ADD > A CENTRAL PHARMS BOoMG; A§MA§n N 88898

202
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'DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7/ AUGUST 84 4€” MARCH 5
AMOXICILLINA- EOTASSIUM CLAVQLANATE (PAGE 3-13)

€ TABLET ORAL

DD, "AUGMENTIN 250 " .

'BEECHAM LABSBEECHAM 250MGASEQ 125MG ACID! N 50564

AUGMENTIN'500' .
'BEECHAM LABSBEECHAM SIMGASEQ 125MG ACID! N 50564
AMPHETAMINE SULFATE (PAGE 3-13)

‘TABLET; ORAL

AMPHETAMINE SULFATE

LANNETT SMG! N 83901

10HG! N 83901

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-16)

CAPSULE; ORAL

> ADD> . BUTALBITAL N/ ASPIRIN AND CAFFEINE
> CHELSEA LABORATORIES 32SMGASSOMGASOMGH N 86231
‘TABLET; ORAL

BUTALBITAL colfPoutiu
‘Ag ZENITH LABORATORIES 325MG;:SoMGaoMGu N 85441
ASPIRINA- CAFFEINEA- PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

 AMGGSMGB' N 89025
gy MGAS324MGI6SMG! N 83077
PRDPOXYPHENE HCL N| ASPIRIH DDi€a: CAFFEINE

AA CHELSEA LABORATORIES 389NGA§32.4MG36SMGU N 85732
ASPIRIN: METHOCARBAMOL (PAGE 3-17)

TABLET; ORA

A“CAfRA%AHAENI' ASPARAN/
ARBAHOL AND ASPIRIH
'BENZOYL PEROXIDEA~ ERYTHROMYCIN (PAGE 3-21)
GEL; TOPICAL
BENZAMYCT

'DERMIK/RORER 5D :D-D D N 50557

JADBLAYNAAAPRAL/

AKINARGA NABAAS 5 :
INE DIPROPIONATE (PAGE 3-22)

'OINTMENT; TOPICAL

AQ SAVAGE LABSBYK-GLDN EQ 0,052 BASE!
_ BETAMETHASOME DIPROPIOHATE

'AQE FOUGERA/BYK-GLDN EQ 0.05% BASE!
AQPHARHADERMBYK-GLDN EQ 0.052 BASE!

DIPROLENE
BX SCHERING EQ0.052 BASE!

DIPROSOHE

AQ SCHERING EQ.052 BASE!

BET; INE VALERATE (PAGE 3-22)

CREAM: TOPICAL.

BETATREX

ARG TA%A AASEA%AA, A PSPYKAKA%L ASNA%QLAKLIR A A ACACH

AQSAVAGE LABSBYK-GLDN EQ(.12 BASE
TAELIAY

AQNMCLABORATORIES EQ .12 BASE!
OINTMENT; TOPICAL:

AQNMC LABORATORIES EQ(.1Z BASE!
BITOLTEROL MESYLATE (PAGE 3-24)
AEROSOL; INHALATION

NINTHROP-BREON'STERL 0.37MG/INHI
'BROMODIPHENHYDRAMINE HYDROCH ORIDES€™ CODEINE PHOSPHATE
(PAGE3-29)
SYRUPSORAL
PDEDD?
AABAY LABORATORIES 12.5MG/SMLIIOMGISMLI
AMBENYL
I
BROVAHYL.
BROMPHENIRAMINE MALEATE: CODEINE PHOSPHATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3.25)
SYRUP: OF
BIPHETANE DO .
AABAY LABORATORIES 2MG/SMLASIOMGSMLT
1215D925NF1D"
MANATE nc

XTL PHARM MFG/BARRE 2MGSMLAS 0MGISMLAS
AR ATAVAC A AGAVAA a6 )
MARION LABORATORIES 12, SMGSMLASIOMGISML
NATL PHARM MFG/BARRE 12.SMGSMLAS I0MG/SMLI
N19143
N19141
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7/ AUGUST '84 4€” MARCH '85 5
CARBACHOL (PAGE 3-31) cEFTRIAxoNE SODIUM (PAGE 3-33)

PYDND D4/881555.4¢ D NeD NP N, N« INJECTABLE: INJECTION

INJECTABLE; INJECTION ROCEPHIN

HOFFMANN-LA ROCHE EQ 250MG BASE/VIALE N 50585

> ADD > EQ 250MG BASE/VIAL: N 62510

CEPORANIBE (PAGE 3-33) EQ 500MG BASE/VIALE N 50585

> A00 > EQ 500MG BASENIALn N 62510

INJECTABLE; INJECTION EQ IGM BASE/IALn N 50585

PRECEF > A00 > EQ IGM BASE/VIALE N 62510

BRISTOL LABS/B-M 500MG/vIALu N 62579, EQ D*Pub"% BASE/VIALE N 50585

IGM/VIALu N 62579 EO I0GM BASE/VIALn N 50585

aGM/VIALn N 62579

loGM/VIALn N 62579

20GMAVIALn N 62579 CELLULOSE SOOIUM PHOSPHATE (PAGE 3-34)

b b%b%D°D%:P°; ORAL

cEPOXITIN SOOIUM (PAGE 3-33) CALCIBINO

MISSION PHARMACAL D-B%D*Pub'%/D*P%N,: N 18757

INJECTABLE; INJECTION

MEPOXIN

> A00 > DY%D-D'D°/D;P°P;P%D° EQ I0GM BASE/NVIALn N 50517 CHLORDIAZEP OxIOE HYOROCHLORIOE (PAGE 3-371
CAPSULE; ORAL

cEPOXITIN B-D¥%bP%N,D%bY%; BEXTROSE (PAGE 3-33) OuLOnnzAzEP OxInE HCL

AB LEMMON ggga€ce N 88705

INJECTABLE; INJECTION AQ Ionen N 88706

MEFOXIN IN DEXTROSE 52 IN PLASTIC CONTAINER Ag25H8: N 88707

PYb-D’'D/D P*NEPuD° EQ B*P¥%BD %Dy BASE/ML;50MG/MLu N 50581

EQ 40MG BASE/MLssoMG/MLB N 50581 '

CHLORPROMAZINE HYDROCHLORIDE (PAGE 3-40)

CEFOXITIN SODIUMA~ SODIUM CHLORIDE (PAGE 3-33) CONCENTRATE; ORAL
c¢HLoRPROMAZINE HOL |

INJECTABLE; INJECTION > OLT >/A®A®/ _ 4€5 IES/AANA/NE /NISBISj/

MEFOXIN IN sOOTuM CHLORIOE 0.92 IN PLASTIC CONTAINER >OLT >/_//Ia D+ /NjAYAYisAY/
MsaD/MERCK EQ D*P¥%BD%Du D*PD-D¥D%1:9D%:PwbY%1D% N 50581 > AOD > cHLoORPROMAZIHE HOL :NTENSOL
EQ 40MG BASE/ML;9MG/MLn N 50581 > A00 > AA ROXANE LABORATORIES 30MG/ML N 88157

> D'D%Dy a€° AA 100MG/Hh N 88158

CEFTIZOXIHE SODIUN; DEXTROSE (PAGE 3-33) TABLET; ORAL

>DLT > PeBee INE! 4€5§

N...N"D+NN,DP2NED+: INJECTION > DLT >/PP/N"D ,N". IAAARAIARIAS/ /A sirifA¢/ /N 9,643.4/
CEFIzOx IN OEXTROSE sz IN PLASTIC CONTAINER > DLT >/BP/ /ZSMG/ /Nf80439/

SKaF LABORATORIES EQ D*P%D%DPu BASE/ML;50MG/MLM N 50589 > DLT > /BP//SOMG/ /NjAYdAjA;/
EQ 40Ms BASE/ML;50MG/MLn N 50589 > OLT >/BP//IOOMG/ /NAjAYAYA, jAc/

>N%o> /A,,A/ D" D PP« N,. 59.439/

CHLORPROMAZINE HCL

>AOD > BP CORD LABORATORIES. 10MB N 80439

> ADD > BP 25MG N 80439

> ADO > BP 50M@ N 80439

> A00 > BP 100MG N 80439

a€° ADD > BP 200MG N 80439
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DRUG PRODUCT LIST | CUMULATIVE SUPPLEMENT NUMBER 7 | AUGUST '84 4" MARCH'85 ' 7
9931150D¢DD7D+1 D (PAGE 347)

IINJECTABLES INJECTION

QORIEOOTROPIN

AB CARTER-GLOGAU LABS 40 UNITASAVIALI

QROMOLYN SODIUM (PAGE 348)

SOLUTION/DROPS; OPHTHALMIC

OPTICROM

FISONS 428

1

CYCLOPHOSPHAMIDE (PAGE 3-50)
INJECTABLE; INJECTION

P? N, A°N.."DDN'D%:D:$D; N'N,

3€° OLT >/A¢3/ 1dA*AsclvAsd A/

> DLT >/23/ /zd CAUIAfE/

> DLT >/ZB/ [ECOTEAPIAL/

> OLT >/_/ /ICHI(AAE/

> DYD; # N'DND,

2 A00 > Ag BRISTOL LABS/B-M 100MB/VIA;
> AOO > Ag z00ns/VIAL

> A00 > Ag S00MG/VIAL

> ADD > Ag IGM/VIAL

> D'DYiD; 4 ZGWVIAL

TABLET: ORAL

CTTOXAN #€8

> E LT > INEM. 4€5D"N/DD- /AAAN/

> P L 1>bbal

> Augg > BRISTOL LABS/B-H 25H6'

>AOD > 50MB

QYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL

SIEESEEEIAEENE_UCL I

AyA % AM THERAPEUTICS NoaD,

SERP NE€™ METHY LOTHIA ID (PAGE 3-52)
TABLET; ORAL

ENDURONYL

BP ABBOTT LABORATORIES 0.25MGSSMG
ENDURONYL FORTE

BP ABBOTT LABORATORIES 0.SMGA®SMG
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MGSSMGI
BP 0.5MGSSMGI

N88772

NI815S

N 88798

9559519; (PAGE 3-53)

CREAMS TOPICAL

BEGIN-EN

AQ ONEM LABS/DERM PRODS 0,05xx N 19048

TRIOESILON _

A8 MILES PHARMS/MILES 0.0 B, N 17010

DESOXIMETASONE (PAGE 3-53)

OINTMENT; TOPICAL

TOPICORT

HOECHST-ROUSSEL 0.0521 N 18594 )
DEXAMETHASONEE NEOMYCIN SULFATEi POLYMYXIN D+ SULFATAS (PAGE 3-55)
OINTMENT; OPHTHALMIC

DEXACIDIH

Al COOPERVISION PHARMS 0.122EQ 3.5M@ BASE/GM;

191000 UNITS/GMI N 62566

SUSPENSION/'DROPS; OPHTHALMIC

DEXACIDIN

Al COOPERVISION PHARMS 0.12A®EQ 3.5MG BASE/ML;

10.000 UNITS/MLB N 62544

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC

4 DEXAMETMASOME SODIUM PHOSPHATE

Al CARTER-SLOGAU LABS EQ0.12 PHOSPHATE! N 88771
D'D-DYDPED-D¢PDD—D2DeD+ SODIUM PHOSPHATEI NEOMYCIN SULFATE (PAGE 3-56)
SOLUTION'DROPS; OPHTHALMIC

NEOUECADRON

Al DV:D-D’D/DYD°NEDUD® Eg 0.12 PHOSPHATE;

Eg 3.5MG BASE/ML N 50322

NEOMYOIH SULPATE-OEXAMETHASBNE D*D*D%:D-D, DY PHOsPHATE
Al PHARMAFAIR A§9 9112_gBQASEBAIASAY

EQ3.5MG BASE/MLB N 62539
/UA%:XBROMPHA%NARAHANA%HA, A%oA%oA, T A%o{ A=A ACIA, dAOA-A, ACIA, A+A, AC'SUEPA, T A%/ (PAGE 3-56)
DYDD’D-DyPabby

987886 o

/211145' A£15119/ KR RPN/






DRUG FRODUCT -LIST / CURULATIVE SUPPLEMENT MRBER 7 / AUGUST '84 - MARCH ‘85

DICYCLOMINE HYOROCHLORIDE (PAGE 3-64)
SYRUP; ORAL
BENTYL
HERRELL DOW/DOW CHEM 10HG/SMLR N 07961
TABLET; ORAL
BENTYL
MERRELL DOW/DOW CHEM 20MGH N 07409
DIETHYLPROPTION HYDROCHLORIDE (PAGE 3-65)
TABLET; ORAL
FROPION HO
AR LEMMON 25MEn N 88642
ROERGOTANI i HEP i
HYDROCHLORIDE (PAGE 3-66)
INJECTABLE; INJECTION
EHBOLEX
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML}25500 UNLTS/0.5ML;
5.3316/0 ., 5HLK N 18885
0.5HG/0.7HL; 5,000 UNITS/0.7HL;
7-G6MG/0. THLY N 18885
DISOPYRAHIDE PHOSPHATE (PAGE 3-68)
CAPSULE; ORAL
ISOPYRAMID PH
AB BIOCRAFT LABS EQ_100MG BASEM N 70101
AB EQ_15016 BASEM N 70102
HORPAGE
AB SEARLE PHARHS N 17447
AB 50HG N 17647
DISULFIRAM (PAGE 3-68)
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL  250MGH N 88792
BX 500MGH H 8a793
DIVALPROEX SODIUM (PAGE 3-69)
TABLET; ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASEM H 18723

Google

DOPAHINE HYDROCHLORIDE (PASE 3-69)
INJECTABLE; INJECTION '

DOPAMINE MEL
>_ADD > AP LYPHOMED AOMG/MLH N 70058
>_ADD > AP BOMG/MLE N 70059
DOXYCYCLINE HYCLATE (PAGE 3-70)
CAPSULE; ORAL
| 0l
AB LEMHON EQ_SOMG BASENM ‘N 62497
DOXYGYGLINE HYCLATE
AB PAR PHARMACEUTICAL EQ_S50MG BASEM N 62434
Aﬂ ‘SUPERPHARM EQ BO0HG BASEMW H 62449
It} E9_100HG BASEN N 62469
AB WEST=HARD EQ_50MG BASEM N 6239
AB ZENLITH LABORATORIES EQ 50MG BASEN N 62500
38 E9_100HG BASEW N 62500
TABLET; ORAL
>_abp > =
>_ADD > AB LEMMON EQ_100MG BASEM N 62581
_A‘_a SUPERPHARH EQ 100HE BASER N 624%%
AB ZENITH LABORATORIES EQ 100MG BASEM N 62505
DOXYLAMIME SUCCINATE (PASE 3-70)
TABLET; ORAL
DECAPRYN
AA MERRELL DOW/DOW CHEM 25MG N 08412
DOXYLANINE_SUCCINATE
Al QUANTURM PHARMICS 25HEM N 88603
[EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72)
INJECTABLE: INJECTION
LIGHNOSPAN FORTE
DEPROCD EQ 0.02MC BASE/ML}2? N 88389
LIGNOSPAN STANDARD
DEPROCO EQ 0.01M& BASE/ML;2:m N 88390
[ERGOCALCIFEROL (PASE 3-72)
CAPSULE; ORAL
> DLT > A4 ' LABS/STERL/ /B 16dd "hdf IN'g3444f
3_ADD > A4 WINTHROP-BREON/STERL 50,000 Iy N 03444
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FLUOROURACI|, (PAGE 3-83)
IHiECTABI.;t INJECTION
AP SOLOPAK ATORIES S0HG/MLM N 887¢u
AP 2OHG/HLK | N 88767
FURQSEMIDE (PAGE 3-86)
TABLET; ORAL
FURCSEMIDE
AB CORD LABORATORIES  SOMGM N 18569
AB LEDERLE LABS/AH CYAN SOMGM N 18415
AB PARKE-DAVIS/M-L BOMEN N 18419
LABIX -
AB HOECHST-ROUSSEL HOME N 16273
GENTAMICIN SULFATE (PAGE 3-66)
OINTMENT; TOPICAL
AT E FOUGERA/BYK-GLDN  EQ 1M6 BASE/Gim N 62533
AT PHARMADERM/BYK-GLDN EQ 1MG BASE/GHM N 62534
SOLUTION/DROPS; OPHTHALMIC
AT ALLERGAN PHARMS EQ _3ME BASE/MLN N 62452
SLUTETHIMIDE (PAGE 3-88)
TABLET; ORAL
144/ i ATPRTES/ [ddduid/ /N B3E8Y
SOMADOTROPIN, CHORTONIC (PAGE 3-89)
INJECTABLE; INJECTION
>_ADD > AP CARTER-GLOGAU LABS N 17016
2,000 UNITS/VIALR N 17016
>_ADD > AP LYPHOMED 15,000 UNITS/VIAL N 17067

Google

- - -

SUANETHIDINE MONOSULFATE (PAGE 3-90)
TABLET; ORAL

>AD0 >  GUANETHIDINE MONOSULFATE
>ADD > AB  BOLAR PHARMACEUTICAL EQ 1OMG SULFATEN N 86113
>_ADD_> AB EQ 25MB SULFATER N 86114
5.pur > 5%131#-'5.5#:‘! [18Rg, IR 12324
> DLY > ) /:ﬁﬁﬁ /'&ﬁiz;ésf
> ADD > AR CIBA/CIBA-GEIGY E@ 10M6 SULFATE N 12329
>_ADD > AB EG _25HE SULFATE N 12329
HALCINONIDE (PAGE 3-90)
CREAM; TOPICAL .
Jidicddédd/
HEPARIN SODIUM (PAGE 3-91)
INJECTABLE: INJECTABLE
AP LYPHOHED 10 UNITS/HLm N 17651
ARTH L
AP LYPHOMED 100 UNITS/HLE N 17651
AP SOLOPAK LABORATORIES 10 UNITS/MLE N 88457
AP UNTTS N 88580
AR 100 UNITS/MLK N 88581
HEPARIN SOOIUM :
;ﬂ Emm-uwmm:mw / fg?giﬂ
. W)
HEPARIN SODTUM; SODIUM CHLORIDE (PAGE 3-93)

INJECTABLE; INJECTION
HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9%
ABBOTT LABORATORIES 10,000 UNITS/LOOML;
SO0HG/100MLE

HEPARTH SODYUM 10,000 UNTITS YH SODTIUM CHLORIDE 0.65:%
ABBOTT LABORATORIES 10,000 UNITS/LOOML;

450MG/100MLK

JHY IH_SODIUM CHLORTD

5,000 UNITS/100ML;

900MG/100MLE

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.9%
3

ABBOTT LABORATORIES
S00MG/100MLN
S 500 SODIUM CHI &
ABBOTT LABORATORIES 100 UNITS/ML3S.5HG/MLM

N 18911

N 18911

PAI SODTUM

ABBOTT LABORATORIES

E kK

N 18911

N 18911

BE K

N 18911
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 7 / AUGUST '84 - MARCH '85

HYDROCORTISONE (PAGE 3-99)
POWDER; FOR RX COHPOUNDING

144 %ﬁiﬂtx iABRASORses/dte] B34/
AR CH LABORATORIES N 87834
(PAGE 3-102)
Ihg Aot
i N84/
(PAGE 3-103)
AEROSOL; TOPICAL
EPIFOAM
REED&CARNRICK PHARMS 1X;1% N 86457
HYDROFLUMETHIAZIDE (PAGE 3-104)
TABLET; ORAL
HYDROFLUMETHEAZTDE
AB CHELSEA LABORATORIES S50MGH N 88528
HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)
TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE
BP ZENITH LABORATORIES E0MG;0.125MEm N 88932
HYDROXYZINE HYOROCHLORIDE (PAGE 3-105)
TABLET; ORAL
AB PUREPAC/KALIPHARMA A0MGH M 88120
AB 25MGH N 88121
B Sorigx N 8122
AB SUPERPHARH AoHEe N 8879%
T} 25rex N 88795
AB 50HGR N 86796
HYDROXYZINE PAMOATE (PASE 3-106)
CAPSULE; ORAL
>400 > py-pan wzg
>7ADD_> AB LEMMON EQ_25H5 HCLX N 86713

Google

IBUPROFEN (PAGE 3=106)

TABLET; ORAL
AB BOOTS PHARMACEUTICAL $00MGW
AB 600HGH
R (PABE 3=107)
TABLET; ORAL

’;? TRRAE LABstontss)

/
SKLF LABORATORIES  10MG
2546

$BB3

IMDOMETHACTH (PAGE 3-108)
CAPSULE; ORAL
IHDOMETHACIH
PAR PHARMACEUTICAL  25MEm

] 50MGn
PARKE-DAVIS/W-L 25M6u

EEEE

SUPPCSITORY; RECTAL
INDOCIN
MStD RES LABS/MERCK 50MGN

w‘w YDRATE (PAGE 3-108)

INJECTABLE; INJECTION
INDOCIN I.V.
MSED/MERCK EQ 1MG BASE/VIALX

JCOOHIPPURATE SODIUM, 1-123 (PAGE 3-109)

INJECTABLE; INJECTION
HEPHROF LOW
HEDI-PHYSICS IMCIAHMLE

JISUETHARINE MESYLATE (PAGE 3-110)
AEROSOL; 1mlu‘l'!0N

Iﬂ#ﬁﬁ #ﬁ#ﬂ##x’#ﬂﬁ '61#

BN ON LABS/STERLING 0.34MG/
YSDETHARINE MESYLATE

BN MATL PHARH MEG/BARRE 0.ZAMG/INHX

13

N 70083
N 70088

;E iﬁ%
1868
N 83827

N 83827
M a3827

M 18829
M 18829
N 18806
N 18806

H 17814
N 18878

N 18289

IR12338/
“H 12339

N 87858
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MEPIVACAINE HYDROCHLORIGE™E (PAGE 3-123)

INJECTABLEAS INJECTION

SARBOCAINE

A DDDDYDY LABSSTERLING 2

HEPIVACAIHE HCL

AE CARTER-GLOGAU LABS Azgn

AE Az
POLOCAINE .
Ag ASTRA PHARM PROOS Az
SOANOOHEST PLAIN
Ag OEPROCO Aggn
MEPROBAMATE (PAGE 3-123)
TABLET: ORAL
MEPROBAMATE

/A;A AAMMWgA A AUAAY

WTHIGLLIN SODIUM(PAGE -127)
INJECTIO}

RivAcA[ A BAAA
D‘/AN(D‘»

INJECTABLI
A#/A‘AQA/.ADA@A.JA_ “A
APl Lis/mmm

B ~A,

BN,
{OTREXATE SODIUM (PAGE 3-128)

INJECTABLE; INJECTION

BRISTOL LABSB-M EQ 250MG BASEVIALE
MEXATE-Ag B

Agg BRISTOL CARIBB-MPR Eg 25ms BASEMLn
METHYCLOTHIAZIDE (PAGE 3-129)

TABLET; ORAL

METHYCLOTHIAZIDE

A_CHELSEA LABORATORIES 25MGH.
ABEMEi€ee

AQ COLMED LABORATORIES 5 Gl
METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)
INJECTABLE; INJECTION

SOLU-MEDROL

'UPIOHN EQ 2GM BASEVIAL!
NETRONIDAZOLE (PAGE 3133

INJECTABLE; INJECTI

METRUNIDAZOLE

N 12250 AE LYPHOMED S00MG/100ML:

Liv
88769 Ag LEMMON S00MG/TooMLn
N8S7I0

‘TABLET; ORAL
N 88853 METRONInAZOLE
ABPARPHARMACEITICAL esobiGa
N 88387 Azg SO0m

ABSIONAK CAPORATORIES s

o
ABLEmmoN eSomsn
A/

RAiAiAy/ AB’ LEMMON ND DY Db,
@€ Ano > SATRIC

> Aon > AB SAVACE LABSYALTANA aSoman
M.I(RONMDLE NITRATE (PAGE 3-134)

INFA'A A{A;AY/ MONISTAT 3
DDDDDD; ORTHO PHARMACEUTICAL omen
AR AACAY/

MORPHINE wy_mumce 31351

INJECTABLE: INJECTIO!

DURAMORPH PF

ELKINS SINN/AHROBINS 0 SmGimLn

IMGMLD

NE63SS
NETONAECILLIN SODIUM(PAGE 1351

A‘gElUSTOLLABS/BMLg 108m BASENIALD
NL BEECHAMLASSEEBCHAM 06 BASEVIAL
Nawad

N 88745 NALBUPHINE HYOROCHLORIOE (PAGE 3-136)
INJECTABLE; INJECTION

NUBAIN
DUPONT PHARMSOUPONT a0MGimLn
N11856

€2

22272 702121222

70071

70082

70040
70039
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PHENYTOIN SODIUM, EXTENDED [PAGE 3-153)
CAPSULE; ORAL

DILANTIN
B PARKE-DAVIS/W-L 100M6 N 84349
B BOLAR PHARMACEUTICAL 100MGM N 88711

PILOCARPINE MYDROCHLORIDE (PASE 3-154)

GEL; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES  4X N 1879

POLYETHYLENE SLYCO! i ASS CHLORIDE; I
BICARBOMATE; SODIUM CHLORIDE; SODIUM SULFATE (PAGE 3=155)

POWDER FOR RECONSTITUTION; ORAL
COLYTE

EDLAN PREPARATIONS  120GM/PACKET;1.496M/PACKET;
3.366H/PACKET i 2. 92GM/PACKET
11.366M/PACKETH N 18983
227.16H/PACKET ;2. 826M/PACKET;
6.366M/PACKET ;5.536M/PACKET ;
21.5GM/PACKET N 18%83
3606M/PACKET ;6. 476GM/PACKET
10.086M/PACKET ;8. 766M/PACKET;
34.0861/PACKETH N 18983

POTASSIUN CHLORIOE (PAGE. 3-156)
INJECTABLE; INJECTION

POTASSIUM CHLORIDE TN PLASTIC COHTATHER
AP INVENEX LABS/LIFE  2ZHEG/Mim N 88%01
AP 2HEQMLN H 88908

EREDNISOLONE (PASE 3-159)

TABLET; ORAL
PREDNISOLONE
BX  SUPERPHARM 5MEN N 88892
’ S0 ATE} SULFACETAMIDI (PAGE 3-160)
OINTHENT; OPHTHALMIC
ISULFA:
AT PHARHAFAIR 0.5%310% N 88032
YASGSIDIN .
AT COOPERVISION PHARMS ©.5%:100% N 88791

Google

PREDNISONE (PAGE 3-161)

SOLUTION; ORAL
PREDNISONE
ROXANE LABORATORIES 5MG/SMLX
PREDNISONE INTENSOL
ROXANE LABORATORIES B5MG/ML:

TABLET; ORAL
PREDNISONE
BX  SUPERPHARM SHGn
BX 10MGK
BX 20MEM
EROCAINAHIDE WYDROCHLORIDE (PAGE 3-163)

INJECTABLE; INJECTION

PROCATHAMIDE HOL
> ADD > AP SOLOPAK LABORATORIES 100HS MLM
>7ADD > 4B 50QMGZMLM
>7ADD > 4P

TABLET, CONTROLLED RELEASE; ORAL

PROCATHAWIDE WCL
2B BOLAR PHARMACEUTICAL 250HSu
AB : 500HGK
AB . I50HGH
[eg/  PaRKE-DAVISM-L  [3gdrdf
AB BooHg
AB 250H6
AB I50H6
16w

PROCHLORPERAZINE EDISYLATE (PAGE 3-164)
CONCENTRATE; ORAL

4 TBAY UAboRATORIES | ER-l0Me mAstaux
SYRUP; ORAL -

ERCOHLORPERAZINE EDISYLATE
m BAY LABORATORIES EQ_EMG BASE/EMLM

PROMETHAZINE HYOROCHLORIDE (PAGE 3-165)
S}HUPE ORAL

ETHAZIN|

ir

M 88703
N 88alo

N eas30
H aa531
H 88532

H aa533
H 88534
N 88535

H 86468

H 856068

. N 86465

N 87510
N 88489

N 88597
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AU
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S50 ROLYSTYRENE SCLFONATE (PAGE 31751
ROMDER AL A RECTAL

AABRRON ARG 453 v moT
Soou TSR DA DD
SmNsion: i o .

SCUCCINVECHOLINE CIL ORIDE (pAGE 3191
SLCCRVLCHOLINE D001 Do
IR RS AT AV A L€ 46 R0 TASSRE A

T ARNACEUTICAL 100G 197506, 172 5

S PO oL, TrEOmIM (eAGE 311
bR sase

R ARMACEUTICAL 400MGA-sovG1
AQ PAR PHARMACEUTICAL S00MAs i
AT AL A TAML T
R UENTIIER DRUG J00MGASONGH
A e

0 BARK LABORATORIES ARG
300 A6 CHEL S LABORATORIES GhanaAssocn
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e o 2 U s A
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TOLMETIN SODIUM (PAGE 3-194)
'VECURONIUM BROMIDE (PAGE 3-202)
JA©AC/

CAPSULE; ORAL

TOLECTIN 0§

JAHA A%oAIAIA, A%oA* AdhoA, AA" A%l ES// A%sQAAAOAS A%oAAY0A,, S Ao/
MCNEIL PHARM EQ 400MG BASE

TABLET; ORAL

TOLECTIN.' 11

A A¢A* A%l LA, A%0A™ A%AAA" A%lES//A%R' AJAANG BAS At/
MCNEIL PHARM EQ 200MG BASE
TRIAMCINOLONE ACETONIDE (PAGE 3-1951
CREAM; TOPICAL

ARISTOCCRT A

Al LEDERLE LABS/AM CYAN 0.0252!
AL0.12K

Al o5Tu

OINTMENT; TOPICAL

ARISTCCDRT B

LEDERLE LABS/AM CYAN 0.1XI

2

TRIAMCINOLOHE ACETONIDE
IEHZ

0
Al PHARMAOERM/BYK-OLON o_oasxn
A10.12n

TRYHgA
Al SAVACE LABS/BTK-eLON 0.025D,Ni
N, 0.1m

TRILOSTANE (PAGE 3-199)

CAPSULE; ORAL

MOORASTANE

NINTHROP LABS/STERL 3omen

men
TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)
: ORAL

TRIPROLIDIHE HCL

AA HALSEY DRUG 1.25MG/SMLR
TRISULFAPYRIMIDINES (PAGE 3-200)
SUSPENSION: ORAL

/TRIPL'E 'SUL'POA%OA/

7.931.2. D'PDD" I/ D,N'DpbY%b b,
/NAAAVAO A/

N
N AAACAC/
N

22

202
/A /AVAYIA A

18084

17628

88818

88819

88820

88780

88781

88692

88690

88693

88691

18719

18719

88735

INJECTABLE; INJECTION
/NOBA¢ASBDNAINA¢A%0A, SAS/
NORCURON

VERAPAMIL HYDROCHLORIDE (PAGE 32021
TABLET; ORAL

EAL-AL'

Ag SEARLE/SEARLE PHARMS Oomen
AB De-

:ASOPTIN

AB KNOLL PHARMACEUTICAL 80g@
Ag 120Me

N18817

N 18817

N 18593

N 18593
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(ALL PRODUCTS 4€” SEE SPECIAL NOTE B.)
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
On September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a

patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.

The statute requires that FD A make publicly available a list of approved drug
products containing the following information:

1) an alphabetical list of all drugs by official and proprietary name

approved for safety and effectiveness, with monthly updates;

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

approved from January 1, 1982; and

3) whether in vitro and/or in vivo bioequivalence studies are required

for ANDA approval.

The Approved Prescription Dru Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthly supplements will be used to
saAisfy this new requirement.

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

for periods of exclusivity are:

() A new drug application approved between January 1, 1982,

and September 24, 1984, for a drug product all active

ingredients (including any ester or salt of the active

ingredient) of which had never been approved in any other

application. Approval of an ANDA or paper NDA for the same

drug may not be made effective for a period of ten years

from the date of the approval of the original appTicatTon.

A-l
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A new drug application approved after September 24, 1984,
for a drug product all active ingredients (including any

ester or salt of the active ingredient) of which had never
been approved in any other new drug application.
Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval B%? the original application, except that
such an application may be submitted after four ears if it
contains a certification that a patent claiming t e rug is
invalid or will not be infringed by the product for which
approval is sought.

A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient

(or any ester or salt of that active ingredient) that has

been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have

been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the

investigations must have been essential to approval of the
application. If these requirements are met, the approval

of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original applicatio . '

D supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)

essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval
of the original supplement.

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

January 1, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the

active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, 1984.



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 Biologjcals

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

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,

and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those-Which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution erformance is demonstraA™ed (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 in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.
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NDA's Approved by the Office of Biological Research and Review Not Previously
ubTished in the

A11 products accepted and approved under Section 505 of the Act as NDAs by the
0ffice of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be 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 infermation 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. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
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
zﬂﬂ_ Mezw*==m its policy of not publishing process or chemical intermediate
patents.

The Agency is required by the Taw 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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DU 1U SPACE LIMIIAIIUNS IN IHE EAGLUSIVIIT UULUMNS UF ITABLES .=.. ..o
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 NEW COMBINATION

NCE NEW CHEMICAL ENTITY

NDF NEW DOSAGE FORM

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

NR NEW ROUTE

PP PARENTERAL IN PLASTIC CONTAINER

RTO PRESCRIPTION TO OTC STATUS CHANGE

NS NEW STRENGTH

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

REFERENCES
NEW DOSING SCHEDULE
D=1 ONCE A DAY APPLICATION
D=2 ONCE DAILY DOSING
D-3 SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
D-4 SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
D=5 TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
D-6 SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
D-7 BID DOSING
D-8 INTRAYENOUS, EPIDURAL AND INTRATHECAL DOSING
A=-7
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Pab DY.D PaND DCDD D DD D DD’ D«D D DD DCD D" PaebD D D PCPaD D D
ACTIVE INGREDIENTIS)

NQTHIS)
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK.

ITSML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK

100 UNITSML

INSULIN SUSPENSION, PROTAMINE
ZING, MIXED BEEF AND PORK

100 UNITSML

INSULIN SUSPENSION, PROTAMINE
ZING, MIXED BEEF AND PORK;
INSULIN, MIXED BEEF AND PORK
100 UNITSML

INSULIN SUSPENSION. PROTAMINE
ZINC, PURIFIED BEEF

40 UNITS

INSULIN SUSPENSION, PROTAMINE
ZINCA» PURIFIED BEEF

100 UNITSML

INSULIN SUSPENSION. PROTAMINE
ZING, PURIFIED BEEF; INSULIN,
PURIFIED BEEF

100 UNITSML

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK: INSULIN,
PURIFIED PORK

100 UNITSML

INSULIN ZINCSUSPENSION. BEEF
40 UNITSML

TRADE NAME

IDOSAGE FORM: ROUTE)

NPH ILETIN 11 (PORK)
(INJECTABLE; INJECTION)

PROTAP!
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)

(INJECTABLE: INJECTION)
PROTAMINE, ZINC& ILETIN
(BEEF-PORK)

(INJECTABLE: INJECTION)
PROTAMINE, ZINC& ILETIN
(BEEF-PORK)

(INJECTABLE: INJECTION)

(INJECTABLE: INJECTION)
PROTAMINE ZINC AND
ILETIN 11

(INJECTABLE: INJECTION)
PROTAMINE ZINCAND
ILETIN [I{PORK)
(INJECTABLE: INJECTION)
LENTE INSULIN
(INJECTABLE: INJECTION)
APPLI ANTNAME

ILILLY
SOUIBB-NOVO
NORDISK
ELILILLY
ELILILLY

ER SQUIBB AND SONS
ER SOUIBB AND SONS.
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TABLE II. (T PRODUCTS KHICH CURRENTLY REQUIRE APPROVED APPLICATI A CONDITION OF MARKETIN

ACTIVE INGREDIENT(S) IRADE NAME . APPLICANT NAME NDA NO. PATENT MO,  EXCLUSIVITY
STRENGTH(S) DOSAGE FORM; ROUTE APPROVAL DATE EXP. DATE EXP. DATE

INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780
100 UNITS/ML (INJECTABLE; INJECTION) 10-28-82
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
100 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PURIFIED BEEF REGULAR ILETIN II ELT LILLY 18-478
100 UNITS/ML (INJECTABLE; INJECTION) 06-12-80
INSULIN, PURIFIED PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193
100 UNITS/ML (PORK) 01-16-80
(INJECTABLE; INJECTION)
INSULIN, PURIFIED PORK REGULAR ILETIN II (PORK) ELI LILLY 18-344
100 UNITS/ML (INJECTABLE; INJECTION) 12-05-79
INSULIN, PURIFIED PORK ACTRAPID SQUIBE-NOVO 18-381
100 UNITS/ML (INJECTABLE: INJECTION) 03-17-80
INSULIN SUSPENSION, NOVOLIN N NOVO INDUSTRI A/S 19-065
ISOPHANE, PURIFIED HUMAN (INJECTABLE; INJECTION) 01-23-85
100 UNITS/ML
NONOXYNOL-9 TODAY VLI CORPORATION 18-683 NDF
1GM (SPONGE; VAGINAL) 04-01-83 09-24-86
POTASSIUM IODIDE THYRO-BLOCK WALLACE LABS/C-W 18-307
130MG (TABLET; ORAL) 11-09-7%
POTASSIUM IODIDE POTASSIUM IODIDE ROXANE LABORATORIES 18-551 NDF
1GM/ML (SOLUTION; ORAL) 02-19-82 09-24-86
POTASSIUM IODIDE 10SAT ANBEX 18-664
130MG (TABLET; ORAL) 10-14-82
PSEUDOEPHEDRINE HYDROCHLORIDE SUDAFED S.A. BURROUGHS WELLCOME 17-941
120MG (CAPSULE, CONTROLLED 01-15-79

RELEASE; ORAL)

Google
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TABLE IIT. NDA'S APPROVED BY THE QFFII

ACTIVE INGREDIENT(S)

STRENGTH(S)

ANTICOAGULANT SODIUM CITRATE

SOLUTION uSP

ANTICOAGULANT SODIUM CITRATE

SOLUTION UsSP

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

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

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

DEXTRAN 75, 6%
6GM/T00ML IN
SODIUM CHLORIDE

0.9GM/100ML -

DEXTRAN 75, 6%
6GM/100ML. IN

SODIUM CHLORIDE

0,9GM/100ML

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

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

0.9%

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
{INJECTABLE;

NONE
( INJECTABLE;

NONE
(INJECTABLE;

» (GO

INJECTION)
INJECTION)

INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)

INJECTION)

gle

F BIQLOGICAL RESEARCH AND REVIEW MOT PREVIQUSLY PUBLISHED

APPLICANT NAME

TERUMO AMERICA
TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

III-3

HDA 0. PATENT 0. EXCLUST
APPROVAL DATE EX

78-1214
2-8-80

77-923
1-20-78

16-375
7-25-67

16-375
7-25-67

8-819
3-31-53

8-819
3-31-53

18-253
2-4-83

16-767
4-6-70

16-767
4-6-70
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A NGREDIENT
STRENGTH(S)

DEXTRAN 1

150MG/ML IN

SODIUM CHLORIDE 0.6%
6MG/ML

DEXTRAN 40, 10%
T0GM/100ML IN
DEXTROSE 5%
5GHM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.5%
0.9GM/100ML

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

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

DEXTRAN 70, 6%
6GM/TO0ML IN
DEXTROSE 5%
5GM/100ML

DEXTRAN 70, &%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

PROMIT
(INJECTABLE ; INJECTION)

RHEOMACRODEXR
(INJECTABLE; INJECTION)

RHEOMACRODEX®
(INJECTABLE; INJECTION)

RHEOMACRODEX®
(INJECTABLE; INJECTION)

RHEOMACRODEXR
(INJECTABLE: INJECTION)

MACRODEX® .
(INJECTABLE; INJECTION)

MACRODEXR
(INJECTABLE; INJECTION)

MACRODEXR
(INJECTABLE; INJECTION)

Google

APPLICANT NAME

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

PHARMACIA LABS

III-5

TABLE III. NDA'S APPRUVED BY THE QFFICE UF BIOLOGICAL RESEARLH AND REVIEW NOT PREVIQUSLY PUBLISHED
NDA NO. PATENT NO.

APPROVAL DATE EXP, DATE

83-715
10-30-84

14-716
1-18-67

14-716
1-18-67

83-527

3-27-85

83-627
3-27-85

6-826
6-8-54

6-826
6-8-54

83-613
3-27-85

EXCLUSTVITY
EXP. DATE

NCE
10-30-85
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ACTIVE INGREDIENT(S) TRADE NAME APPLICANT HANE DA MO, BATENT M. EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EP. OATE  EP. DATE

PROPIOLACTONE 99% BETAPRONE ONEAL JONES&FELDMAN 11-657
99GM/100ML (SOLUTION; CHEMICAL 9-11-59

STERILIZING AGENT)
UROKINASE ABBOKINASE OPEN-CATHETER ABBOTT LABORATORIES 76-1021 NS
5000 IU/VIAL (INJECTABLE; INJECTION) 12-15-83 09-24-86
UROKINASE ABBOKINASE ABBOTT LABORATORIES 76-1021 I-29
250,000 IU/VIAL (INJECTABLE: INJECTION) 7-31-78 09-24-86
UROKINASE BREOKINASE STERLING DRUG 17-873
250,000 IU/VIAL (INJECTABLE; INJECTION) 8-28-79

I1I-7

Google
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TIVE INGREDIENT
STRENGTH(S)

ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE
300MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

ACETAMINOPHEN; PENTAZ20CINE HYDROCHLORIDE
625MG; 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

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

TALACEN
(TABLET; ORAL)

ACETIC ACID 0.25%

IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)
LITHOSTAT
(TABLET; ORAL})
ZOVIRAX
(OINTMENT; TOPICAL)

ZOVIRAX
(CAPSULE; ORAL)

ZOVIRAX
(IMJECTABLE: INJECTION)

PROVENTIL
(AEROSOL ; INHALATION)

VENTOLIN
(AEROSOL; INHALATION)

Google

Iv-1

APPLICANT NAME

IVES LABS/AMHD

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SCHERING

GLAXOD

NDA KQ.
APPROVAL DATE

18-917
12-28-84

18-917
12-28-84

18-917
12-28-84

18-458
09-23-32

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

18-604
03-29-82

18-828
01-25-85
18-603
10-22-82

17-559
05-01-81

18-473
05-01-81

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

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

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

4105659
08-08-95

4199574
04-22-97

4199574
04-22-97

4199574
04-22-97

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

3644353
0z2-22-89
3705233
12-05-89

EXCLUSIVITY
EXP. DATE

NCE
12-28-89

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

I-22
09-24-86
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InuLL LV. B, Dy, D% DD*P*PNiNiND, B*D;P P IAIDL IU 0'01'00 DB D™ "UH J WLIH HVFNUFNLHIE VHILNI PBYDz b*‘PP-P—9211111 LHTUNHHILU"
ACTIVE INGREDIENT S 4€™ TRADE NAME APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY
STRENGTH S DOSAGE FORM- ROUTE APP VAL DATE D" D"

ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205

300MG (TABLET; ORAL) 06-10-80 11-30-88

ALPRAZOLAM XANAX 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

TMG (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

0.1% (OINTMENT: TOPICAL) 11-13-81 06-12-96

AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 MS&D/MERCK 18-201 3781430
HYDROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90

SMG; 50MG

AMINO ACIDS FREAMINE HBC 6.9% AM MCGAN/AM HOSP 16-822 NS

6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86

AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493 NS
6.5% (INJECTABLE; INJECTION) 10-15-82 09-24-86

AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957 \

8.5% (INJECTABLE; INJECTION) 08-09-82 A§\

AMINO ACIDS NOVAMINE 11.4% CUTTER LABS/MILES 17-957

11.4% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS HEPATAMINE 8% AM MCGAN/AM HOSP 18-676 \" 3950529 NS b°
8% (INJECTABLE; INJECTION) 08-03-82 04-13-93 09-24-86

\.

IV-3
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ACTIVE INGREDTENT(S)
STRENGTH($)

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; 3GM/100ML;

54MG/100ML; 41MG/100ML;

189MG/100ML; 204MG/100ML ;

117MG/ 1 00ML

AMINO ACIDS; DEXTROSE
3.5%; 5%

AMINO ACIDS; DEXTROSE
3.5%; 25%

AMINO ACIDS; DEXTROSE
4.25%; 25%

AMINO ACIDS; MAGMESIUM ACETATE;
PHOSPHORIC ACID: POTASSIUM ACETATE:

SODIUM CHLORIDE

3.5%; ZIMG/100ML; 40MG/100ML;
12BMG/100ML; 234MG/100ML

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

SODIUM CHLORIDE

3.6X: 21MG/100ML: 40MG/100ML:
128MG/100ML; 234MG/100ML

AMINOACETIC ACID
1.5GM/100ML

TRADE NAME
DOSAGE FORM; ROUTE

PERIPHRAMINE
(INJECTABLE; INJECTION)

AMINOSYN 3.5%

W/ DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5%

W/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 4.25%

W/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

AMINOACETIC ACID 1.5%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

Google

PPLICANT

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

Iv-5

PATENT NO.
APPROVAL DATE  EXP. DATE

LVITY
EXP. DATE

18-582
05-08-82

19-120
10-11-84

19-118
10-11-84

19-119
10-11-84

18-804
05-15-84

18-875
08-08-84

18-522
02-19-82

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82

ACTIVE INGREDIENT(S)
TREN

AMITRIPTYLINE HYDROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AHITRIPTYLINE HYDROCHLORIDE
100MG

AﬁITHIFTYLIHE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
OMG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; SMG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; 10MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
T0MG; 4MG

TRADE_ AME
(DOSAGE FORM; ROUTE)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET: ORAL)

ELAVIL
{TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET: ORAL)

Google

Iv-7

APPLICANT NAME

MSRD/MERCK

MS&D/MERCK

MS8D/MERCK

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA ND.
APPROVAL OATE

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76

) 5:#
12-703
08-17-76

12-704
04-11-61

16-949
12-23-77

16-949
12-23-77

14-713
12-30-65

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

3384663
05-21-85
3428735
02-18-86

3384663
05-21-85
3428735
02-18-86

3384661
05-21-85
3428735
02-18-86

3184663
05-21-85
3428735
02-18-86

3384663
05-21-85
3428735
02-18-86

3384663
05-21-85
4316897
02-23-99

3384663
05-21-85
4316897
02-23-99

3384663
05-21-85
3428735
0Z-18-86



V-8
ACTIVE IN REDIENT3
STRENGTH)ST
AMITRIPTYLINE
PERPHENAZINE
25MG; 2MG
AMITRIPTYLINE

TRADE PaeDPeeD
(005PD+P+ FORM:; ROUTE)
N225

(TABLET: ORAL)
ETRAFON-FORTE

ETRAFON 2-10
(TABLET; ORAL)

NGA N0, PATENT N0, EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.
14713 3384663

123065 05-21-85

(12-18:86

14715 3384663
03-15-78 05-21-85

021886

‘TABLE V. NDA'S APPROVED D“DD2Dct 1-1-82 T0 3-31-85 DND NGA'S NITH APPROPRIATE PATENT DDaD EXCLUSIVITY INFGRMATIGN



ACTIVE INGREDTENT(S)
STRENGTH(S)

AMOXAPINE
25MG

AMOXAPINE
50MG

AMOXAPINE
100MG

AMOXAPINE
150MG

AMRINONE LACTATE
EQ 5MG BASE/ML

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

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
3B5MG; 3JO0MG; 25MG

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

INOCOR
(INJECTABLE; INJECTION)

SYNALGOS-DC
(CAPSULE; ORAL)

NORGESIC
(TABLET; ORAL)

Google

Iv-9

APPLICANT NAME

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

IVES LABS/AMHD

RIKER LABS/3M

18-021
09-22-80

18-021
09-22-80

18-021
09-22-80

18-700
07-31-84

11-483
09-06-83

13-41e
10-27-82

08-01-89

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

3546226
12-08-87
3663696

4072746
02-07-95

NCE
07-31-94
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TABLE IV, WDA'S APPROVED FROM 1-1-82

ACTIVE INGREDIEN
STRENGTH(S)

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

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05%X BASE

BETAMETHASONE DIPROPIONATE
EQ 0.1% BASE

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE

EQ 0.05% BASE; 1%

TRADE NAME
(DOSAGE FORM: ROUTE)

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; TOPICAL)

DIPROSONE
(LOTION; TOPICAL)

DIPROSONE
(AEROSOL; TOPICAL)

LOTRISONE
{CREAM; TOPICAL)

Google

IV-13

APPLICANT NAME

PHARMADERM/BYK~-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERHM/BYK-GLDN
E FOUGERA/BYK-GLON
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

SCHERING

SCHERING

KDA NO.
APPROVAL DATE

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

17-536
01-29-75

17-691
04-15-76

17-781
02-01-77

17-829
05-24-77

18-827
07-10-84

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

PATENT K0,
EXP. DATE

3660577

3839573
10-01-91

EXCLUSTVITY

EXP. DATE

D-1
09-24-86

D-1
09-24-86

D-1
09-24-86

D-1
09-24-86

NC
09-24-86
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TABLE IV, NDA'S APPROVED F

ACTIVE INGREDIENT(S)
STRENGTH(S)

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE
50MG/ML

BROMOCRIPTINE MESYLATE
EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;

CODEINE PHOSPHATE
12.5MG/5ML; 10MG/SML

BROMPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
ZMG/SML; 1OMG/SML; 12.5MG/5ML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/EML; 1O0MG/SML; 30MG/5ML

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

BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
12MG; 75MG

1-1-82

TRADE NAME
£ FORM: ROUTE

TORNALATE
(AEROSOL; INHALATION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL)
AMBENYL

(SYRUP; ORAL)

DIMETANE-DC
(SYRUP; ORAL)

DIMETANE-DX
{SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAME

WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

AH ROBINS

NDA NO.
APPROVAL DATE

18-770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84

11-694
03-29-84

19-279
08-24-84

12-436
04-02-84

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXLLUSIVITY INFURMATIUN

PATENT NQ.  EXCLUSIVITY
EXP, DATE  EXP. DATE
4138581 NCE
02-06-96 12-28-89
RE29618

04-29-86

3752888 1-16
08-14-90 12-14-87
3752814

08-14-90

3752888 1-16
08-14-90 12-14-87
3752814

08-14-90
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TABLE IV, NDA'S APPROVED FROM T-T-82 TO 3-31-85 DP@DY NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT §

STRENCTH)A§)

CALCEFEDIOL. ANHYDROUS

0.05MG

CALCITONIN

400 IUVIAL

CALCITRIOL

0.25 UGM

CALCITRIOL

0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; SONG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
7AMG/100ML

TRADE NAME

YDOSAGE FORM; ROUTE)

CALDEROL

CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR

(INJECTABLE; INJECTION)
ROCALTROL

(CAPSULE; ORAL)
ROCALTROL

(CAPSULE; ORAL)
ISOLYTE E N/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN

ARMOUR PHARM
ARMOUR PHARM
HOFFMANNALA ROCHE
HOFFMANN-LA ROCHE
AM MCGAN/AM HOSP
NDA D).

APPROVAL DATE

18312

08-05-80

EXCLUSIVITY
EXP. DATE
118
1

187
18
122187
IV-17
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TABLE IV, NDA'S APP

ACTIVE_THGREDTENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROS|
MAGNESIUM CHLORIDE; SODlUﬁ CHLORIODE;
SODIUM LACTATE
25.7MG/100ML ;  1.5GM/TO0ML ;
5.08MG/100ML; S3BMG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; S3BMG/100ML; 44H§f1tllmL

CALCIUM CHLORIDE; DEXTROSE

MAGNESTUM CNLOEIDE SWIUH CHLORIDE;
‘SODIUM LACTATE

25.7MG/100ML; 4.25GM/100ML ;
5.08MG/100ML; 53BMG/100ML; 448MG/100ML
15.2MG/100ML; 567HG/100ML; 392MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

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

CALCIUM CHLORIDE; DEXTROSE;

MAGNESTIUM CHLORIDE; SODIUM CHLORIDE;
SO0DIUM LACTATE

25.7MG/100ML; 2.5GM/100HL ;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE

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

53BMG/100ML; 448MG/100ML

CALCIUM (.‘HI.ORIIJE‘ DEXTROSE
MAGNESIUM CHLORIDE; SWIUH CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML; 15MG/100ML;
560MG/100ML; 390MG/100ML

D FROM 1-1-82

TRADE NAME
(OCSAGE FORM: ROUTE)

DELFLEX

W/ DEXTROSE 1.5%

LOW MAGNESIUM -

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM
W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITOMEAL)

Google

IvV-19

_3-31-85 AND NDA'S WITH APPROPRIATE PATENT AN

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ADA M.
APPROVAL DATE

18-883
11-30-84

18-883
11-30-24

18-883
11-30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18~460
11-02-83

LUSTVITY INFORMATION

PATENT K.  EXCLUSIVITY
P DATE  EXP. DATE
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 TO 3-31-85 PD@D ¥ NDA'S NITH APPROPRIATE PATENT D@D ¥ EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH)S)

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

600MG/I00ML; 310MGH I

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

600MG/100ML; 310MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
‘SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;

600MG/100ML: 310MG/100ML

CALCIUM METRIZOATE; MAGNESIUM METRIZOATE
ME E METRIZOATE; METRIZOATE SODIUM
0.78MG/ML; 0.1SMGML 75 IMGIML; 166MGML.
CALCIUM: MEGLUMINE; METRIZOIC ACID
03SMG/ML; 140.IMGIML; 461 SMGIML.

CAPTOPRIL

125MG

CAPTOPRIL

25MG
CAPTOPRIL

TRADE NAME
)DOSAGE FORM:; ROUTE)
LACTATED RINGER'S
IN PLASTICCONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTICCONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
ISOPAOUE 440
(INJECTABLE; INJECTION)
1SOPAOUE 280
(INJECTABLE; INJECTION)
"APOTEN

CAPC
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
APPLICANT NAME
TRAVENOL LABS

AMMCGANAM HOSP
TRAVENOL LABS

DD YD Dee. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

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

183434105776 120
04-06-81 08-08-95 09-24-86

10-12:87

183434105776 1-20

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

D1

10:12.87

183434105776 1-20

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

10-12:67

Vi€21
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 3-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INrymmalLun

ACTIVE INGREDIENT(S)
STRENGTH(S)

CARBIDOPA; LEVODOPA
i 250MG

CARBIDOPA; LEVODOPA
25MG; 100MG

CARBOPROST TROMETHAMINE
EQ 0.25MG BASE/ML

CELLULOSE SODIUM PHOSPHATE
2.5GM/PACKET

CERULETIDE DIETHYLAMINE
0.02MG/ML

CHENDDIOL
250MG
CHLORDIAZEPOXIDE
CHLORDIAZEPOXIDE
5MG

CHLORDIAZEPOXIDE
10MG

TRADE NAME
FORM; ROUTE

SINEMET
(TABLET; ORAL)

SINEMET
(TABLET; ORAL)

PROSTIN/15M
(INJECTABLE; INJECTION)

CALCIBIND
(POWDER: ORAL)

TYMTRAN
(INJECTABLE; INJECTION)

CHENIX
(TABLET: DRAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS |
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

Google

Iv-23

APPLICANT NAME

MS&D/MERCK

MS8D/MERCK

UPJOHN

MISSION PHARMACAL
ADRIA LABORATORIES
ROWELL LABORATORIES
ROCHE PRODUCTS
ROCHE PRODUCTS

ROCHE PRODUCTS

NDA_NO.
APPROVAL DATE

17-555
05-02-75

17-555
05-02-75

17-989
01-09-79

18-757
12-28-82

18-296
12-24-81

18-513
07-28-83

13-00
10-31-66

13-071
10-31-66

13=-071
10-31-66

3462636
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90

3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90

3728382
04-17-90

3472832
10-14-86

4316897
02-23-99

4316897
02-23-99

4316897
02-23-9%

I1-32
03-21-88

12-28-92

07-28-93
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TABLE IV. NDA'S APP

ACTIVE INGREDTENT(S)
STRENGTH(S)

CHOLESTYRAMINE
EQ 4GM RESIN/PACKET

CHOLESTYRAMINE
EQ 4GM RESIN/PACKET

CHYMOPAPAIN
12,500 UNITS/VIAL

CHYMOPAPAIN
10.000 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/VIAL
CI{%LOPIHJK OLAMINE

CIMETIDINE
200MG

CIMETIDINE
300MG

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 300MG BASE/SML

1-1-82 10 3-31-

TRADE NAME
(DOSAGE FORM; ROUTE)

QUESTRAN
(POWDER; ORAL)

QUESTRAN
(POWOER; ORAL)

DISCASE
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE: INJECTION)

CHYMODIACTIN
(INJECTABLE: INJECTION)

LOPROX
(CREAM; TOPICAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(SOLUTION: ORAL)

Google

NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

IV-25

APPLICANT NAME

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M
TRAVENOL LABS
SMITH LABORATORIES
SMITH LABORATORIES
HOECHST-ROUSSEL

SK&F LAB

SK&F LAB

SKEF LAB

SKEF LAB

HOA NO.
APPROVAL DATE

16-019
12-06-66

16-640
08-03-73

18-625
01-18-84

18-663
11-10-82

18-663
08-21-84

18-748
12-30-82

17-920
08-16-77

17-920
08-16-77

17-820
12-14-83

17-924
08-16-77

PATENT MO.
EXP. DATE

3383281
05-18-85

3383281
05-18-85

4439421
03-26-01

4439423
03-26-01

3883545
05-13-92

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

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

3950333
04-13-93
4024271
05-17-54

3950333
04-13-93
402427
05-17-54

I-23
09-24-86

I-23
09-24-86

NCE
11-10-92

NCE
11-10-92

NCE
11-10-92

NCE
12-30-92

NS
09-24-86
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TABLE IV, NDA'S APPROVED F

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLONIDINE
5MG

CLONIDINE
7.5MG

CLONIDINE HYDROCHLORIDE
0.1M6

CLONIDINE HYDROCHLORIDE
0.2MG

CLONIDINE HYDROCHLORIDE

.3MG :

CLORAZEPATE DIPOTASSIUM
3786

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
15HG

CLORAZEPATE DIPOTASSIUM
22.5MG

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE DIPOTASSIUM
3.75MG

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
15MG

1-1-82

TRADE NAME

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

(DOSAGE FORM; ROUTE)

CATAPRES-TTS-2

(FILM, CONTROLLED RELEASE;

PERCUTANEOUS)

CATAPRES-TT5-3

(FILM, CONTROLLED RELEASE;

PERCUTANEQUS)

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

TRANXENE
(CAPSULE; ORAL)

TRANXENE
(CAPSULE; ORAL)
TRANXENE

(CAPSULE; ORAL)

TRANXENE SD
(TABLET; ORAL)

TRANXENE SD
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

Google

Iv-27

APPLICANT NAME

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LAB&RA*ORIES
AB&)TT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA NQ.
APPROVAL DATE

18-891
10-10-84

18-891
10-10-84

17-407
09-03-74

17-407
09-03-74

17-407
09-20-79

17-105
06-23-72

17-105
06-23-72

17-105
06-23-72

17-108
03-31-75

17-105
08-04-76

17-105
03-10-80

17-105
03-10-80

17-105
03-10-80

PATENT NO.

EXP. DATE

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

REZ8315
06-23-87

EXCLUSIVITY
EXP. DATE

NR
10-10-87

NR
10-10-87
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[ACCCIV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 DP@D ¥ NDA'S HITH APPROPRIATE PATENT AD@D Y EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
TOMGSML; SMGISML; 6.25MG/SML
COOEINE PHOSPHATE:
PROMETHAZINE HYDROCHLORIDE
TOMG/SML; 6.25MG/SML

CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
IOMG/SML; 30MG/SML; 1 25MG/SML

o

‘TRADE NAME
DOSAGE FORM ROUTE
(CREAM TOPICAL)
MYCELEX-G

(CREAM: VAGINAL)

MY(

(TROCHE/LOZENGE; ORAL)
LOTRIMIN

(LOTION; TOPICAL)
PHENERGAN VCN/ CODEINE

05-02-89

v
EXCLUSIVITY,
b

NDF
09248
IVA€29
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TABLE IV, NDA'S APPROVED FRO 1-1-82 T0 3-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE_INGREDIENT(S)
STRENGTH(S)

CROMOLYN SODIUM
4%

CROMOLYN SODIUM
4%

CROMOLYN SODIUM
10MG/ML

CYCLOBENZAPRINE HYDHUCH‘QRIDE
EMG

CYCLOBENZAPRINE HYDROCHLORIDE
10MG

TRADE NAME
(DCSAGE FORM; ROUTE)

NASALCROM
(SOLUTION; MASAL)

OPTICROM
(SOLUTION; OPHTHALMIC)

INTAL
(SOLUTION; INHALATION)

FLEXERIL
(TABLET; DRAL)

FLEXERIL
(TABLET; ORAL)

Google

Iv-31

APPLICANT NAME

FISONS

FISONS

FISONS

MSED/MERCK

MSED/MERCK

NDA M.
APPROVAL DATE

18-306
03-18-83

18-155
10-03-84

18-596
05-28-82

17-821
08-26-77

17-821
08-26-77

PATENT K0,
EXP. DATE

3686412

08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94

3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94

3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93

3454643
07-08-86
3882246
05-06-92

3454643
07-08-86
3862246
05-06-92

EXCLUSTVITY
EXP. DATE

NDF
09-24-86

NDF

10-03-87

I-22
01-19-88
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TABLE IV, NDA'S APPRUVED FRUM 1-1-82 10 3-31-80 AND NUA'S WiIH APPRUPRIAIE FAIENI AND EXLLUDLVLIY INFUKMAILUN
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT N0.  EXCLUSIVITY

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
50MG (TABLET; QRAL) 01-09-67 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
75MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOMW/DOW CHEM 14-399 3454698
100MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
150MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 NS
10MG (TABLET; ORAL) 02-11-82 07-08-86 09-24-86
3454554
07-08-86
DESMOPRESSIN ACETATE DDAVP ARMOUR PH..*RH 17-922 3497491
0.01% (SOLUTION; NASAL) 02-21-78 02-24-87
DESMOPRESSIN ACETATE DDAVP ARMOUR PHARM 18-938 3497491 NOF
0.004MG/ML (INJECTABLE; INJECTION) 03-30-84 02-24-87 09-24-86
DESONIDE DESOWEN OWEN LABS/DERM PRODS 19-048
0.05% (CREAM; TOPICAL) 12-14-84
DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-586 NDF
0.05% (GEL; TOPICAL) 03-29-82 09-24-86
DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-594 NDF
0.05% (OINTMENT; TOPICAL) 01=17=85 09-24=-8B6

Google ™
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LADLE 4V, MUA') AFFRUVEL TNUM 1-1-0¢ 1Y 3-31-02 ANU MUA") WLIN AFNUFKLIAIC FAIEND ANU EALLUDLVLIT JRFUNTIALLUN

ACTIVE INGREDIENT(S) TRADE_NAME APPLICANT NAME NDA KO. PATENT MO.  EXCLUSTVITY
STRENGTH(S) E FORM; ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE

DEXTROSE DEXTROSE 60% AM MCGAW/AM HOSP 17-995 3729568
60GM/T00ML (INJECTABLE; INJECTION) 09-22-82 04-24-90
DEXTROSE DEXTROSE 70% IN PLASTIC ABBOTT LABORATORIES 18-561
FOGM/ 100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION) .
DEXTROSE DEXTROSE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
40GM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
S0GM/100ML CONTAINER 03-23-82
{INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
20GM/100ML CONTAINER 03-23-82
{INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABDRATORIES 18-923
38.5GM/100ML CONTAINER 09-19-84
{INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
SOMG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; BOMG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE: DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; BOMG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 160MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

IV-35

Google
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ACTIVE_TNGREDIENT(S)
STRENGTH(S)

DEXTROSE; HEPARIN SODIUM
S5GM/100ML; 5,000 UNITS/100ML

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

DEXTROSE; HEPARIN S0DIUM
5GM/100ML; 10,000 UNITS/100ML

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

DEXTROSE; HEPARIN SODIUM
SGM/T100ML; 10,000 UNITS/100ML

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

DEXTROSE; LIDDCAINE HYDROCHLORIDE
SGM/100ML; BOOMG/100ML

HEPARIN SODIUM
25000 UNITS
IN DEXTROSE 8X

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%

(INJECTABLE; INJECTION)

HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%

(INJECTABLE; INJECTION)

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Google

1v-37

APPLICANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

19-134
03-29-85

18-9M1
01-30-85

19-339
03-27-85

18-911
01-30-85

19-339
03-27-85

18-388
11-05-82

18-461
0z-22-82

09-24-86

NS
09-24-86
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S INGREDIENT(S)
STRENGTH S

DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML: 75SMG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML: 220MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE

SGM/100ML; 20SMG/100ML; 100MG/100ML;
120MG/100ML; 220MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

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

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

SGM/100ML; 300MG/100ML; 450MG/100ML
TRADE NAME APPLICANT NAME

YDOSAGE FORM; ROUTE)

DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.075%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AM MCGAW/AM HOSP

DEXTROSE 5% AND AM MCGAN/AM HOSP
POTASSIUM CHLORIDE 0.15%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAN/AM HOSP
POTASSIUM CHLORIDE 0.22%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.3%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AM MCGAW/AM HOSP

DEXTROSE 5% AND ELECTROLYTE TRAVENOL LABS

NO 75 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS

0.45% AND POTASSIUM CHLORIDE
I0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS

0.45% AND POTASSIUM CHLORIDE
ISMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%. SODIUM CHLORIDE
0.45% AND POT ASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
TRAVENOL LABS

PAD¢DDaebg¢ NO.

EXP. DATE

NDA NO.

APPR VAL DATE

EXCLUSIVITY

EXP. DATE

18744

11-09-82

18-744

11-09-82
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W

A TIVE IN REDIENT §

STRENGTHIS)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

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

SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

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

SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

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

SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

SGM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE; THEOPHYLLINE

SGM/100ML; 40MG/100ML

TRADE NAME

DAGE F RM UTE

b

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE.

TOMEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE.

ISMEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE,

20MEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

10MEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE

20MEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TRAVENOL LABS

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

30MEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

40MEO IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ABBOTT LABORATORIES

DO

APPROVAL DATE

EXCLUSIVITY
EXP. DATE
V41
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IADLLIV.

NUA'D HFENUYEU THUN PIAUAY TU A-*J'OU MMU 4€UH J WLIH HTTNUFRAHIE D*PY1D+D Y1 DD YDz D-AD-D04I'D-11 NED NP DPINENID;.
ACTIVE INGREDIENT S

DEXTROSE; THEOPHYLLINE

SGMI00ML; 400MG/100ML
- THEOPHYLLINE
‘SGMI00ML: SOMG/100ML

DEXTROSE; THEOPHYLLINE
15GMI00ML 160MG/100ML.
'DEXTROSE; THEOPHYLLINE
‘SGMI00ML; 200MG/100ML
'DEXTROSE; THEOPHYLLINE
‘SGMI00ML: 400MG/100ML
DIATRIZOATE

MEGLUMINE

%
'DIATRIZOATE MEGLUMINE;
'DIATRIZOATE SODIUM

TRADE NAME
DOSAGE FORM ROUTE
THEOPHYLLINE 04%
AND DEXTROSE 5%
INPLASTICCONTAINER
(INJECTABLE; INJECTION)
‘THEOPHYLLINE AND DEXTROSE 5%
IN PLASTICCONTAINER
(INJECTABLE; INJECTION)
‘THEOPHYLLINE ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
‘THEOPHYLLINE AND DEXTROSE 5%
IN PLASTICCONTAINER
(INJECTABLE; INJECTION)
‘THEOPHYLLINE AND DEXTROSE 5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
‘THEOPHYLLINE AND DEXTROSE 5%
IN PLASTICCONTAINER
(INJECTABLE; INJECTION)
RENO-M-DIP
(INJECTABLE; INJECTION)

NOGRAFIN-
(INJECTABLE; INJECTION)
RENOGRAFIN76
(INJECTABLE; INJECTION)

UM

VAL
(TABLET; ORAL)
APPLIDDaD¢ DabDab:
AMMCGANAMHOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS

AAL
TRAVENOL LABS

ERSOUIBB ANO SONS
ER SOUIBB AND SONS.
ER SOUIBB AND SONS
'HOFFMANN-LA ROCHE

11-15.6
PADED+DeD¢ NO, EXCLUSIVITY
EXP. DATE EXP. DATE

17,1668
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T 3-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DIFLUNISAL
500MG

DIGOXIN
0.2MG

DIGOXIN
0.05MG

DIGOXIN
0.1MG

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;
5.33MG/0. SML

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.7ML; 5000 UNITS/0.7ML;
7.46MG/0. 7ML

DILTIAZEM HYDROCHLORIDE
30MG

DILTIAZEM HYDROCHLORIDE
60MG

DINOPROST TROMETHAMINE
EQ 5MG BASE/ML

DINOPROSTONE
20MG

TRADE NAME
£ FORM; ROUTE

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

EMBOLEX
(INJECTABLE; INJECTION)

CARDIZEM
(TABLET; ORAL)

CARDIZEM
(TABLET; ORAL)

PROSTIN F2 ALPHA
(INJECTABLE; INJECTION)

PROSTIN E2
(SUPPOSITORY; VAGINAL)

» Google

IV-45

APPLICANT NAME

MS&D/MERCK

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES
MARION LABORATORIES

UPJOHN

UPJOHN

H0A KO, PATENT MO,  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-445 3714226 NCE
04-19-82 08-01-89 04-19-92

3674870

07-04-89
18-118 NDF
07-26-82 09-24-86
18-118 NDF
07-26-82 09-24-86
18-118 NDF
07-26-82 09-24-86
18-885 4451458 NC
11-30-84 05-29-01 11=-30-87
18-885 4451458 NC
11-30-84 05-29-01 11-30-87
18-602 3562257 NCE
11-05-82 02-09-88 11-05-92
18-602 3562257 NCE
11-05-82 02-09-88 11-05-92
17-434 3706789
11-26-73 12-19-89

1778506

12-11-90
17-810 3899587
08-23-77 08-12-92

3598858

08-10-88
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TABLE IV, NDA'

ACTIVE INGREDIENT(S)
TREN

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLORIDE
EQ 150MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE/ML

ECONAZOLE NITRATE
1%

ENFLURANE
99.9%

APPROVED FROM 1-1-

-31-85 AND NDA'S WITH APPROPRIATE PATENT AN 1|
TRADE NAME APPLICANT NAME NDA_ND.
(DOSAGE FORN; ROUTE) APPROVAL DATE
SINEQUAN PFIZER LABS/PFIZER 16-798
(CAPSULE; ORAL) 03-31-75
SINEQUAN PFIZER LABS/PFIZER 16-798
(CAPSULE; DRAL) 03-31-75
SINEQUAN PFIZER LABS/PFIZER 16-798
(CAPSULE; ORAL) 06-04-76
SINEQUAN PFIZER LABS/PFIZER 16-798
(CAPSULE; ORAL) 03-15-78
ADAPIN PENNWALT PHARM 16-987
(CAPSULE; ORAL) 01-31-72
ADAPIN PENNWALT PHARM 16-987
(CAPSULE; ORAL) 01-31-72
ADAPIN PENNWALT PHARM 16-987
(CAPSULE; ORAL) 01-31-72
ADAPIN PENNWALT PHARM 16-987
(CAPSULE; ORAL) 12-12-77
ADAPIN PENNWALT PHARM 16-987
{CAPSULE; ORAL) 04-15-80
SINEQUAN PFIZER LABS/PFIZER 17-516
(CONCENTRATE; ORAL) 03-11-74
SPECTAZOLE ORTHO PHARMACEUTICAL 18-751
(CREAM; TOPICAL) 12-23-82
ETHRANE ANAQUEST/BOC 17-087
(LIQUID; INHALATION) 08-28-72

Google

Iv-47

RAAT

PATENT NO.
EXP. DAT

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

3420851
01-07-886

3420851
01-07-86

3420851
01-07-86

3717655
02-20-90
3639574

10-01-91

3469011
09-23-86
3527813
09-08-87

EXCLUSIVITY

EXP, DATE
NCE
12-23-92
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ACTIVE INGREDIENT(S)
STRENGTH(3)

ETIDRONATE DISODIUM
200MG

ETIDRONATE DISODIUM
400MG

ETOMIDATE
2ZMG/ML

ETOPOSIDE
20MG/ML

FENFLURAMINE HYDROCHLORIDE
60MG

FENOPROFEN CALCIUM
EQ 300MG.BASE

FENOPROFEN CALCIUM
EQ 200MG BASE

FENOPROFEN CALCIUM
EQ 600MG BASE

DIDRONEL
(TABLET; ORAL)

DIDRONEL
(TABLET; ORAL)

AMIDATE
(INJECTABLE; INJECTION)

VEPESID
(INJECTABLE; INJECTION)

PONDIMIN
(TABLET, CONTROLLED
RELEASE; ORAL)

NALFON
{CAPSULE; ORAL)
NALFON 200
{CAPSULE; ORAL)

NALFON
(TABLET; ORAL)

Google

NORWICH ERTON/P&G

NORWICH EATON/P&G

ABBOTT LABORATORIES

BRISTOL LABS/B-M

AH ROBINS

DISTA PRODS/LILLY

DISTA PRODS/LILLY

DISTA PRODS/LILLY

17-831
09-01-77

17-831
07-06-84

18-227
09-07-82

18-768
11-10-83

16-618
07-27-82
17-604
03-16-76

17-604
10-15-80

17-710
03-16-76

PATENT NO.
£XP, DATE

4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89

4254114
03-03-98
4216211
08-05-97
4137309
01-30-%96
3683080
08-08-89

1524844
08-18-87

3600437
08-17-82

3600437
08-17-88

3600437
08-17-88

EXCLUSTVITY
P, DATE

NS
09-24-86

NCE
09-07-92
NCE
11-10-93

NDF
09-24-86
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ACTIVE_INGREDIENT(S)
STRENGTHIS)

FUROSEMIDE
20MG

FUROSEMIDE
20MG

FUROSEMIDE
a0MG

FURDSEMIDE
20MG

FUROSEMIDE

FUROSEMIDE
BOMG

FURDSEMIDE

FURQOSEMIDE

FURQSEMIDE
BOMG

FUROSEMIDE

TOMG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
80MG

FUROSEMIDE
TOMG/ML

TABLE IV. NOA'

APPROVED FROM 1-1-82 TO 3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

TRADE ¥
(DOSAGE_ FORN; ROUTE)

FURQSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FURDSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL}

FUROSEMIDE
(TABLET; ORAL)

FURDSEMIDE
(TABLET: ORAL)

FURQSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE: INJECTION)

Google

IV-53

APPLICANT NAME

SUPERPHARM

ZENITH LABORATORIES
ZENITH LABORATORIES
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE=DAVIS/W=L
LYPHOMED

CORD LABORATORIES

NATCON

ADA NO.
PPROVAL DATE

18-370
06-26-84

18-413
11-30-83

18-413
11-30-83

18-415
07-27-82

18-415
07-27-82

18-415
11-26-84

18-419
01-31-83

18-419
01-31-83

18-419
11-13-84

18-420
02-26-82

18-507
07-30-82
18-569
08-14-84

18-579
11-30-83

PATENT M.
EXP. DATE

EXCLUSTVITY
EXP. DATE
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ACTIVE INGREDIENT(S)
STRENGTH(S)

GLIPIZIDE
5MG

GLIPIZIDE
10MG

GLYBURIDE
1.25M6

GLYBURIDE
2.5MG

GLYBURIDE
5MG

GLYBURIDE
1.25MG

TABLE V. NOA'S APPROVED FROM 1-1-82 TQ 3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TRADE MK

(ODSAGE FORN; ROUTE)
GLUCOTROL

(TABLET; ORAL)

GLUCOTROL
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

DIABETA
(TABLET; ORAL)

Google

IV-55

APPLICANT NAME

ROERIG/PFIZER
ROERIG/PFIZER

UPJOHN

UPJOHN

UPJOHN

HOECHST-ROUSSEL

NDA NO.
APPROVAL DATE

17-783
05-08-84

17-783
05-08-84

17-498
05-01-84

17-498
05-01~-84

17-498
05-01-84

17-532
05-01-84

PATENT 0.
EXP, DATE

3669966
04-21-92

3669966
04-21-92

3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92

34726067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92

3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92

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

NCE
05-08-94

NCE
05-08-94

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94
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ACTIVE DNGREDIENT(S)

STRENGTH(S)
GUANABENZ ACETATE
EQ 8MG BASE

GUANADREL SULFATE
10MG

GUANADREL SULFATE
25MG

HALAZEPAM
20MG

HALAZEPAM
40MG

HALOPERIDOL
MG

HALOPERIDOL
HG

HALOPERIDOL
2MG

HALOPERIDOL _
5MG

HALOPERTDOL
10MG

HALOPERIDOL
20ME

HALOPERIDOL LACTATE
EQ 2MG BASE/ML

HALOPERIDOL LACTATE
EQ 5MG BASE/ML

TABLE Iv. NDA'S AP

FROM 1-1-82

DOSAGE FORM:
WYTENSIN
(TABLET; DRAL)
HYLOREL

(TABLET; ORAL)
HYLOREL
(TABLET; ORAL)
PAXIPAM
(TABLET: ORAL)

PAXIPAM
(TABLET; ORAL)

HALDOL
{TABLET; ORAL)

HALDOL
{TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
{TABLET: ORAL)

HALDOL
{TABLET; ORAL)

HALDOL

(TABLET: ORAL)
HALDOL
(CONCENTRATE; ORAL)

HALDOL
(INJECTABLE; INJECTION)

Google

Iv-57

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND

APPLICANT NAME

WYETH LABS/AMHD
UPJOHN

UPJOHN

SCHERING

SCHERING

MCNEIL PHARM
MCNEIL PHARM
MCNEIL PHARM
MCNEIL PHARM
MCNEIL PHARM
MCNEIL PHARM
MCNEIL LABORATORIES

MCNEIL LABORATORIES

NDA HO.
APPROVAL DAT!

18-587
09-07-82

18-104
12-29-82

18-104
12-29-82
17-736
09-24-31

17-736
09-24-81

15-921
04-12-67

15-921
04-12-67

15-921
04-12-67

15-921
04-16-74

15-921
04-16-74

15-921
02-02-82

15-922
04-12-67

15-923
05-18-7

LUSTVITY INFORMATION

PAT
EXP. DATE

3658993
04-25-89

3547951
12-15-87

3547951
12-15-87
3429874
02-25-86

3429874
02-25-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

EXCLUSIVITY
XP. DAT

NCE
09-07-92
NCE
12-29-92

NCE
12-29-92

NS
09-24-86

NS
09-24-86
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TABLE IV, NDA'S APPROVED FROM I-T-BZ TO 3-37-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

SIRENGTH S

HEPARIN SODIUM: SODIUM CHLORIDE,
200 UNITS/100ML; S00MG/100ML.
'HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML; %00MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE,
200 UNITS/100ML; 900MG/100ML.
'HEPARIN SODIUM: SODIUM CHLORIDE
500 UNITS/I00ML; S00MG/100ML.
'HEPARIN SODIUM: SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
1,000 UNITS/I00ML; 900MG/100ML

'HEPARIN SODIUM: SODIUM CHLORIDE
10,000 UNITS'100ML; 900MG/100ML
‘TRADE NAME

)YDOSAGE FORM: RO

HEPARIN SODIUM 1000 UNITS

AND SODIUM CHLORIDE 0.9%
INPLASTIC CONTAINER

(INJECTABLE; INJECTION)
'HEPARIN SODIUM 12,500 UNITS.
INSODIUM CHLORIDE 09%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)
HEPARIN SODIUM
25000 UNITS

IN SODIUM CHLORIDE 0.9%

(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
AMMCGANAM HOSP
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
AMMCGANAM HOSP

ABBOTT LABORATORIES
AMMCGANAM HOSP
ABBOTT LABORATORIES
NDANO.

APPROVAL DATE

18609

042882

01-31-84
PATENT NO, EXCLUSIVITY
EXP. DATE EXP. DATE
1V-59
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TABLE IV, NDA'S APP

ACTIVE INGREDIENT(S)
STRENGTH(S)

HYOROCORTISONE ACETATE
10%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE BUTYRATE

.

HYDROCORTISONE VALERATE
0.2%

HYDROMORPHONE HYDROCHLORIDE
10MG/ML

HYDROXYUREA
500MG

IBUPROFEN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN
400MG

IBUPROFEN
600MG

INDAPAMIDE
2.5MG

INDOMETHACIN
50MG

INDOMETHACIN
75MG

D FROM 1-1- 3-31-

TRADE NAME
£ FORM; ROUTE

CORTIFOAM
(AEROSOL; RECTAL)

LOCOID
(CREAM; TOPICAL)

LOCOID
(OINTHENT; TOPICAL)

WESTCORT
(OINTMENT; TOPICAL)

DILAUDID-HP
(INJECTABLE; INJECTION)

HYDREA
(CAPSULE; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

RUFEN
(TABLET: ORAL)

LOZOL
(TABLET: ORAL)

INDOCIN
(SUPPOSITORY; RECTAL)

INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)

Google

AND NDA'

Iv-61

WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

REEDECARNRICK PHARMS
OWEN LABS/DERM PRODS
OWEN LABS/DERM PRODS
WESTWOOD PHARMS
KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL
MS&D RES LABS/MERCK

MS&D/MERCK

KA NO.
APPROVAL DATE

17-351
02-10-82

18-795
01-07-83

19-106
07-03-84

18=726
08-08-83

19-034
01-11=-84

16-295
12-07-67

17-463
05-19-74

17-463
09-19-74

17-463
03-09-79
18-197
05-19-81

18-197
03-05-84

18-538
07-06-83

17-814
08-13-84

18-185
02-23-82

PATENT NO.
EXP. DATE

3968249
07-06-93

3385886
05-28-85

3385886
05-28-85

3385886
05-28-85

3385386
05-28-85

3385886
05-28-85

3665911
02-23-88

EXCLUSTVITY
EXP. DATE

NDF
09-24-86

NP
09-24-86

NP
09-24-86

NDF
09-24-86

NCE
01-11-94

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86

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

NODF
09-24-86

NDF
09-24-86
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H6SD . . GEH0A T DDIDDNDNED, Jmvm TTOL 1CA0I'UU DDYAD, mun I usllvlnlL. IHILHI DD, LACLUNIVLI IHIUNHHIIUH
ACTIVEINGREDIENHS)

NGTH s
IODAMIDE MEGLUMINE

6%
I0DDHIPPURATE SODIUM,
1123

IMCUML
IODOXAMATE MEGLUMINE
99%

I0DOXAMATE MEGLUMINE
403%

ISOTRETINOIN
ISOTRETINOIN
M@

Ma
KETOCONAZOLE
200MG
TRADE NAME
'DOSAGE FORM ROUTE
(INJECTABLE; INJECTION)
NEPHROFLOW
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
RANE

O
(GAS; INHALATION)
ACCUTANE
(CAPSULE: ORAL)
ACCUTANE

(CAPSULE; ORAL)
T

\CCUTANE
(CAPSULE: ORAL)

1281
PATENT NO, EXCLUSIVITY
D

16
09248
NCE
122859
3654272
oH04G€°89
3654272
040489
353545
012493
3535388
012493
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VE INGREDIENT
STRENGTH()

LACTULOSE
T0GM/ 15ML

LEUCOVORIN CALCIUM
EQ 5MG BASE

LEUCOVORIN CALCIUM
EQ 25MG BASE

LITHIUM CARBONATE
450MG

LITHIUM CARBONATE
300MG

LOPERAMIDE HYDROCHLORIDE
2MG

LOPERAMIDE HYDROCHLORIDE
MG/ EML

LOXAPINE HYDROCHLORIDE
EQ 50MG BASE/ML

LOXAPINE HYDROCHLORIDE
EQ 25MG BASE/ML

TRADE NAME
(DOSAGE FORM; ROUTE)

CEPHULAC
(SYRUP; ORAL)

WELLCOVORIN
(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)
ESKALITH CR
(TABLET, CONTROLLED
RELEASE; ORAL)

LITHIUM CARBONATE
(TABLET: ORAL)

IMODIUM
(CAPSULE; ORAL)
IMODIUM
(SOLUTION; ORAL)

LOXITANE
(INJECTABLE: INJECTION)

LOXITANE
(CONCENTRATE; ORAL)

Google

APPLICANT N

MERRELL DOW/DOW CHEM

BURROUGHS WELLCOME
BURROUGHS WELLCOME

SK&F LABORATORIES

ROXANE LABORATORIES
JANSSEN PHARMA
JANSSEN PHARMA
LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

IV-65

17-657
03-25-76

18-342
07-08-83

18-342
07-08-83

18-182
03-29-82
18-558
01-29-82

17-694
12-28-76

19-037
07-31-84

18-039
10-26-79

17-658
05-04-76

3461204
08-12-86
3867524
02-18-92
3860706
01-14-92
3860707
01-14-92
3562188
02-09-88
3558774
01-26-88

3714159
01-30-90

3714159
01-30-90

3546226
12-08-87

3546226
12-08-87
4049809
09-20-94

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

I-30
09-24-86
NDF
09-24-86
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ACTIVE INGREDIENT(S)
STRENGTH(S)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE: SODIUM CHLORIDE: SODIUM
GLUCONATE
30MG/100ML; 37MG/T00ML; 370MG/100ML;
530MG/100ML; 500MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SOOIUM CHLORIDE;
SODIUM GLUCONATE
30MG/T00ML: 37MG/100ML; 368MG/100ML:
526MG/100ML; 502MG/100ML

MAGNESIUM SULFATE: POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6,25MG/100ML;
BOOMG/100ML; 8.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

MAPROTILINE HYDROCHLORIDE
50MG

MAPROTILINE HYDROCHLORIDE
75MG

MAZINDOL
MG

MAZINDOL

2MG

MAZINDOL
2MG

MAZINDOL
MG

FORM: ROUTE

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTTION; IRRIGATION)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUDIOMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET: ORAL)

SANOREX
(TABLET; ORAL)

SANOREX
(TABLET; ORAL}
MAZANOR
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

Google

Iv-67

AM HCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

WYETH LABS/AMHO

WYETH LABS/AMHO

NOA M0.
APPROVAL DATE

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

17-543
09-30-82

17-247
06-13-73

17=-247
06-14-73

17-980
08-28-80

17-980
02-02-82

PATENT A,
EXP. DATE

3399201
08-27-85

3399201
08-27-85

3399201
08-27-85

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

EXCLUSTVITY
EXP. DATE

NC
09-24-86

NC
09-24-86

NCE
08-02-92

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

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/ 100ML
METRONIDAZOLE

500MG

METRONIDAZOLE
250MG
METRONIDAZOLE
HYDROCHLORIDE

£Q SOOMG BASE/VIAL

MICONAZOLE
T0MG/ML

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

TRADE NAME

DOSAGE FORM: ROUTE
METRONIDAZOLE
(INJECTABLE; INJECTION)
FLAGYL I.V.

RTU
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZ0LE
(TABLET; ORAL)

FLAGYL I.V.
(INJECTABLE; INJECTION)

MONISTAT
(INJECTABLE; INJECTION)

MONISTAT 7
(CREAM; VAGINAL)

MONISTAT-DERM
(CREAM; TOPICAL)

MONISTAT-DERM
(LOTION: TOPICAL)

CO gle

LABLE LV, NUA'S APPNUVEU tXUM [-(-82 1Y §-31-8d ANU NUA'D WilH APPKUPKIAIE PAIENT ANU EXLLUSIVLIY LNFUKMAILUN

APPLICANT NAME

ELKINS-SINN/AHROBINS
SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL
LNK INTERNATIONAL

SEARLE PHARMS

JANSSEN PHARMA

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

NDA MO, PATENT NO.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-907
03-30-84
18-353 -1
US-Z?-EI 12-20-87
18-657 I-1n
12-24-81 12-20-87
18-930
08-18-83
19-029
04-10-84
18-353 I-11
11-28-80 12-20-87
18-040 3717655 I-27
10-04-78 02-20-90 09-24-86
3839574
10-01-91
17-450 3717655
01-30-74 02-20-90
3839574
10-01-91
17-494 3717655
01-30-74 02-20-90
3839574
10-01-91
17-739 3717655
12-16-75 02-20-90
1839574
10-01-91



NS omso
ona vz
alTie vz

S e—
o e sovso6)

by



86-A;2-10

A;929868

86-12-60 64-01-21 (1V80 51318VI)

1202868 b90-SI SNOS GNV 881005 83 Dz8VDSDZD
86'[24€710

A1929868

86-12-60 64-01-21 (1V80 51318V1)

1202868 190-81 SNOS GNV 881005 83 Dz8VDSDzS
86-A2-10

A1929868

86-12-60 64-01-21 (1V80 51318V1)

1202868 b90a€"81 SNOS GNV 881005 83 Dz8VDS03
86-A;2-10

4929868

86-12-60 64-01-21 (1V80 51318V1)

1202868 b903€”81 SNOS GNV 881005 83 Dz8VDSDzS
86-A;2-10

A;929868

86-12-60 64-01-21 (1V80 f1318VI)

1202868 890-81 SNOS DZNV 881005 83 D78VD8D7S
86-A2-10

4929868

86-12-60 64-01-21 (1V80 5.L3'I8VI)

1202868 890-81 SNOS DZNV 881005 83 DZ8VDSDZS
86-A;2-10

4925868

86-12-60 64-01-21 (1V80 51318V1)

1202868 890-Gl SNOS DzNV 881005 83 Dz8V98DzS
86-A2-10

4929868

86-12-60 64-01-21 (1D£80 51318D£1)

1202868 S90-Bl SNOS GNV 881005 83 G8VS803
31V0 'dX3 3IV0 'dX3 31V0 TV006dd0 31DYD20 -NODzD— 3DVSbzDz
DI1101S0TODY3 4€PzDee LN3110 ' N P£0Dee 3NVDee LNV ITddV 31D£De D—D7D£01
PYD€E! (UL TID¢ [1D¢DD¢!1a€™\'1 PHIL] I'\[\_Il B§ IUTA€ce I\ 11U LI'T'U P UA+I ByD"UB'DY_10_!" B! B§PY_1_| [II BDSPPBY | IU f UHa€ce 46 PD¢ D§P§PYD)|
9NO091

DP§PzD§DzDZVN

9N021

3D3DZDZVN

9NOS

1D71D7D7VN

INO#

101DzDZVN

9N091

101D7D7DEN

9NO021

P¢P3PZDZVN

9NO8

101DZDZVN

SNO#

lolouvN

S P10D3015

S 1Dee310D—0DDeel 3D1LODE

84-Al



98-¥Z-60
SN

68-02-11
10N
98-vZ-60
N

98-vZ-60
SN

98=#Z=60
SN

IR
ALIAISITIN

26-60-60
28906
26-60-60
LOELOOY
26-60-60
L6L600+
£6-L2-Z1
996866¢

56-80-20
65950LY

88-62-90
9EO6SE

BB8-62-90
9E006SE

88-6Z2-90
9E006SE

88-62-90
9£0065%

S8-91-L0
(418424

alv0 "dx
“ON INaLvd

9L-1L-t0
18§-L1

+8-0Z-11
2E6-81
e-91-21
$EL-81

ZB-v1-90
9£9-91

£L-L1-%0
0EP-L1L

+9-90-20
viz-#1

¥9-90-€0
vlz-#l

£9-L2-21
bLe-vl

Z8=LZ=50
tZ0-8L

6L-51-50
vz0-81

V0 WAGRddY
"ON YON

Hd X3LNAS

ANOJNQ/SKEYHA LNOdND

TYILS/SAYT dOUHLNIM
LNOdNQ/SHEVH LNOdNG
THILS/SEY] SONHLNIM
IHILS/SAYT JOIHMLNIM
THILS/SEVT JONHLNIM
TH3LS/SEVT dOAHLNIM
LNOdNO/SHAYHA LNOdNa

LNOdNO/SWYYHA LNO4NO

JHVN INVOLTddY

(Iv¥0 ‘1379vL)
NASONdVN

(30 i137avL)
NvX3dL

(v¥0 ‘i378vL)
XN NIMIVL

(NOILJ3CNI {31GYLIICNI)
NVIRVN

(V40 NOISN3IJSNS)
HYN99IN

(a0 i378vL)
HYHDDIN

(Wy0 :L378vL)
WYHO23IN

(v¥0 :13718v1)
WYA9IIN

(NOILDJ3CNI :379W.LDACNI)
NIVENN

(NOILDICNI *378VLIACNI)
NIVENN

(3L a4 35v300T
JhVN J0v4L

OHSZ L
NIXOHdVN

OHOS
30I40THOOHOAH INOXIVLIVN

35VE 9HOS 03 'DHS‘0
30TN0THI0NOAH
INIIOZVINId °3GIHOTHIONOAH INOXOTVN

TH/DHL
30I¥0THIONO0AH 3INOXOTVN

THG/DHO052
QIJV JIXIOITYN

WIL
QIJV JIXIOITVN

IW00S
QIOV JIXIOITVN

OW0S2
0QIJ¥ JIXIOITVN

TH/OH02
30I¥0THI0NGAH 3INIH4NETYN

TH/OHO L
30I¥0THIONOAH 3NIHANETYN

(STHIONRLS
TSTIVITOIRENT JRILN

NOTLVRIONT ALTATS i'qz ?Ewﬂ‘ﬂglﬁﬁm HITN SN ONV $8-18-€ OL 26-[-1 WOBT ARGV TS.vaN AT 3181



IABLE LV,

ACTIVE INGREDIENT(S)
STRENGTH(S)

NAPROXEN
250MG

NAPROXEN
375MG

NAPROXEN
500MG

NAPROXEN SODIUM
275MG

NICLOSAMIDE
500MG

NICOTINE RESIN COMPLEX
EQ 2MG BASE

NUA'

APPRUVED t

TRADE NAME
(DOSAGE FORM: ROUTE)
NAPROSYN

(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

ANAPROX
(TABLET; ORAL)

NICLOCIDE
(TABLET, CHEWABLE: ORAL)

NICORETTE
{GUM, CHEWING; ORAL)

Google

1-1-8¢ 1Y §-41-02 ANU NUA'D WiID AFTRYCK

IV-75

APPLICANT NAME

SYNTEX PR

SYNTEX PR

SYNTEX PR

SYNTEX PR

MILES PHARMS/MILES

MERRELL DOW/DOW CHEM

ADA NO.
APPROVAL DATE

17-581
03-11-76

17-581
07-18-80

17-581
04-15-82

18-164
09-04-80

18-662
05-14-82

18-612
01-13-84

IC_ FAICNI _AMU EAGLUJLYLI] INTYRMALLUR

PATENT NO.
EXP. DATE

3598966
12-21-93
4009197
09-09-92
4001301
09-09-92
3504682
09-09-92

3998966
12-21-93

3904682
09-09-92

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

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

EXCLUSTVITY
EXP. DATE

NS
09-24-86

NCE
05-14-92

NCE
01-13-94
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TABLE IV, NDA'S APPROVED FROM 1-1-82

ACTIVE INGREDIENT(S)
STRENGTH(S)

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/SML

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/5ML

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 75MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 50MG BASE

OXAMNIQUINE
250MG

OXPRENOLOL HYDROCHLORIDE
20M6

OXPRENOLOL HYDROCHLORIDE
40MG

OXPRENOLOL HYDROCHLORIDE
BOMG

OXPRENOLOL HYDROCHLORIDE
160MG

TRADE NAME

£ FORM:
AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(SOLUTION; ORAL)

PAMELOR
(SOLUTION; ORAL)
PAMELOR
(CAPSULE; ORAL)
PAMELOR
(CAPSULE; ORAL)
PAMELOR
(CAPSULE; DRAL)
PAMELOR
(CAPSULE; ORAL)
VANSIL

(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE: ORAL)

Google

3-31-85 AND NDA'

Tt

Iv-77

WITH APPROPRIATE PATENT AND EXLLUSEVLIT JARUNTIALL

APPLICANT NAME

ELT LILLY

ELI LILLY

SANDOZ PHARMS/SANDOZ
SANDDZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDQZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

NDA MO.
APPROVAL DATE

14-684
11-06-64

14-685
11-06-64

18-012
08-01-77

18-013
08-01-77

18-013
08-01=77

18-013
06-14-79

18-013
06-14-79

18-069
07-23-80

18-166
12-28-83

18-166
12-28-83

18-166
12-28-83

18-166
12-28-83

PATENT MO,
EXP, DATE

3922305
11-25-92

3922305
11-256-92

3922305
11-25-92

3922305
11-25-92

3922305
11-25=-92

3522305
11-25-92

3922305
11-25-92

3903283
09-02-92
3821228
06-28-91
3925391
12-09-92

3483221
12-09-86

3aaiz21
12-09-86
3483221
12-09-86

3483221
12-09-86

EXCLUSIVITY
EXP. DATE

NCE
12-28-93

NCE
12-28-93

NCE
12-28-93

NCE
12-28-93
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ACTIVE INGREDIENT(S)
STRENGTH(S)

PIMOZIDE
MG
PINDOLOL
5MG
PINDOLOL
10MG
PINDOLOL

15MG

PIROXICAM
10MG

PIROXICAM
20MG

TABLE 1v. NOA'

APPROVED FROM 1-1-82 TO 3-31-85 AND NDA'

TRADE NAME
(DOSAGE FORM: ROUTE)
ORAP

(TABLET: ORAL)
VISKEN
{TABLET; ORAL)

VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

FELDENE
(CAPSULE; ORAL)

FELDENE
(CAPSULE; ORAL)

Google

v-79

P AT

APPLICANT NAME

MCNEIL PHARM

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

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

NOA NO.
APPROVAL DATE

17-473
07-31-84

18-285
09-03-82

18-285
09-03-82

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

FORMATI

ATENT NO
EXP, DATE

=

3471515
10-07-86

3471515
10-07-86

3471515
10-07-86

3591584
07-06-88
3674876
07-04-89
3862319

12-10-91

EXCLUSTVITY
EXP. DATE

NCE
07-31-94
NCE
09-03-92
NCE
09-03-92

NCE
09-03-92

NCE
04-06-92

NCE
04-06-92
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TABLE IV.

NDA'S APPROVED FROM 1-1-82 TO 3-31-85 DDaeDY NDA'S NITH APPROPRIATE PATENT DPeeDY EXCLUSIVITY INFORMATION
ATIVE IN REDIENT §

STRENGTH

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;

SODIUM BICARBONAT E;

SODIUM CHLORIDE;

SODIUM SULFATE

360GM/PACKET:
4.47GM/PACKET;
10.08GM/PACKET;

8.76GM/PACKET;

34.08GDa/D DCDSED¢

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; IMG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; SMG

POTASSIUM ACETATE

2MEO/

POTASSIUM CHLORIDE

10MEO

TRADE NAME

DAEFRNR H

COLYTE

(POWDER FOR

RECONSTITUTION; ORAL)

MINIZIDI
(CAPSULE; ORAL)
MINIZIDE
(CAPSULE; ORAL)
MINIZIDE

(CAPSULE; ORAL)
POTASSIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
KLOTRIX

(TABLET, CONTROLLED

EDLAN PREPARATIONS

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

ABBOTT LABORATORIES

MEAD JOHNSON/B-M

DaDYD NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-983

10-26-84

17986 3511836

06-13-80 05-12-87

3663706

17-986 3511836
06-13-80 05-12-87
3663706

05-16-89

4130647

121995

17986 3511836
06-13-80 05-12-87
3663706

05-16-89

4130647

12-1995

18-896 NDF
07-20-84 09-24-86
17-850 4140756
05-22-80 02-20-96
1V-81
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TABLE IV, NDA'S APPROVED F!

VE INGREDIENT
STRENGTH(S)

PRALIDOXIME CHLORIDE
300MG/ML

PRAZEPAM
20MG

PRAZIQUANTEL
600MG

PRAZOSIN HYDROCHLORIDE
5MG

PRA20SIN HYDROCHLORIDE
™G

PRAZOSIN HYDROCHLORIDE
2HG

PROBUCOL
250MG

1-1-82

TRADE NAME
£ FORM:

3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

113

PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; DRAL)

BILTRICIDE
(TABLET; ORAL)

MINIPRESS
(CAPSULE; ORAL)

MINIPRESS
(CAPSULE; ORAL)

MINIPRESS
(CAPSULE; ORAL)

LORELCD
(TABLET; ORAL)

Google

Iv-83

APPLICANT N

SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

MERRELL DOW/DOW CHEM

ADA X0.
APPROVAL DATE

18-986
12-13-82

18-144
05-10-82

18-714
12-29-82

17-442
06-23-76

17-442
06-23-76

17-442
06-23-76

17-535
02-01-77

PATENT M.
EXP. DATE

4001411
01-04-94

3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95

3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95

3511836

12-19-95

3576883
04-27-88
3862332
01-21-92

EXCLUSTVITY
EXP. DATE

NDF
09-24-86

NS
09-24-86

NCE
12-29-92
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TABLE IV. NDA'

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

RITODRINE HYDROCHLORIDE
10MG

RITODRINE HYDROCHLORIDE
10MG/ML

RITODRINE HYDROCHLORIDE
T5MG/ML

SAFFLOWER OIL; SOYBEAN OIL

10%; 10%

SAFFLOWER OIL; SOYBEAN OIL
i 5%

SARALASIN ACETATE
EQ 0.6MG BASE/ML

SCOPOLAMINE
1.5MG

APPROVED FROM 1-1-82

TRADE NAME
DOSAGE FORM: ROUTE

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

ZANTAC
{TABLET; ORAL)

ZANTAC
(INJECTABLE; INJECTION)

YUTOPAR
(TABLET; ORAL)

YUTOPAR
(INJECTABLE; INJECTION)

YUTOPAR
(INJECTABLE; INJECTION)

LIPOSYN II 20%
(INJECTABLE; INJECTION)

LIPOSYN II 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM-SCOP
(FILM, CONTROLLED
RELEASE; PERCUTANEOUS)

Google

3-31-85 AND NOA'

IV-85

WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

ABBOTT LABORATORIES
HOECHST-ROUSSEL

ROERIG/PFIZER

GLAXO

GLAXO

ASTRA PHARM PRODS
ASTRA PHARM PRODS
ASTRA PHARM PRODS
ABBOTT LABORATORIES
ABBOTT LABORATORIES

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

NDA M.
APPROVAL DATE

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

18=-555
12-12-80

18-580
12-12-30

18-580
09-27-84

18-991
08-27-84

18-997
08-27-84

18-009
05-29-81

17-874
12-31-79

PATENT K0,
EXP, DATE

3746697
07-17-90

3746697
07-17-90

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

4128658
12-05-95

4128658
12-05-95

3410944
11-1Z-85

3410944
11-12-85

3410944
11-12-85

3932624
01-13-93
3886134
05-27-92

4031894
06-28-94
4262003
04-14-98

EXCLUSTVITY
EXP. DATE

NCE
06-09-93

NCE
06-09-93

NP
09-24-86

NP
09-24-86



1
286201

0881

2862-01
2861-20

Lé#-81

8840-50

868-81

16-10-01 94-12-40
9IR688S AGO-4L

84981

06-42-60 84-92-11

0691945 185-A;1
I

9B6-AY
3IVG3VA 601

(NOII330NI S338VI330NI1
SINILINO3 311SV38

NI %S 30180193 HO1005
(NOII330NT 1310VI330NI)
SINIVIOOS 311SV3S
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(1V31dO1 SNV383)
08§
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3N30IA31S
(1V31dO1 SNOIIONOOINVHS)
u
3106-NN03 331 00
31113GIN
ARHO0IN99
301801D3 HOI005
IN0DINOS
301S01H3 HO1005
3HO03HY2
301501D3 HOI00S
HOHG
301801D3 HOI00S
3HOHG
301801D3 HOI005
0019N091
301801D3 HOI005
HO3H
SO0SOAHNV 463111331 HO1005
31A9HO000
301313NIS
%l
3NI211013105 83A315
INIZIT0I3105 834315
3013105 HOIN3135
113NI61

SINIG36011 301131
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TABLE IV. NDA'S APPROVED FROM T-T-82 T0 3-31-85 AND NDA'S NITH APPROPRIATE PATENT ANDAEXCLUSIVITY INFORMATION
ACTIVE INGREOIENTTS) TRAOE NAME APPLICANT NAME NDA NO PATENT N0 EXCLUSIVITV
1]

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% IN ABBOTT LABORATORIES 19-217
9MG/ML PLASTIC CONTAINER 07-13-84

(INJECTABLE; INJECTION)

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218
9MG/ML IN PLASTIC CONTAINER 07-13-84

(INJECTABLE; INJECTION)

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671

100 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671

200 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671

400 UCI (CAPSULE; ORAL) 05-27-82

SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS
SMEG/ML PLASTIC CONTAINER 09-05-84 09-24-86

(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIOE ELKINS-SINN/AHROBINS 18-581
SOMG/VIAL (INJECTABLE; INJECTION) 07-28-82

SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86

142MG/ML; 276MG/ML (INJECTABLE; INJECTION)

SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS

2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86

SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512

SGM/100ML CONTAINER 05-27-82

(SOLUTION; IRRIGATION)

SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465

10% (INJECTABLE; INJECTION) 06-29-83

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660

10% (INJECTABLE; INJECTION) 02-26-82

1D£-87
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‘TABLE IV NDA'S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S MITH APPROPRIATE PATENT DP@D ¥ EXCLUSIVITY INFIRMATION
ACTIVE INGREDIENT S
STRENGTH S

SULFAMETHOXAZOLE: TRIVETHOPRIM
400MG: SOMG.

SULFAMETHOXAZOLE; TRIMETHOPRIM
S00MG; I

SULFAMETHOXAZOLE; TRIVETHOPRIM
200MG/SML: 40MGS!
SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/SML: 40MGSML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MGISML
SULFAMETHOXAZOLE; TRIVETHOPRIM
200MG/SML: 40MGSML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 8OMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
S00MG; 160MG

SULFAMETHOXAZOLE: TRIVETHOPRIM
400MG; BIMG

(SUSPENSION; ORAL)
SMZ-TMP

(SUSPENSION; ORAL)
SVR-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM

(TABLET: ORAL)

AZULFIDINE

(TABLET, ENTERIC COATED
0

ORAL)
APPLICANT NAME
DRUMMERPHDENI

DD YD NO, PATENT NO.
APPROVAL DATE EXP. DATE
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[P&DD"D* IV.NDA'S. OMT-T-82TO ¥ NDA'SNITH
ACTIVE INGREDIENT S

STRENGTH(S)

TECHNETIUM,

/A
TERBUTALINE
02MGINH
TERBUTALINE
02MGINH
TERBUTALINE
IMGIML
TERBUTALINE
25MG
TERBUTALINE
TERBUTALINE
25MG
TERBUTALINE
SMG

TGI€"99M, SUCCIMERKIT
SULFATE

(DOSAGE FORM; ROUTE)
MPI DMSA KIDNEY REAGENT
(INJECTABLE;

RE

INIECTION)
(AEROSOL; INHALATION)
BRIC

(AEROSOL; INHALATION)
BRICANYL

(INJECTABLE;

BRICANYL

INIECTION)

(TABLET; ORAL)
BRICANYL

(TABLET; ORAL)

GEIGY/(IBA-GEIGY
GEIGY/CIBA-GEIGY

Db YD NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.
17944 4208395 NP

05-15-82 06-17-97 09-24-86

233285

11-11:97

18762 3937838 NDF

08-17-84 02-10-93 09-24-86

4011258

03-08-
18000 3937838
03-19-85 02-10-93

8-
17466 3937838
03-25-74 02-10-93

03-08-94
17618 3937838
042275 02-10-93

17-618 3937838
042275 02-1093
4011258

53-08-
17-849 3937838
05-17-76 02-10-93

17849 3937838
05-17-76 02-10-93

PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV, NOA'S APPROVED FROM 1-1-82 T0 3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EX

ACTIVE INGREDIENT(S)
STRENGTH(S}

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
500MG

TOLAZ0LINE HYDROCHLORIDE
25MG/ML

TOLMETIN SODIUM
EQ 200MG BASE

TOLMETIN SODIUM
EQ 400MG BASE

TRAZDDONE HYDROCHLORIDE
50MG

TRAZ0DONE HYDROCHLORIDE
100MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETINOIN
0.05%

TRETINOIN

0.01%
TRETINOIN
0.

TRADE NAME
£ FORM; ROUTE

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

PRISCOL INE
(INJECTABLE: INJECTION)

TOLECTIN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN-A
(GREAM; TOPICAL)

RETIN-A
{GEL; TODPICAL)

RETIN-A
(GEL; TOPICAL)

Google

Iv-93

PPLICANT N

ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
CIBA/CIBA-GEIGY

MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

DA NO.
APPROVAL DATE

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
12-24-81

18-207
12-24-81

16-921
10-20-71

17-340
01-26-73

17-522
07-19-74
17-955
10-05-78

17-579
04-18-75

IVITY INFORMATION

PATENT NO.
EXP. DATE

3752826
08-14-90

3752826
08-14-30

3381009
04-30-85

3381009
04-30-85

3729568
04-24-90

3729568
04-24-90

3729568
04-24-90

3729568
04-24-90

3729568
04-24-90
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 3-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

VERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

XENON, XE-127
SMCI/VIAL

TRADE NAME
AGE_FORM: ROUTE

ISOPTIN
(TABLET; ORAL)

ISOPTIN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(INJECTABLE; INJECTION)

CALAN
(INJECTABLE; INJECTION)

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

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

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

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

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

XENON XE 127
(GAS; INHALATION)

Google

Iv-95

APPLICANT NAME

KNOLL PHARMACEUTICAL
KNOLL PHARMACEUTICAL
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
SEARLE PHARMS
SEARLE PHARMS

TRAVENQOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP

MALLINCKRODT

NDA NO.
APPROVAL DATE

18-593
03-08-82

18-593
03-08-82

18-817
09-10-84

18-817
09-10-84

18-925
03-30-34

19-038
03-30-84

18-595
01-17-83

18-632
06-30-82

18-801
10-27-82

18-802
10-27-82

19-077
03-02-84

18-536
10-01-82

PATENT X0.
EXP. DATE

EXCLUSTVITY
EXP, DATE

NR
09-24-86

NR
09-24-86

NR
09-24-86

NR
09-24-86

NCE
10-01-92
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