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

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluationms,

» 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 "Tist." The cumulative
supplements routinely provide updates to two of these 1ists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectively without the current cumulative

supplement. Users may wish to place an asterisk (*) in the List to the Teft
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 w:namnm:n¢n 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 n1°um1 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 >_aop > to the Teft of the Tine on which new
information exists. The , app » Symbol is dropped in subsequent cumulative
supplements for that item.
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Products Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)

dexamethasone sodium phosphate,

fluocinolone acetonide,

flurandrenolide,

hydrocortisone, or

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 release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP 17,1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole

sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22,1984 (49 FR 10708)

C. APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. where only partial

approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES

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

D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."
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CATEGORIES coumtgp
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS

DRUG PRooucTs LISTEo

SINGLE souRcE.

MUuLT|souRcE(1

THERAPEUTICALLY EoulvALENT

DYiDYN, THERAPEUTICALLY EouivALENT
EXcEPTioNs<21

NEN MOLECULAR ENTITIES APPROVED

NUMBER OF APPLICANTS

B

DRUG PRODUCTS ADDED:

NEWLY APPROVED

DESI EFFECTIVE

REMARKETED

DRUG PRODUCTS REMOVED:

‘WITHDRAWN APPROVAL

RXTOOTC SWITCH

DISCONTINUED MARKETING

NET GAIN IN DRUG PRODUCTS

SINGLE SOURCE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS APPROVED
NEW MOLECULAR ENTITIES APPROVED:

AS THE ENTITY

AS A SALT, ESTER OR DERIVATIVE

OF THE ENTITY

() THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (Le..
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE
JULY ‘84 (BASELINE)

745

2005

(27.05)

5410 (72.9P¥%)

4393 (59.21)

999 (13.41)

18 8 0.31)
ACTIVITY FOR SUPPLEMENT NUMBER §
FEB

o

1AS OF THE LIST)

OCT '84 JAN'85

7609 7746

2045 (26.91) 2077 (26.8%)

1032 (3.5) 038 (13.41)
26 (0.3 23 (0.3%)
49

300 304
MAR '85 APR '85 CUMULATIVE
536360
5363 |59






APPROVED PRESCRIPTION DRUS PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 8 ~/ AUGUST '84 - APRIL '85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMYNOPHEN; WYDROCODONE BITARTRATE (PAGE 3-2)
CAPSULE; ORAL CAPSULE; ORAL
SECTRAL CET. DONE
IVES LABS/AMHG EQ 200M6 BASEN N 18917 AA CENTRAL FHARMS SO0MG s SHEX N 88898
EQ 400MG BASER N 18917
TABLET; ORAL
HYDROCODONE BITARTRATE M/ ACETAMINOPHEW
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1) AA BARR LADORATORIES  500MG;5HGH N 88577

TABLET; ORAL

BUTALBITAL AND ACETAMINOFHEN (PASE 3-2)
DANBURY PHARMACAL 325M6; 50M6n N 87550
CAPSULE; ORAL
TYLOX
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3=1) MCNEIL PHARM 500MG ; 5MGH N 88790
TYLOX-325
CAPSULE; ORAL MCNEIL PHARM 325MG;5MGN N 88246
L A F
AB DM GRAHAM LABS 325M6; 50MG ; 40MGH N 88758 TABLET; ORAL
48 325MG;550HG j 40MER N 88765 Jedokcet/
>,ADD > 4B 325163 20HG  GOMHEn N 89067 BXYEET
AA HALSEY DRUG 325M6; 5MGx N 87463
AB GILBERT LABORATORIES 325MG;S50HG;40MGH N 88825
TABLET; ORAL ACETIC ACID, GLACTAL (PAGE 3-3)
ESGIC
AB GILBERT LABORATORIES 325HG;50MG;40MGH N 87629 SOLUTION/DROPS; OTIC
TORTC ACETI¢ ACTD
AB SANDOZ PHARMS/SANDOZ 325MG;50MG ;40MEN N 88616 AT THAMES PHARMACAL m N 886338
REPAN
AB DM GRAHAM LABS 32546 ; S0MG ;40MEn N 87804
ACETIC ACID, GILACIAL: HYDROCORTISONE (PAGE 3-3)
i (PAGE 3-1) SOLUTION/DROPS; OTIG
HYDROGORTISOHE AND ACETIO ACYD
TABLET; ORAL AT THAMES PHARMACAL 24314m N 838759
CETANTNOFH) ND _CODETH|
AR ZENITH LABORATORIES 300MG;60MG N 87083
] 2 ACYCLOVIR (PASE 3-4)
AR LEMMON 300HG; 15MEx N 88627
] OPHE CODEINE #3 CAPSULE; ORAL
AR LEHMON 300MG; 30MER N 88628 ZOVIRAX
ACETAMINOPHEM W/ CODETHE %G BURROUGHS MELLCOME  200MGM N 18828
LEMHON 00MG; N 88629
A [ e AtrideHE "H/} 'édﬁﬂﬂi'?ﬁ%ﬁ%ﬁ?g: ¥
§ ; INEI8Y ALBUTEROL SULFATE (PAGE 3-5)
>_ADD > SYRUP; ORAL
>_ADD > PROVENTIL
>_ADD > SCHERING EQ 2MG BASE/5MLm N 18062

Google
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DRUG PRODUCT LIST / CUMULATIVE SUPPLENENT NUMBER & / AUGUST '84 - APRIL '&5 3

>_ADD > AMMONIUM LACTATE (PABE 3=12) ASPIRTN; METHOCARBAMOL (PAGE 3-17)
>_ADD >  LOTION; TOPICAL TABLET; ORAL
>_ADD > AMMONIUM LACTATE JuETHAd A AWdn’ "ol "Addtiil/
>_ADD > BRISTOL-MEYERS EQ 12% ACIDX N 19155 HETHOCARBAMOL AND ASPIRIN
AMOXICILLIN; POTASSIUM CLAVULAMATE (PAGE 3-13) BENZOYL PEROXIDE; ERYTHROMVCIN (PAGE 3-21)
POWDER FOR RECOMSTITUTION; ORAL GEL; TOPICAL
AUGMENTIN '125* BENZAMYCIN
BEECHAM LABS/BEECHAM 125MG/SML; DERMIK/RORER 57;3%m N 50557
EQ 31.25M6 ACID/SHLE N 50575
AUGMENTIN '250*
BEECHAM LABS/BEECHAM 250MG/5ML;EQ 62.5MG ACID/SMLM N 50575 JibiZhidAd e dEcerdiiNg/ (PAGE 3-21)
TABLET; ORAL j'l‘,(ﬁ ' BRALS
AUGMENTIN '250° %-ﬂ .
BEECHAM LABS/BEECHAN 250MG;EQ 125M6 ACIDN N 50564 JEA RogiRs/ J50ngsd 12858/ 14881/
AUBMENTIN '500°
BEECHAM LABS/BEECHAM 500MG;EQ 125MG ACIDX N 50564
BENZTROPINE MESYLATE (PAGE 3-21)
AMPHETAMIME SULFATE (PAGE 3-13) TABLET; ORAL
BEMZTROPINE MESYLATE
TABLET; ORAL >_ADD > BP  PAR PHARMACEUTICAL  0.5MGM N 88877
AMPHETAMINE SULFATE >_ADD > BP MG N 88894
LANNETT ShiGs M 83901 >_ADD > BP 2HEw N 88895
10MGR N 83901
BETAMETHASONE DIPROPIONATE (PAGE 3-22)
AMPICILLIN SODIUN (PABE 3-14)
OINTMENT; TOPICAL
INJECTABLE; INJECTION ALPHATREX
AMPICILLIN SODIUM AB SAVAGE LABS/BYK-GLDN EQ 0,057 BASEM N 15143
>_ADD > AR ELI LILLY EQ 500MG BASE/VTALN N 62565 BEVAMETHASONE DIPROPTIONATE
>_ADD > AP EQ 16M BASE/VIALW N 62565 AB E FOUGERA/BYK-GLDN [EQ 0.05% BASEM N 19141
AB PHARMADERM/BYK-GLDN EQ_0.05Z BASEM N 19140
DIPROLENE
ASPIRIN: BUTALBITAL: CAFFEINE (PABE 3-16) BX  SCHERING EQ 0.05Z BASEM N 18741
DIPROSONE
CAPSULE; ORAL 28 SCHERING EQ 0,057 BASEm N 17691
BUTALBITAL M/ ASPIRIN AND CAFFEINE
CHELSEA LABORATORIES 325MG;50M6;%0MER N 86231
BETAMETHASONE YALERATE (PAGE 3-22)
TABLET; ORAL
BUTALBITAL COMPOUND CREAM; TOPICAL
AB ZENITH LABORATORIES 325MG;50MG;40MER N 85441 .
148) “TERVRSE sASS IR 1IN/ 602 4 A4
AB SAVAGE LABS/BYK-GLON EQ_0.17 BASE N 18862
i i YDROCHLORIDE (PAGE 3-16) VALHAC
AB NHC LABORATORIES £9 0.1 BASEN N 70050
CAPSULE; ORAL
PROFDXYPHENE COMPOUND s OINTMENT; TOPICAL
AA LEMMON N 89025 VALHAG
AA ZENITH LABORATORIES ,389 :mc 65nsu N 83077 AB HHC LABORATORIES £Q_0.1% BASEN N 70051
PROPOXYPHENE MCL W/ ASPIR FEINE
A4 CHELSEA LARCRRTORIES DS g e N 85732
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT HUMBER '! / AususT

CHLORPROPAMIDE (PAGE 3-42)
TABLET; ORAL
EHLORPROPAMIDE
BARR LABORATORIES

AB 100HGx
a8 250MGx
2B CHELSEA LABORATORIES 100HGN
AB COLMED LABORATORIES 100HGX
AR 250HGEx
AB CORD LABORATORIES 100MGX
AB 250M6x
AB DANBURY PHARMACAL 100HGH
AB 250HGx
AB DURAMED PHARMS 100tiGn
AB 250H6x
AB LEMMON 100HGx
>_ADD > AB SIDMAK LABORATORIES 100MGX
>_ADD > AB 250H6n
AB SUPERPHARH - 100H68
AB 250HEw
AD ZENITH LABORATORIES 100HGM
A8 LEWMWON 2s0mEn
m (PAGE 3-43)
TNJECTABLE; INJECTION
CHYMODIACTIMN
SHITH LABORATORIES 4,000 UNITSAVIALM
CISPLATIN (PAGE 3=44)
TNJECTABLE; INJECTION
ﬁ%ﬁiﬁﬁf. TABS/B- /18
1588/ NIAY
PLATINOL-AQ
BRISTOL LABS/B-M 0.5MG/ML
CLOMIPHENE CITRATE (PAGE 3-45)
TABLET; ORAL
/#! %?&'Hiﬁm BEA/EON CHEN/ 50R8/
MERRELL DOW/DOW CHEM S0ME
AMIPHEHE CTTRATI
nw [5818/
AB PLANTEX/IKAPHARM 50M6

Google

N 88812
N 88813
N 86865
N 84708
N 88709
N 88725
N 88726
N 88852
N 88826
N 88918
N 88919
N 88768
N 88921
N 88922
N 88694
N 88695
N 88840

N &8691

N 18663

g

N 18057

INI8131f
N 16131

lﬂ. 18381/

H 18361

>_ADD >

'84 - APRIL ‘es 7

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS-1
BOEHRINGER INGELHEIM 2.5MGH
CATAPRES-TTS-2
BOEHRINGER INGELHEIM 5M6N
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5HGx

CLOTRIMAZOLE (PAGE 3-45)
TABLET; VAGIMAL

HYGELEN-G
MILES PHARMS/MILES 500Mex

H 18891
N 18891
H 18291

ODEINE PHOSPHATE; PHENYLEPHRIN

HYDROCH LORIDE - { PAGE 3-46)

SYRUP; ORAL
1

10Me/BHL ;EME/BHL ;6 . 25ME/BHL

A WYETH LABSZAMNO N 08306

PROMETH VC W/ CODETNE
Ap NATL PHARM MFG/BARRE 10MG/BHL;SMG/SML;6.25H5/5HLM N 88764
AA BAY LABORATORIES 10MG/BHL, ;BHE/BHL ;& . 2SHE/BHLE N 88856
CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL )

FHEHERGAH W/ CODEIHE
AA HYETH LABS/AHHO LO0HG/5HL 36 . 25HG/SHL N 08306

PROMETH W/ CODEINE
AA NATL PHARM HFG/BARRE LOMG/SML36.25MG/SHLM N 88763

C . Tl
BAY LABORATORIES L0MG/EHL 36 2EME/EHLN N 88875

SYRUP; ORAL

ACTIFED N7 CODETHE
AA BURROUGHS WELLCOME  1OMG/SML;30MG/BML ;1. 25MG/BHL N 12575

CDIHI
BAY LABORATORIES
JRIACIN-C

LOMG/BML; JOME/5HL uﬂﬂiﬂpt II 88833

AR NATL PHARM MFG/BARRE m;m-msmmm N 66?06
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 8 / AUGUST '84 = APRIL '85 9

DEXAMETHASONE SODIUM PHOSPHATE; MEOMYCIN SULFATE (PAGE 3-56)
SOLUTION/DROPS; OPHTHALMIC

HEODECADRCH
AT HS4D/MERCK EQ 0.1 PHOSPHATE;
EQ_3.EME BASE/ML N 50322
MEOMYCTIN SULFATE-DEXAMETHASOKE SODIUM PHOSPHATE
AT PHARMAFAIR EG_0.1% PHOSPHATE;
EQ 3.5HE BASE/MLR N 62539
Joéxdddnsdntddriie "HACEATe ] ‘P de driddrtdre ‘SUCEATE/ (PAGE 3-56)
/148 'EJ‘:‘.'aﬂ kL.
{BESBRIROL/ .
[SeRgpAng/ F2rgissris/ INiE384/
EXTROME THOR) ROBROMIDE; PROMETHAZN
(PAGE 3-57)
SYRUP; URAL
AN
AA WYETH LABS/AHHO 15HG/EHL ;6 . 25ME/EHL N 11265
ROMETH_B/ D REHA >_ADD >
NATL PHARM MFG/BARRE 15MG/EML;é.25MG/EHLM M 88762 >_DLT >
PRONETHAZINE DH >_ADD >
AA BAY LABORATORIES 1EHG/EHL ;6 . 25ME/EMLH N 88854
>_anD >
>_ADD >
DEXTROSE (PAGE 3-57)
IMJECTABLE; INJECTION
DEXTROSE 307 IN PLASTIC CONTAINER
AP ABBOTT LABDRATORIES 30GM/100MLM N 19345
AP TRAVENOL LABS 306M7100HL N 17521
DEXTROSE 38.5% IN PLASTIC CONTAINER
ABBOTT LABORATORIES 38.5GM/100MLE N 18923
e s02 STIC CONTATHER
AP ABBOTT LABORATORIES 60GM/100HLM N 19346
; HEPAR (PAGE 3<58)
IMJECTABLE; IMJECTION
HEPARIN SODIUM 10,000 UNITS YN DENTROSE 5
AR ABBOTT LABORATORIES 5GM/100ML;10,0 T x N 18911
EPARIN SOD. 00 UNLTS IN DEKTRRSE 5Z IN PLASTIC
CONTATNER
AR ABBOTT LABORATORIES 5GM/100ML;10,000 UNITS/100MLE N 19339
PARIN SOD o TS AKD DEATROSE 57 IN PLASTIC
CONTATHER
AP AN MCGAK/AM HOSP EGM/100ML;200 UNITS/100MLM N 19130
HEPARIN SODIUM 12,500 UNITS IN DEXTROSE 57
ABBOTT LABORATORIES sswmom..s,uuu uuxrszuonu N 18911
HEPARTH SODTUM 12,500 UNTTS ROSE
CONTATNER
AP 19339

ASBOTT LABCRATGRIES ~5GMA100WL; g A N

DEXTROSE; HEPARIN SODIUM (PAGE 3-58)

INJECTABLE; INJECTION

EPARTH SODIUM 2000 UNITS AND DEXTROSE 5#
COHTATHER

AH MCGAW/AM HOSP  EEM/100ML:200 UNTTS/100MLE
HEPARTH SODTIUM 25,000 UNITS IH DEXTROSE 57

ABBOTT LABORATORIES 5GM/100ML310,000 UNITS/100MLM N 18911
HEPARIH SODTUM 25,000 UNITS IN DEXTROSE 52 IN BLASTIC
COWTATHER

ABBOTT LABORATORIES _M.Lwl N 19339

N 19339

S IH DEHT 0SE B IH PLASTIC

PL;
Ap N 19130
AP

AP
AP
R =00/
CONTAIHER
AM HCGAW/AM HOSP 5EM/100ML;5,000 UNITS/100HLE N 19134
HEPARIN SODIUM 5000 UNITS AND DEXTROSE 5% IN PLASTIC
CONTAINER
AM MCGAW/AM HOSP

AP
EGM/100ML; 1,000 UNITS/100MLM N 19130

DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 3-58)

INJECTABLE; INJECTION
DEXTROS
ABBOTT [ABORATORIES 7 6u35¥
/ﬂl—ﬂﬂﬂmﬁ HEL W, BEXTR
XYLOCAINE W/ DEXTROSE
ASTRA PHARM PRODS
W/ _GLUCOS]
ASTRA PHARM PRODS

N 83914

7.5431.5% N 16297

AP I.5%35% N 104%6

DEXTROSE; MAGNES: H A
PHOSPHATE, DIBASIC; SO0IUM ACEVAT

OR
(PAGE 3-58)

3 POTASST

INJECTABLE; INJECTION
ISOLYTE P W/ DEXTROSE 5X IN PLASTIC CONTAINER
AM HCEAW/AM HOSP SGM/100ML; 31“5/190"L:3’-30W100ﬂ|‘.i
26MG/100ML; 320ME/100HLe

DEXTROSE: OXYTOCIN (PAGE 3-59)
INJECTABLE; INJECTION
BEIN 10

] 0SE 52

Ap ABBOTT LABORATORIES BGM/100ML;1 USP UNIT/LO00MLM M 19185

AR GM/100HL; P_UN 00N N 19185
OXYTOCIN 20 USP UNITS IH DEXTROSE 5%

AP ABBOTT LABORATORIES SCM/100ML;2 USP UNITS/100MLM N 19185
OXYTOCIN 5 USP UNLITS IN DEXTROSE 5%

AR ABBOTT LABORATORIES 5GiH/100ML;1 USP UNIT/100MLX N 19185
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 8 / AUSUST '84 - APRIL '85

HYDROERGOTAMIN i IUM; LIDOCAIN
HYDROCHLORIDE (PAGE 3-66)
INJECTABLE; INJECTION
EMBOLEX
SANDOZ PHARMS/SANDOZ 0.5MG/0.5HL;2,500 UNITS/0.5ML;
5.33MG/0 . 5MLX N 18885
0.5MG/0. THL;5,000 UNITS/0.7ML;
7.46M6/0 . 7HLR N 18885
DISOFYRAMIDE PHOSPHATE (PASE 3-68)
CAPSULE; ORAL
DISOPYRAMIDE PHOSPHATE
AB BIOCRAFT LABS EQ_100MG BASEN N 70101
48 . £Q 150HG BASEm N 70102
AB SEARLE PHARMS EQ_100M6 BASE N 17447
AB E 0 A N L7447
DISULFIRAH (PAGE 3-66)
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL  250MGm N 88792
BX 500MG N 88793
DIVALPROEX SODIUM (PAGE 3-69)
TABLET, ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125M6 BASEM N 18723
DOPAMINE HYDROCHLORIDE (PAGE 3-69)
' IMJECTABLE; IMJECTION
: DOPAMINE HCL
AP LYPHOMED 40ME/MLE N 70058
AR : SoMG/MLR N 70059
DOXYCYCLINE HYCLATE (PAGE 3-70)
CAPSULE; ORAL
POXY-LEMMEN
AB LEMMON EQ_50ME BASER N 62497
) CLINE WYCLATE °
AB PAR PHARMACEUTICAL ~[EQ 50MG BASEW N 62434
AB SUPERPHARH EQ 50HG BASEM N 6246%
AB EQ 100MG BASEW N 62469
AB NEST-HARD EQ 50HG BASEM N 62396
AB ZENITH LABORATORIES EQ 50MG BA N 62500
AB EQ_100M6 E:A?E“;O 8]@ 62500

DOXYCYCLINE HYCLATE (PASE 3-70)

AB

AB
4B

TABLET; ORAL
DOXY-LEMHON
LEMMON E9 100M6 BASEW
DOXYCYCL
SUPERPHARM EQ_100HG BASEX
ZENITH LABORATORIES EQ 100MG BASEX

DOXYLAMINE SUCCINAVE (PAGE 3-70)

AA
AA

TABLET; ORAL
DECAPRYN
HERRELL DOM/DOM CHEM 25HG
DOXYLANMIHE SUCCINATE
QUANTUH PHARMICS 25HEx

11

N 62581

N 62404
N 62505

N 06412
N 88603

HEPHRIN| 1/ TE; LIDOCAINE (PAGE 3-72)

INJECTABLE; INJECTION
LIGHOSPAN FORTE

DEFROCO EQ 0.02HG BASE/ML;2Mm

LIGHOSPAN STANDARD

DEPROCD . EQ 0.01M6 BASE/MLj2"M

ERGOCALCIFERDL (PAGE 3-72)

AR
AR

CAPSULE; ORAL

C TR0, LA etene/ 168 648 "t/

HImﬂW-ﬂREWSTRL 50,000 XU

ERYTHROMYCIN (PAGE 3=73)

AT

OINTHENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS 2im

SOLUTION: TOPICAL
SANSAC
OWEN LABS/DERH FRODS 24m

SHAB; TOPICAL
ERYCETTE
ORTHO PHARMACEUTICAL 2

ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)

AB
A

SUSPENSION; ORAL
ERY OMYCIN ETHY|
PHARMAF AIR £9_200MG BASE/SHLm

Z5 40CHME BASE/SMLHE

N 86390

N g3444/
N 03444
N 50584
N 62522
N 50554

N 62559
N 62558
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8/ AUGUST %4 - APRIL 45
INECTABEAS IECTION
A/E SOLOPAK L ABORATORIES sone L
s
FRosehor
An Con0 L avoraTomEs poupDuN
A PARKE-ONRL DD
h
T suATE ot 5460
bty TORCAL
SN
UGER BT GLON £ 1vG BASE GN:
£ AR L W A
LR OrinL

i
Ry —
AR or o
ol

e

AAEATR ARG
o

Shacnonios et o0
A R

e

R

AE TYPHONFO o0 DTS

A SOTOPAX UABORATONIES Aj UNIASALE

A ORI ”

K Boia,

A ENSR o e aronsinis
T

ASIA LS TAT S

JIEPARIN s00IAL So01 L ORIOE (PAGE 243

HEPARIN SOBIUM 1000 UNITS N SO01UH CHLORIOE 092

S 15 :
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER D'41 AUGUST 4 A AFRIL %5
SDROFLUMETNIAZIDE; RESERPIE (PAGE 3-108)

ARLET Ot

HVDRONYZINE I DROCHLORIOE (FAGE 5-105)

NYDROXYZINE DS
9 PUREPAC KALIPHARIA 10MG!

50 Do
£ Do D
YDROXYZINE PAMOATE (RAGE 3100
CARULE ORAL
T ENioN 50 25 et
TRUPROFEN (mAGE 31001
55H001S pARMACEUTICAL s00va
59 NEDL D, Dl D,

AR TR0 a0
TABLET. ORAL

AR ERAL ARK R AR RS
553k LaoraTomes tovor
)

INOONETHACIN (PAGE 5.100)

S5TAR FIARMACEUTICAL 20

INDONE THACIN (PAGE 5.108)

SOBOMPPURATE SODIAE IS (FAGE 3-10%
IRECTABLE ECTION

IOPANGIC ACID (PAGE 31091
TELE RO

HINARASR AR ST S YA
ISOTHARINE MESYLATE (PAGE 3-110)
RO WAALATION

DR, DR
IOETHARINE MESVLATE

SOV SULEATE (1A 315
IECTARLE: INECTION

EMRISTOL LABsB.M EQ 750G BASE ML
ety

A EaTon mase s

LABETALOL IVDROCHL ORIOE (PAGE 3.115)
IOECTARLE I CION

i ATAAC
NRAC AYASAe
Nz
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '64 - APRIL '85

MEPIVACATNE HYDROCHLORIDE (PAGE 3-123)
IMJECTABLE; INJECTION
CARBOCATHE
AP BREON LABS/STERLING 2Y
A
AP CARTER-GLOGAU LABS 1K
AE 22m
POLOCATNE
AP ASTRA PHARH PRODS 3¥m
NDOHEST
AP DEPROCO 3m
MEPEOBAMATE (PAGE 3-123)
TABLET; ORAL
EPROBAMAT!
1y TR J1da

METHICILLIN SODIUM (PASE 3-127)
INJECTABLE; INJECTION
JCECRB

LABSBEECHAN)

/
, /

METHOTREXATE SODTUM (PASE 3-128)

INJECTABLE; INJECTION
HEXATE

BRISTOL LABS/B-M
EXATE:

EQ 250MG BASE/VIALM

HEXATE-AQ
AP BRISTOL CARIB/B-M/PR EQ 25MG BASE/Mim

HETHYGLOTHIAZIDE (PAGE 3-32%)
TABLET; ORAL

AZXDE
AB CHELSEA LABORATORIES 2.5HGH
AB lulcid
AB COLMED LABORATORIES SHGR
METHYLDOPA (PAGE 3=130)
TABLET; ORAL
METHYLDOFA
>_ADD > AB MYLAN PHARMS 250MGH
>_ABD > AB EBOHEH

» Google

M 12250

N 88769
N 88770

N 88653
N 883187

N 86358
N 88760

N 85750
N 88724
N 88745

"N 70075

N 70076

v
e
=3
t=]

v

AP BRISTOL LABS/B-M

METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)
INJECTABLE; INJECTION
SOLU-MEDROL
UPJOHN EQ 26M BASE/VIALM
HETRONIDAZOLE (PAGE 3-133)
INJECTABLE; INJECTION
HETRONTDAZOLE
AP LYPHOMED 00ME/100M
METRYL IV
AP LEHMON 00MG/100M
TABLET; ORAL
HETRONIDAZOLE
AB HALSEY DRUG 250MGN
AB PAR PHARMACEUTICAL  250MEn
AB 500MEN
AB SIDMAK LABORATORIES 250MGM
AB 500MGH
AB SUPERPHARM 250MGH
AB 500HGM
HETRYL
AB LEMMON 250MEN
AB LEMMON 500HGM
SATRIC
AB SAVAGE LABS/ALTAMA  250MGNM
HICONAZOLE NITRATE (PASE 3-134)
SUPPOSITORY; VAGINAL
HOHISTAT 3

ORTHO PHARMACEUTICAL 200MGH

HORPHIHE SULFATE {PAGE 3-135)

INJECTABLE; INJECTION
DURAMORPH PF
ELKINS-SINN/AHROBINS 0.5MG/MLM
1IMG/MLR

NAFCILLIN SODIUM (PAGE 3-135)

INJECTABLE; INJECTION
HNAFCIL

EQ_106H BASE/VIALK

MALLPEH

AP BEECHAM LABS/BEECHAM EQ _10GH BASE/VIAL

17

N 11856

N 70071
N 70042

N 70021
N 70040
N 70039
N 70027
N 70033
N 70008
N 70009

N 70035
N 70044

N 70029

N 18565
N 18565

N 62527
N 61999
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / AUSUST "84 - APRIL '85 19

LORIDE; PROHETHAZIN R POTASSIUM CHLORIDE (PAGE 3-156)
(PABE 3-153)
INJECTABLE; INJECTION
SYRUP; ORAL ASSIUM CHLORIDE IM PLASTIC AT
PHENERGAN VO AP INVENEX LABS/LIFE = ZHEG/HLM
A WYETH LABS/AMHO SME/SHL56 . 25HG/5HL N 08604 AP ZHER/HLE
PRONETH Ve PLATN
AR NATL PHARM HFG/BARRE SMG/SML36.25MG/SHLN N 88761
PROMETHAZTHE VO PLATH >_ADD > POTASSIUM CLAVULANATE; TICARCILLIN DISODIUM (PAGE 3-158)
AA - BAY LABORATORIES BMG/5ML ;6 . 25MG/SHLE N 83897
>_ADD >  INJECTABLE; INJECTION
>_ADD > TIMENTIM
PHENYTOIN SOOIUM (PAGE 3-153) - >_ADD > BEECHAH LABS/BEECHAM EQ 100MG ACID/VIAL;
- >_ADD_> EQ 3GM BASE/VIALM
INJECTABLE; INJECTION >_ADD > EQ 200MG ACID/VWIAL;
PHENYTOIN S0DIUM >_ADD > EQ 3G6M BASE/VIALN
AP SOLOPAK: LABORATORIES 50MG/MLX N 88519
AP 5O0ME/HLE N 88520
AP EOMG/MLN N 88521 PREDNISOLONE (PAGE 3-159)
TABLET; ORAL
PHENYTOIM SOOTUM, EXTEMDED (PAGE 3-153) PREDNISOLONE
BX  SUPERPHARM 5HGX
CAPSULE; ORAL
DILAHTIM -
AB PARKE-DAVIS/H-L 100M6 N 84349 PREDNTSOLONE ACETATE; SULFACETAMIDE SODIUM (PAGE 3-160)
EXTEMDED PHENYTOYN SODTUN
AB BOLAR PHARMACEUTICAL 100MGX N 88711 OINTMENT; OPHTHALMIC
PREDSULFATR
AT PHARMAFAIR : 0.5%;10%
PBILOCARPINE HYDROCHLORIOE (PAGE 3-154) VASOCIDIN
AT COOPERVISION PHARMS 0.57i107m
GEL; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4% N 18796 PREDNISONE (PAGE 3-161)
' SOLUTION: ORAL
PINDOLOL (PASE 3-154) PREDNISONE
: ROXANE LABORATORIES 5HG/SHLM
TABLET; ORAL PREDNISONE INTENSOL
VISKEN s ROXANE LABORATORIES SHMG/MLM
> DLT > SANDOZ PHARMS/SANDOZ/ 1M/ I '1828s/
TABLET: ORAL
: PREDNISONE
YETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODT BX  SUPERPHARM 5MGK
ATE; CHLORIDE; SODIUH SULFATE (PAGE 3-155) BY 10HGH
BX 20MGK
PONDER FOR RECONSTITUTION; ORAL
COLYTE
EDLAW PREPARATIONS  1206M/PACKET}1.496M/PACKET; PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)
3.36GM/PACKET ; 2.92GM/PACKET ; .
11,366M/PACKETH N 18983 CAPSULE; ORAL
227.16M/PACKET ;2. 826M/PACKET; A
6. 366M/PACKET ;5. 53GM/PACKET; >_ADD > AB ROXANE LABORATORIES 250MGH
21.56M/PACKET ;& N 18983 >_ADD > AB 500MEN

3606M/PACKET i4 .4 76M/PACKET}

10. 01 ACKET ;8,76 ACKET}
4.0 Gﬁ!l’@‘rl 8 e N 18983

N 88901
N 88908

N 50550

N 50590

N 88032
N 88791

H 88703

N 88810

N 88665
N BBB6E
N 88867

N 88989
N 88990
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 8 / AUGUST '84 - APRIL "85 21

RITODRIME HYDROCHLORIDE (PAGE 3-173)
INJECTABLE; IMJECTION
d [+

/
148/ ! Fide i/ 18288/
YUTOPAR
JAR! ASTRA PHARM PROOS 10MG/ML N 18580
15HG/MLX N 18580
T;BLETi ORAL
148/ % Fignef /18280,
YUTOPAR
1B/ ASTRA PHARM PRODS 10HG N 18555
SAFFLOWER OIL; SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION
LIPOSYN II 10%
ABBOTT LABORATORIES 5i;5m N 18997
LIPOSYN II 20%
ABBOTT LABORATORIES 10/;10/% N 18991
SCOPOLAMINE (PAGE 3-174)
F};Eﬁﬂ;gtt{;ﬁq;} RELEASE; PERCUTANEOUS
FREERS rL80ef IWLiEsf
TRANSDERM-SCOP
CIBA/CIBA-GEIGY 1.5H6 N 17876
SODYUM CHLORIDE (PAGE 3-176)
INJECTABLE; INJECTION
CTERTOSTATIC SODIUM CHLORIDE 0.9 IN P CONTA
AP ABBOTT LABORATORIES OMG/ML N 18800
AR INVENEX LABS/LIFE SHE/HLY N 88909
AP SHS/HLE N 88911
SO0 LORINE ok \TH g
148 " 7F AH, HOSF Sddis /10y TI7464f
AP AM HCGAW/AM HOSP 7 N 17466
AP INVENEX LABS/LIFE SMG/MLM N 88912
SODIUM_LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAIMER
ABBOTT LABORATORIES SMEQ/MLEM N 189%7

Google

SODIUM NITROPRUSSIDE (PAGE 3-178)
INJECTABLE: INJECTION

AP LYPHOMED EOME/VIALM

SODTUM POLYSTYRENE SULFONATE (PAGE 3-179)

POWDER; ORAL, RECTAL
KAYEWALATE
AA BREON LABS/STERLING GH,
SO0DIUM POLYSTYREHE SULFONATE
LY BAY LABORATORIES

SUSPENSION; ORAL, RECTAL

UM POL EX

AL BAY LABORATORIES 156M/60MLN

SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYH ITT 104
ap ABBOTT LABORATORIES 107

LIFOSYN III 20%
ap ABBOTT LABORATORIES 20u%

SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION

SuC! LCHOLINE CHLORIDE
/ W
/
SULF DE; SUI H (PAGE 3-181)
TABLETS VAGINAL
SULTRIN
AT ORTHO PHARMACEUTICAL 184MG;143.75H6;172.5H6
AT E FOUGERA/ALTANA 184MG3143, 75165172, 516
AT PHARMADERM/ALTAMA  184ME3153 75MG;172, SHew

SULFACETAMIDE SODIUM (PAGE 3-181)
SOLUTION/DROPS; OPHTHALMIC
SULFAIR 10

N 70031

N 11287

H 88786

N 88717

N 189%9

N 18970

%1

H 05794

N 88463
H 88482
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THEOPHYLLINE (PAGE 3-190)

CAPSULE,; CONTROLLED RELEASE; ORAL
THEOCLEAR L.A.-130

BC CENTRAL PHARMS 130HG
THEOPHYL-SR -

BC MCNEIL PHARM 125mMEn

BC 250M6x
THEOPHYLLINE

BC CENTRAL. PHARMS 125MGH

BC 250G
THEOVENT .

BC SCHERING 125MGn

BC 250MGH

TABLET, CONTROLLED RELEASE; ORAL
JHEOCHRON

BC FOREST LABORATORIES 100MGM
BC 200MGE
P .
BC . FOREST LABORATORIES 100MGHM
BC 200HGH
AB

T . ZO0MGw

JHIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL
AZIHE WO

) BARR LABORATORIES  150MGH

AB 200HG

B CORD LABORATORIES  10OMGH

AB DANBURY PHARMACAL  200MGH

ROXANE LABORATORIES 100HGu

JOBRAMYCIN (PAGE 3-1%4)
SOLUTION/DROPS; OPHTHALMIC
TOBREX :
ALCON LABORATORIES 0.3%n
TOCAINIDE HYDROCHLORIDE (PAGE 3-1%4)
TABLET; ORAL

MSLD/HERCK 400MGH
600MGX

Google

N 86569

N 86480
N 86471

88554
88689

arole
87910

ZZX ZZ

86737
a8a738
88135
a8a72
89048

ZZZZZ

N 62535

N 18257
N 18257

TOLAZAMIDE (PAGE 3-194)
TABLET; ORAL

JOLAZAMIDE
AB ZENITH LABORATORIES 100MGW
AB 250HGw
AB 500MEM
JOLINASE
AB UPJOHN 100M6
AB 250MG
AB 20016

TJOLAZOLINE HYDROCHLORIDE (PAGE 3-194)
INJECTABLE; INJECTION

PRISCOLIME

CIBA/CIBA-GEIBY 25ME/ML

JOLBUTAMIDE (PAGE 3-194)
TABLET; ORAL

IOLBUTAMYRE
4B SUPERPHARM E00MER

TOLMETIN SODTUM (PAGE 3-194)
CAPSULE; ORAL

TOLECTIN DS B
FHERETL. LABORATOATES/ /4, 40008, 'BASES
MCNEIL PHARM EQ 400MG BASE

TABLET; ORAL

TOLECTIN
FPENETL L ABORATOAIES/ /4 "200re "BASE/
MCNETL PHARM EQ 200ME BASE

JRAZODONE HYDROCHLORIDE (PAGE 3-194)

TABLET; ORAL
DESYREL
>_ADD > MEAD JOHNSON./B-M 150MG%

TRIAMCINOLONE ACETONTOE (PAGE 3-195)
CREAM; TOPICAL

ARISTOCORT A
AL LEDERLE LABS/AM CYAN 0.025¥w
AT 0.17m
AT 9.5z0

N 18694
N 188%
N 18894

N 15500
N 15500
N 15500

N 06403

N 88893

/NA8d84f
N 18084

INT3628/

N 17628

N 18207

N 82818
N aaale
N 88820
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e
Rl T -

TUSS-ORNADE SK&F LABORATORIES
BEROGCA © HOFFMANN-LA ROGHE CARAMIPHEN EDISYLATE; CHLORPHEMIRAMINE MALEATE;
ASCORBIC ACID; BIOTIN; DEXPANTHEMOL; NIACIMAMIDE; PYRIDOXINE ISOPROPANIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE

ﬂmmmms. RIBOFLAVIN: TIlI.I:HIﬂE HYDROCHLORIDE
BEROCCA € 500 HOFFHANN-LA ROCHE =

ASCORBIC ACID: BIOTIN; DEXPANTHENOL3 WIACINAMIDE: PYRIDOXINE

HYDROCHLORIDE; RIBOFLAVING :THIAMINE WYDROCHLORIDE . M.V.I. PEDIATRIC USV PHARMACEUTICAL

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;

. ' . ERGOCALCIFEROL; FOLYC ACID; WIACTMAMIDE; PHYTOMADIONE;
DIMETAPP AH ROBINS PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM:

BROWPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE; THIAMINE HYDROCHLORIDE; VITAMIN A; VITAMIN E

PHENYLPROPANOLAMINE HYOPOCHLORIDE

!tmj i%'ﬂﬂwiﬁﬁ'#ﬁﬁﬁl '

ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;
PHEHYLPROPAHOLANINE HYDROCHLORIDE
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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 appTications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.

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

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

2) the application number and approval date for each drug product
approved from January 1, 1982; and

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

The Approved Prescription Drug Products with Therapeutic Equivalence
Evaluations, on, ) and iis monthTy suppTements wilT be used to
satisfy this new requirement.

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

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

Google
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(b—)

(G

(6]

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 years if it
contains a certification that a patent claiming the drug is
invalid or will not be infringed by the product for which
approval is sought.

A new drug application approved after September 24, 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 application.

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

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

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

January 1, 1982, to September 24, 1984, which includes an
active ingredient (including D°D N 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.
b-2



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
mﬂuﬂocmn after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the -APDP. Patent information.-on unapproved applications or on
patents beyond ‘the scope (i.e., process or manufacturing) of the Act will not
be published. .

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

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

However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biolegical
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 vive
bioavailabiTity/bioequivalence study data must be TncTuded with their ANDA
submissions: ’

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissoTution performance is necessary; Amw those which pose an
actual or potential bioequivalence problem but for which an in vive study may
be waived if acceptable dissolution performance is demonstrated (the -1ist of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms. ‘ , '

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

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

D11 products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.

Patent and Exclusivity Information

It was Originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms

submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents

are listed. The patents that FDA regards as covered by the statutory

provisions for submission of patent information are those that claim the

active ingredient or ingredients or the drug product (excluding process if'
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

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

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

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

patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.



Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.

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

FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will DB—bu updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-I'V designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of

codes as explained on pages A-7 and A-8.

FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.

Any revisions to the list will be published in subsequent supplements.

D-D+



DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-1V THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS

NC NEW COMBINATION

NCE NEW CHEMICAL ENTITY

NDF NEW DOSAGE FORM

NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT

NP NEW PRODUCT

NR NEW ROUTE

PP PARENTERAL IN PLASTIC CONTAINER

RTO PRESCRIPTION TO OTC STATUS CHANGE

NS NEW STRENGTH

D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)

I NEW INDICATION (SEE REFERENCE, BELOW)

REFERENCES

NEN DOSING SCHEDULE

11

D° D, D% a€”

ONCE A DAY APPLICATION

ONCE DAILY DOSING

SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAY S/FOURTEEN DAYS DOSING SCHEDULE

TEN DAYS/ELEVEN DAY S DOSING SCHEDULE

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

INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING

I

.

UUUUUUUU

I 1
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TABLE I LIST QF DRU@ PRODUCTS WHICH MUST DEMONSTRATE IN VIVO
BIAVAILABILITY NLY IF PR DT FAIL T A HIEVE ADE ATE DI L TIN
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

CAPSULE OR TABLET; ORAL

|60-65MG; I60AI6SIMA; SOM;
ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL

325MG; 325MG; SOMG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

60-65MG; I60A|65MG; SOUG; 40MG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 325MB; SOMG; 40MG

ACETAM | NOPHEN; BUTALB | TAL
CAPSULE CR TABLET; ORAL

325, SOMB

650; S0M;

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; SOMG; 40MG

630MG; SOHGH€S; 4OMG

AM INOPHYLL INE

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325, SOMG

650; SOMB

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (R TABLET; ORAL

325MG; SOMG: 40MG;

650MG; SOMG; 40MG:

ASPIRIN; CAFFEINE; CARISOPROOOL
TABLET; ORAL

160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPROOOL;
CODEINE PHOSPHATE

TABLET; ORAL

1604€°46; 32m; 200MG; IA“MG
ASPIRIN; CARISOPRGDOL

TABLET; ORAL

325MG; 200MB

ASPIRIN; CARISA*RODOL; CODEINE
PHOSPHATE

325MG; 200MG; |OPYiDp

ASPIRIN; MEPROBAMATE

TABLET; ORAL

325MG; 200MG

ASPIRIN; IVETHOCARBAMOL
TABLET; 0955

325MG; ZOOMG

CHLOROTH 1AZ IDE

TABLET; ORAL

250MG

ESTROGENS, CONJUGATED; NEPRA® AMATE
TABLET; ORAL

0.4MG; ZOOMG

0.4MG; 400MG

HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL
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TABLE I1. (QTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPEQVED_ APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA ND. PATENT N0, EXCLUSIVITY
STRENGTH(S) : ROUTE PROVAL DATE EXP. DATE EXP. DATE
ACETAMINOPHEN NEOPAP WEBCON PHARMS /ALCON 16-401

120MG (SUPPOSITORY; RECTAL) 11-07-68
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756

650MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756

120MG {SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060

120MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINDPHEN ACEPHEN G AND W LABORATORIES 18-060

650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337

650MG (SUPPOSITORY; RECTAL) 04-22-80
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337

120MG (SUPPOSITORY; RECTAL) 09-12-83
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
BOMG: 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO

8MG (TABLET, CONTROLLED 06-10-83 09-24-86

RELEASE: ORAL)
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
12MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)

CHLORHEXIDINE GLUCONATE HIBITANE ICI AMERICAS 18-049

5% (TINCTURE; TOPICAL) 12-18-78
CHLORHEXIDINE GLUCONATE HIBISTAT ICI AMERICAS 18-300

0.5% (SOLUTION: TOPICAL) 05-23-80
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TABLE I, (QTC DRYG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT HO. EXCLUSIVITY
_STRENGTH(S) DOSAGE FORM: ROUTE APPROVAL DATE EXP. DATE EXP, DATE
CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HCL CENTRAL PHARMS 18-809
PHENYLPROPANOL AMINE W/ CHLORPHENIRAMINE 05-07-84
HYDROCHLORIDE MALEATE
BMG; 75MG (CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; TRIAMINIC-12 DORSEY LABS/SANDO2 18-115
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 07-23-81
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG

CHLORPHENIRAMINE MALEATE; COLD CAPSULE IV DM GRAHAM LABS 18-793
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-25-85
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG

CHLORPHENIRAMINE MALEATE: CHLOR-TRIMETON SCHERING 18-397
PSEUDOEPHEDRINE SULFATE {TABLET, CONTROLLED 03-31-81
8MG: 120MG RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-844
PSEUDQEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-20-85
8MG; 120MG MALEATE

(CAPSULE, COMTROLLED
RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-843
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-18-85
12MG; 120MG MALEATE

(CAPSULE, CONTROLLED
RELEASE ;. ORAL)

CHLORPHENIRAMINE MALEATE; CODIMAL-L.A. 12 CENTRAL PHARMS 18-935
PSEUDDEPHEDRINE HYDROCHLORIDE (CAPSULE, CONTROLLED 04-15-85
12MG; 120MG RELEASE; ORAL)

CHLORPHENIRAMINE POLISTIREX; CORSYM PENNWALT PHARM 18-050 NDF
PHENYLPROPANOLAMINE POLISTIREX  (SYRUP; ORAL) 01-04-84

EQ 4MG MALEATE/SML;
EQ 37.5MG HCL/SML
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II-3

09-24-86



SN

onascst Asipviscnn
oseN A wvien)
(NOILDREN ABTEVRENDA

(v s

(v s

i
[
NiTavar

(v s
ey

INTDLD i
et s

(i AssvaTe
VDS

NSO sDINAESOW
SE VDS NoISNsasOs NIOSNT

S o

V08 ViAo
IDTIGAR SNIHDAC NS G
KDDL NS NVIKIIDNINDIND

ovon Aok
SIVIIVN INOVHINHNDIRXD.

J T ——,
o 87D




ACTIVE IN REDIENT 5
STRENGTH S
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK

INSULIN SUSPENSION, ISOPHANE,
[XED BEEF AND PORK.

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED BEEF

100 UNITSML

INSULIN SUSPENSION, ISDPHANE,

PURIFIED PORK.

100 UNITSML

INSULIN SUSPENSION, ISOPHANE.

PURIFIED PORK.

100 UNI

INSULIN SUSPENSIDN, ISDPHANE,

PURIFIED PORK.

100 UNITSML

INSULIN SUSPENSIDN, ISOPHANE,

PURIFIEO PORK; INSULIN,

PURIFIED PORK

100 UNITSML

INSULIN SUSPENSIDN, PROTAMINE

ZING, MIXED BEEF AND PORK

INSULIN SUSPENSION, PROTAMINE
ZING, MIXED BEEF AND PORK;
INSULINI MIXED BEEF AND PORK.
100 UNITSML
INSULIN SUSPENSION, PROTAMINE
ZINCG, PUIIPIEO BEEF
4N DDIDY
N,D;pDDe 0DDebe
(D'DYDD'Dyb* rom: ROUTE)
NPHILETIN [ (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLEaINJECTION)
NPHILETIN I
(INJECTABLE; INJECTION)
INSULIN INsul ATARO NPH
NOROIsk
(INJECTABLE; INJECTION)
NPHILETIN I (PORK)
(INJECTABLE; INJECTION)

HANE

(INJECTABLE; INJECTION)
INSULIN NDRDISK MIXTARD
(PORK)

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

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

(INJECTABLE; INJECTION)
PROTAMINE ZINCINSULIN
(INJECTABLE; INJECTION)
APPLICANT NAME

LILLY RESLABS DIV

LILLY RESLABS DIV

ELI LILLY

17981..4€x
€N




16
ACTIVE INGREDIENT 5
(GTHS

INSULIN SUSPENSIDN, PROTAMINE
ZING, PURIFIED BEEF
100 UNITSML
INSULIN SUSPENSIDN, PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITSML
INSULIN SUSPENSIDN, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK.
100 UNITSML
INSULIN ZINCSUSPENSION, BEEF
AOUNITS
INSULIN ZINCSUSPENSION, BEEF
100 UNITSML
INSULIN ZINCSUSPENSIDN,
SEMIS ICHUMAN
100 UNITSML
INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITSML
INSULIN ZINCSUSPENSIDN,

EF

100 UNITSML
INSULIN ZINC SUSPENSIDN. PROMPT.
BEEF

100 UNITSML
INSULIN ZINCSUSPENSION, PROMPT,
PURIFIED PORK

100 UNITSML,
INSULIN ZINCSUSPENSION,
PURIFIED BEEF

100 UNITSML

TRADE NAVE

IDOSAGE FORM: ROUTE)
PRDTAMINE ZINCINSULIN
(INJECTABLE; INJECTION)
PRDTAMINE ZINC AND
ILETINT

(INJECTABLE; INJECTION)

(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTION)
MDNDT

(INJECTABLE; INJECTION)
\TARD

(INJECTABLE; INJECTION)
ENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)

SEMITARD

(INJECTABLE; INJECTION)

LENTEILETIN 11

(INJECTABLE; INJECTION)
ICANT NAME

1280
EXCLUSIVITY
‘TABLE I1. OTC DRU@ PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING



TBLE 1. (TC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA_KO. PATENT NO. EXCLUSIVITY

INSULIN ZINC SUSPENSION, LENTARD SQUIBE-NOVO 18-384
PURIFIED BEEF AND PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN ZINC SUSPENSION, LENTE ILETIN II {PORK) ELT LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79
100 UNITS/ML

INSULIN ZINC SUSPENSION, MONOTARD SQUIBB-NOVOD 18-383
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN, SEMISYNTHETIC HUMAN ACTRAPID HUMAN SQUIBE-NOVO 18-778
100 UNITS/ML (INJECTABLE: INJECTION) 08-30-83

INSULIN, BIDSYNTHETIC HUMAN HUMULIN R ELL LILLY 18-780
100 UNITS/ML {INJECTABLE; INJECTION) 10-28-82

INSULIN, PORK INSULIN - SQUIBB-NOVO 17-926
40 UNITS/HL (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 ELI LILLY 18-478
100 URITS/ML (INJECTABLE; INJECTION) 06-12-80

INSULIN, PURIFIED PORK INSULIN NORDISK QUIfK NORDISK INSULIN LABS 18-193
100 UNITS/ML (PORK) 01-16-80

. (INJECTABLE ; INJECTION) .

INSULIN, PURIFIED PORK REGULAR ILETIN IXI (PORK) ELT LILLY 18-344
100 UNITS/ML (INJECTABLE; INJECTION) 12-05-79

INSULIN, PURIFIED PORK ACTRAPID SQUIBB-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
16M (SPONGE: VAGINAL) 04-01-83 09-24-86

Google
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“TABLE 111, NDA'S APPROVED BY THE QFFICE QF BIOLOGICAL RES:U;E_Q{ AND REVIEW NOT PREVIQUSLY PUBLISHED

ACTIVE INGREDIEMT(S)
STRENGTH(S)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION uUsP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-1
SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGYLANT CITRATE PHOSPHATE
"DEXTRQSE_A\DENIIIE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION UsP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
use

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

TRADE NAME
(DOSAGE FORM: ROUTE)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
{INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE

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

(INJECTABLE; INJECTION)
NONE

(INJECTABLE; INJECTION)
NONE

(INJECTABLE; INJECTION)

NONE
(INJECTABLE: INJECTION)

NONE
{INJECTABLE; INJECTION)
NONE
{INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

Google

APPLICANT NAME

CUTTER BIOL/MILES
DELMED

TRAVENOL LABS
TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA
TRAVENOL l.AB.S
CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED
TERUMO AMERICA
TRAVENDL LABS

TRAVENOL LABS

III=-1

NDA NO.
APPROVAL DATE

10-102
12-14-61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-78

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

82-528
11-3-82

77-4220
5-12-78

16-527
6-22-70

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

78-1211
6-10-81

17-401
12-6-77

81-1012
6-28-83

PATENT NO.  EXCLUSIVITY
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ACTIVE INGREDIENT(S)

STRENGTH(S)

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

DEXTRAN 40, 10%
10GM/100ML IN
S0DIUM CHLORIDE
0.9GM/100ML

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

DEXTRAN 75, 6%
BGM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML

DEXTRAN 75, 6%
6GMAT00ML IN
5S0DIUM CHLORIDE
0.9GM/100ML

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

9%

o
.

i
L3

9%

DEXTRAN 40, 10% -

10GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML

DEXTRAN 40, 10%
106M/100ML IN
DEXTROSE 5%
5GM/100ML

DEXTRAN 40, 10%
T0GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML

0.9%

0.9%

TABLE I, NOA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

TRADE NAME
{DOSAGE FORM: ROUTE)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE =
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

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

NONE
(INJECTABLE; INJECTION)

Google

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

AMERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

II1I-3

NDA NO.
APPROVAL DATE

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

9-024
8-18-69

16-653
9-23-69

16-653
9-23-69

PATENT NO,  EXCLUSIVITY
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TABLE 11, NDA'S APPROVED FROM 1-1-82 TO4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT@
STRENGTH S
ACEBUTOLOL HYDROCHLORIOE
SE

ML
ACETOHYDROXAMIC ACID.
250MG

ACYCLOVIR

%

ACYCLOVIR
200MG

ACYCLOVIR SODIUM
EO S00MG BASEVIAL:

(DOSAGE FORM; ROUTE)
(CAPSULE; ORAL)
SECTRAL

(CAPSULE; ORAL)

(TABLET; ORAL)
20

VIRAX
(OINTMENT; TOPICAL)
ZOVIRAX

(CAPSULE; ORAL)

20V1

IRAX
(INJECTABLE; INJECTION)
PROVENTI
(AEROSOL: INHALATION)

NDA N PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.
18917 3726919 NCE.

12-28-8404-10.90 122889

123191

189173726919 8D
12-28-84 04-10-90 122889
3857952

12:31:91

189173726919 8D+
12-28-84 04-10-90 122889
3857952

123191
18458 4105659 §D;
09-23-82 08-08.95 09-24-86
18523

0-10-82

18749 8D1D*

053183 05-31-93

18604 4199574 8D; D+
03-29-82 04-22-97 03-29-92
18828 4199574 §D; D
01-25-85 04-22-97 03-20-92.
18603 4199574 8D; D+
10-22-82 04-22-97 03-29-92
17:559 3644353 122
05-01-8102-22-89 09-24-86
3705233

120589

18473 3644353

05-01-81 02-22-89

3705233

120589



3N LULB21b 20081
63:90-21

8929018
98-12-60 68-22-20 26-10-90

3N SSEB98 59821

689021

8529065 .

98-12-60 68-22-20 28-A0-90
NS9O 898-21
3110'1D¥3 3110 1D¥3 3110 11101111
1101013D¥3 01 113111 0N 1GN
11311033VNHVHA 51008
3N03113Dce SDIOSR0S

3N03113D SEO008HOS

113VNHVHd AGHOSNVO.
S3ISO1HDSI1 1351313
S3IS01HDSI1 135133
11311033VNHVD HVTDS
1131103318HVH HVIDS
O8163D35

O8I63H35

08163H35

31011013111
(TIHDSI31811)

S160003
(TIHDSI31811)
SISIBACZ
(1HDS131811)
SISIBAEZ

(TIHD 131811)
TDRI600311
(HDS131811)
(VDY S131011)
TD8landDT1y
(11605131811)
TDRIG0311
(TIHDSI318VI)
TDSI60d0511
(IVHOSI31811)
(TI31401 551383)
$OGVD

(T131401 ANSNINID)
88301D.
(TVHOSI3IS1T)
1IIN3DOHA
(TIHDSI3I811)
1IN3AOHd

(31001 51103 3915001
1

%900
31INDId0Sd10 3NDS 1 13N03311

31INDId0SA10 3NDSTI3N03311
35180N0 03

3113105 TOH310811

35V8 00203

3113305 108310811

S1I3101V001 301131
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TABLE TV, HOA'S APPROVED FRAM 1-1-82 10 4-30-85 KD NDA'S WITH APPROPRIATE PATENT ARD EXCLUSIVETY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPURINOL
300MG

ALPRAZOLAM
0. 25MG

ALPRAZOLAM
0. 5MG

ALPRAZOLAM
MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

AMILORIDE HYDROCHLORIDE:
HYDROCHLOROTHIAZIDE
SMG; 50MG

AMINO ACIDS
6.9%

AMINO ACIDS
6.5%

AMIND ACIDS
8.5%

AMINO ACIDS
11.4%

AMINO ACIDS
8%

TRADE NAME

(DOSAGE FORM: ROUTE)
LOPURIN

(TABLET; ORAL)
XANAX

(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)

RENAMIN W/0 ELECTROLYTES

(INJECTABLE: INJECTION)

NOVAMINE 8.5%
(INJECTABLE; INJECTION)

NOVAMINE 11.4%
(INJECTABLE; INJECTION)

HEPATAMINE 8%
(INJECTABLE; INJECTION)

Go gle

Iv-3

APPLICANT NAME

BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UP.JOHN

LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN

MSRD/MERCK

AM MCGAW/AM HOSP
TRAVENOL LABS

CUTTER LABS/MILES
CUTTER LABS/MILES

AM MCGAW/AM HOSP

NDA KO,
APPROVAL DATE

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10-16-81

18-116
10-18-71

18-498
11-13-81

18-201
10-05-81
16-822
05-17-83

17-493
10-15-82

17-957
08-09-82

17-957
08-09-82

18-676
08-03-82

PATENT NO.
EXP. DATE

3624205
11-30-88

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

3987052
10-19-93
39807389
09-14-93

3987052
10-19-93
3980789
05-14-93

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

3950529
04-13-93

EXCLUSTVITY
EXP. DATE

NS
09-24-86

NS
09-24-86

NS
09-24-86
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TABLE IVA NDA'S APPROVED FROM 1-1-82 TO 4-30-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH 5

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACET ATE; SODIUM CHLORIDE

3%; 26MG/TOOML; BGM/100ML;
S4MG/100ML; 41MG/100ML;

149MG/100ML; 204MG/100ML;

117MG/100ML

AMINO ACIDS; DEXTROSE

3.5% 5%

AMINO ACIDS; DEXTROSE

3.5% 25%

AMINO ACIDS; DEXTROSE

4.25%; 25%

AMIND ACIDS; MAGNESIUM ACD+D¢DD¢De;
PHOSPHORIC ACID; POTASSIUM ACD-D¢DD¢Dr;
SODIUM CHLORIDE

3.5%; 21IMG/100ML; 40MG'100ML;
128MG/100ML; 234MG/100ML

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

3.5%; 21MG/100ML; 40MG/100ML;
128NG/100ML; 234MG/TDOML
AMINOACETIC ACID

1SGM/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)

APPLICANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

NDA NO.
APPROVAL DATE
PATENT NO.

EXCLUSIVITY
EXP. DATE

NC
092486
D

09-24-86

8D;
09-24-86
Vs
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EB_LE'ﬁ NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMITRIPTYLINE HYDROCHLORIDE
S0MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
10MG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG: 10MG

AMITRIPTYLINE HYDROCHLORIDE:
PERPHENAZINE

TRADE NAME
(DOSAGE_FORM: ROUTE)
ELAVIL

(TABLET: ORAL)

ELAVIL
(TABLET; DRAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
{INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET; ORAL)

Google

Iv-7

APPLICANT NAME

MSED/MERCK

MSED/MERCK

MSED/MERCK

MS&D/MERCK

MSR&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA N
APPRQVAL DATE

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76

12-703
09-17-76

12-704
04-11-61

16-949
12-23-77

16-949
12-23-717

14-7113
12-30-65

33184663
05-21-88
3428735
02-18-86

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

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

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

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

31384663
05-21-85
4316897
02-23-99

3384663

' 05-21-85

4316897
02-23-99

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



V-8

ACTIVE INGREDIENT §
STRENGTHLS)

AMITRIPTYLINE HYDROCHLORIDE;

25MG; 4MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

TOMG; 2MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

TOMG; 4MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

25MG; 2MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

TOMG; 2MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

25MG; 4MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE

SONG; 4MG

B

DOSAGE FORM ROUTE
ETRAFON 225
(TASLET; ORAL)
ETRAFON-FORTE
(TABLET; ORAL)
ETRAFON 2-10
(D¢DD’D-D+D¢; ORAL)
TRIAVIL 4-10

(TABLET; ORAL)
TRIAVIL 2-10
(D¢DD’P-D+D¢; ORAL)
TRIAVIL 425

(TABLET; ORAL)
TRIAVIL 4-50

(TABLET; ORAL)
APPLICANT NAME
SCHERING

MS&D/MERCK.

MS&D/MERCK.

MS&D/MERCK

MS&DMERCK

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
14-713 3384663

14-713 3384663
123065 05-21-85
3428735

02-18-
14-713 3384663

12-30-65 05-21-85

3428735

02-18-86

14-715 3384663

12-30-65 05-21-85

3428735

02-18-86

14-715 3384663

08-23-65 05-21-85

3428735

02-18-86

14-715 3384663

04-04-67 05-21-85

3428735

02-18-86

14-715 3384663

08-25-65 05-21-85

3428735

02-18-86

14-715 3384663

03-15-78 05-21-85

3428735

02-18-86

TABLE IV. NDAZ'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXOLUSIVITY INFORMATION




TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 D10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTAf) TRADE NAME APPLICANT 0AME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 (DDSAGE EDRM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 8D D+

EO 12% ACID (LOTION; TOPICAL) 04-24-85 04-24-88

AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226

25D%6 . (TABLET; ORAL) 09-22-a0 12-08-87

3663696

05-16-89

3681357

08-01-89

AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
D-D°PY%Pu (TABLET; ORAL) 09-22-80 12-03-67

3663696

05-16-89

3681357

08-01-89

AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18A021" 3546226

YOOMG L (TABLET; ORAL) 09-22-80 12-08-87

ED, aa'3663696

C 05-16-29

3681357

08-01-89

AMOXAPINE ' ASENOIN LEDERLE LABS/AM CYAN 18-0zl 3546226

150DY%G (TABLET; ORAL) 09A22Aa0 12-08-87

3663696

05-16-89

3681357

08-01-89

AMRINDNE LACTATE INOCOR wINTHROP LABs/sTERL 18-700 4072746 B N5
50 5MG S8ASE/ML (INJECTABLE; INJECTION) 07-31-a4 02-07-95 07-31-94
AsPIRIN; CAFFEINE; sYNALGOs-OC Ives LABS/AMRO 11-483
OINYOROCODEINE BITARTRAIR (cAPsuLE; ORAL) 09-06-83

356.4D%G; B-D¥%DY:Dy; 16MG

AsRIRIN; CAFFEINE; NORGesIC RIKER LABS/3M )3-416 B’
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82

385MG; 30MG; 25MG

"IV-9



01-D1

16-11-60

1199888

86-02-10

280868

689190 18-61-80
1098998 Ob2-81

68-91-90 18-61-80
1098998 0b2-81
96-80-80 9, A21-11
6999011 16891
886221
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R .
TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 4-30-85 ANO NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ATENOLOL; CHLORTHALIDONE
100MG; 25MG

ATENOLOL: CHLORTHALIDONE
50MG; 25MG

ATRACURIUM BESYLATE
10MG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; MG

AZATADINE MALEATE
MG

AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
1MG; 120MG

BACLOFEN
10MG

BACLOFEN
20MG

TRADE NAME
£ FORM: ROUTE

TENORETIC 100
(TABLET;: ORAL)

TENORETIC 50
(TRBLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

MOTOFEN
(TABLET; QRAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
{TABLET; ORAL)

LIORESAL DS
(TABLET; ORAL)

Google

Iv=-11

APPLICANT NAME

STUART PHARMS/ICI AM

STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES
MCNEIL LABORATORIES

SCHERING
SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

HDA NO.
APPROVAL DATE

18=-760
06-08-84

18-760
06-08-84

18-831
11-23-83

17-744
07-14-78

17-744
07-14-78

17-601
03-29-77

18-506
03-23-82

17-851
11-22-77

17-851
01-20-82

PATENT KO.
EXP. DATE

3663607
05-16-89
3934032
01-20-93
3836671
09-17-91

3663607
05-16-89
1934032
01-20-93
3836671
09-17-91

4179507
12-18-96

3646207
02-28-89

3646207
02-28-89

3419565
12-31-85
3717647
02-20-90

3419565
12-31-85
3717647
02-20-90

3471548
10-07-86

3471548
10-07-86

EXCLUSTVITY
EXP. DATE

NC
09-24-86

NC
09-24-86

NCE -
11=23-93

NC
09-24-86

NS
09-24-86
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(1o

TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INF

IVE THGREDIENT
STRENGTH(S)

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BE"I’AHETHASDNE 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

BETMETIIASONE DIPROPIONATE
EQ 0.1% BASE

BETAMETHASONE DIPROPIONATE;

EQ 0.05% BASE; 1%

CLOTRIMAZOLE

TRADE NAME
E 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 -GLON
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK -GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

SCHERING

SCHERING

NDA_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

PATENT NO.
EXP. DATE

3660577
05-02-89
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91

BCLUSIVITY

EXP. DATE

D-1
09-24-86

D-1
09-24-86
D-1 g
09-24-86
D-1
09-24-86

NC
09-24-86
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TABLE IV, NOA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE
SOMG/ML

BROMOCRIPTINE MESYLATE
EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE
12.5MG/BML; 1OMG/SML

BROMPHENIRAMINE MALEATE;
CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/SML; 10MG/SML: 12.5MG/5ML

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

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

BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
12MG; 75MG

TRADE NAME

£ FORM: ROUTE
TORNALATE
(AEROSOL; INHALATION)
BRETYLOL

(INJECTABLE; INJECTION)

PARLODEL
(TABLET; DRAL)

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 KO, PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-770 4138581 NCE
12-28-84 02-06-96 12-28-89
17-954 RE29618
07-18-78 04-29-86
17-962 3752888 I-16
06-28-78 02-14-90 12-14-87
3752814
08-14-90
17-962 3752888 I-16
03-01-82 08-14-90 12-14-87
3752814
08-14-90
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



6-80-60 08-90-80
2208888 218-81
16A92-90 8L-22-80
9896188 LS8-A; 1
16-92-90 8L-22-80
9896188 A,98-21
882060

86-82-20 68-11-10 88-82-20

33N 889b89S 92281

168260

899088 .

26-82-20 68-11-10 88-82A20

33N 58Sb89S S22-81

16:82:60

1899088

86-8220 68-11-10 88-82:20

33N 889989E 922-81

08-62-80

L8O-El

3LV0*8X3 3LV0 '8X3 3LVO TVI0388Y
ATIAISDTOX3 'ON 103LV8 '00 VOO
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TABLE IVT NDA'S APPROVED FROM 1-1.82 TO 4-30-85 DND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT A$)

STRENGTH 5

CALCEFEDIDL, ANHYDROUS

0.05MG

CALCITONIN
400 TU/VIAL
CALCITRIOL

0.5 UGM

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

SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML ; SGWI00ML ; D—0PD+/1 00ML;
74MG/100ML: 640MG/100ML; S00MG/100ML;
7AMG/100ML.

TRADE 0PDab-

YDOSAOE FORM; ROUTE)

CALDEROL

(CAPSULE: ORAL)

CALC

(INJECTABLE; INJECTION)
CALC

(INJECTABLE; INJECTION)
ROCALTROL

(CAPSULE; ORAL)
ROCALTROL |

(CAPSULE; ORAL)

ISOLYTE E W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME

ARMOUR PHARM

HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE

AM MCGAW/AM HOSP

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18312 3833622

08-05-80 09-03-91

3565924

03-23-86

17769 1-18

122184 1221-87

17497 118

1221-84 12-21-87

18-044 3697559

08-17-78 10-10-89

4391802

18-044 3697559
08-17-78 10-10-89



ACTIVE INGREDIENTLS)
(GTHS.

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
'SODIUM ACETATE: SODIUM CHLORIDE

MAGNESIUM| (‘HLORIDE, Sonn ACETATE;
SODIUM CHLORID)
S10MG/I00ML; M}GW!OOML 200MG/100ML;
9.4GMI00ML 1IGM100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
S10MG/100ML; SOGMITO0ML; 200MG/100ML;
94GMI00ML: TTGMTOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25 TMG/I00ML; 1.5GM100)
152MG/100ML; S67MG/100ML; 392MG/ 100ML
UM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORI
‘SODIUM CHLORIDE; <10an LACTATE
25TMG/I00ML; 2.5GM100)
15 2MG/I00ML: S6TMG! IOOML 392MG/I00ML
CALCIUM CHLORIDE, DEXTROSE:
MAGNESIUM CHLORI
‘SODIUM CHLORIDE; ODIUMLACTATE
25 TMG/I00ML; 4 25GMAI00ML;
15 2MG/100ML: S6TMG/100ML; 392MG/100ML
‘TRADE NAME
(DOSAGE FORM; ROUTE)
DIALYTE CONCENTRATE
N/ DEXTROSE 30%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DIALYTE CONCENTRATE
N/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DIALYTE CONCENTRATE
SE 3%
INPLASTC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
(CENTRATE

(SOLUTIDN; INTRAPERITONEAL)
ALEX

NDEXTROSE LS
IN PLASTIC CONTAT
(SOLUTIDN: NTRAPER!TONEAL)

N/ DEXTROSE 2%
INPLASTICCONTAINER
(SOLUTIDN; INTRAPERITONEAL)
L

SE 425%
INPLASTICOONTAINER
(SOLUTIDN; INTRAPERITONEAL)

> DATE
NDA'S APPROVED FROM T-1-82 TO 4-30-85 AND NDAGES 01 TH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ABLE IV,



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE: DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 53BMG/100ML; 4498MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML ;
5.08MG/100ML; 538MG/100ML; 44BMG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUN LACTATE

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

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1,5GM/100ML;

. 5,08MG/100ML; 538MG/100ML; 848MG/100ML

CALCIUM CHLORIDE; DEXTROSE:

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE -

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

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

25.7MG/100ML; 4.25GM/100ML; 5.0BMG/100ML;

S38MG/100ML; 44EBMG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

26MG/100ML; 2.5GM/100ML; 15MG/100ML;
S60MG/100ML; 390MG/100ML

TRADE NAME
£ 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:; INTRAPERITOMEAL)

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; INTRAPERITONEAL)

Google

Iv-19

APPLICANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

PATENT NO.
EXp. OATE

EXCLUSTVITY
EXP, DATE

NDA N).
APPROVAL DATE

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18-460
11-02-83
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TARLE V. NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

T05MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
105MG/100ML; 600MG/ 100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; S5GM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTAS5IUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/100ML; 600MG/100ML ;
310MG/100ML .

CALCIUM CHLORIDE: DEXTROSE:
POTASSIUM CHLORIDE: SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML; -
Z54MG/100ML: 600MG/100ML;
JTOMG/100ML . :

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

TRADE NAME
{DOSAGE FORM: ROUTE)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

POTASSIUM CHLORIDE -
20MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
15MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Google

Iv-21

APPLICANT NAME

TRAVENOL LABS

a

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENDL LABS

TRAVENOL LABS

EXCLUSIVITY
EXP. DATE

NDA_HD.
APPROVAL DATE

PATENT NO.
EXP. DATE

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85
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TABLEIV.

NDA'S APPROVED FROM T-1-D2 TO 4-30-85 D00 NDA'SNITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

CAPTOPRIL

23MG

CAPTOPRIL

CAPTOPRIL

100MG.

CAPTOPRIL; HYDROCHLOROTHIAZIDE
MG

ORAI
ER SOUIBB AND SONS
of
ER SOUIBB AND SONS
ORAL)
25/15 ER SOUIBBDSD SONS
50/15 ER SOUIBB AND SONS
ORAI
5025 ER SOUIBB AND SONS
of
GEIGY/CIBA-GEIGY
ORAL)
GEIGY/CIBA-GEIGY
ABLE;
MS&DMERCK.

ORAL)

NDA NO. PATENT NO. EXCLUSIVITY.
APPROVAL DATE EXP. DATE EXP. DATE
18-343 41

05776120
O4AO6ASI 08-08-95 09-24-86
07

10-12:87
18343 4105776 120
04-06-81 08-08-95 09-24-86

18343 4105776 1-20
04-06-81 08-08-95 09-24-86
07-

0-12:67
187094105776 NC
10-12-84 08-08-95 10-12-87
21747

18709 4105776 NC
10-12-84 08-08-95 10-12-87
21747

081297
187094105776 NC
10-12-84 08-08-95 10-12-87




V24
ACTIVE 10 REDIENT §

STREN
CARBIDOPA; LEVODOPA

10MG; 100MG

CARBIDOPA: LEVODOPA

25MG; 250MG

CARBIDOPA; LEVODOPA

2SMG; 100MG

CARBOPROST TROMETHAMINE
EG0.25MG BASEML

CELLULOSE SODIUM PHOSPHATE
25GMPACKET

CERULETIDE DIETHYLAMINE
0.02MGML

TRADE NAME
(DOSAOE FORM: ROUTE)
SINEMET

(TABLET; ORAL)
SINEMET

(TABLET; ORAL)
SINEMET

(TABLET; ORAL)
PROSTINISM
(INJECTABLE; INJECTIDN)

CALCISIND
(PONDER; ORAL)
TYMII

(INJECTABLE; INJECTIDN)
APPLICANT NAME
Ms&

12:28.92
NDA'S APPROVED FROM I-1-82 TO 4-30-85 AND NDA'S OITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ABLE IV,



TABLETT.

NDAGETS APPROVED FROM I-1-82 104-30-85 PND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

SIRENGTH)AS)

CHENODIOL

250MG
CHLORDIAZEPOXIDE
CHLORDIAZEPOXIDE
CHLORDIAZEPOXIDE

10
CHLOROIAZEPOXIDE

30MG

CHLOROIAZEPOXIDE HYDROCHLORIDE

CHLOROIAZEPOXIDE HYDROCHLORIDE
10MG
CHLOROIAZEPOXIDE HYDROCHLORIDE
25MG

CHLOROIAZEPOXIDE HYDROCHLORIDE
100MG/AMP

CHLOROIAZEPOXIDE HYDROCHLORIDE;
CLIDINIUM BROMIDE

SMG; 25MG

CHLOROIAZEPOXIDE; ESTROGENS, CONJUGATED
SMG; 02MG.

CHLOROIAZEPOXIDE: ESTROGENS, CONJUGATED
ven

;0.4MG
CHLOROIAZEPOXIDE; ESTROGENS, CONJUGATED.
10MG: 04MG
NAME

)DOSAGE FORM: ROUTE)

ENIX
(TABLET; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRITABS
(TABLET: ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRELEAS

(CAPSULE, CONTROLLED
RELEASE; ORAL)

LIBRIUM
(CAPSULE; ORAL)
LIBRIUM

(CAPSULE; ORAL)
LIBRIUM

(CAPSULE; ORAL)

LIBRI

(INJECTABLE; INJECTION)
LIBRAX

(CAPSULE; ORAL)

MEN

(TABLET; ORAL)

HOFFMANN-LA
HOFFMANN-LA ROCHE
NDAN. PATENT NO. EXCLUSIVITY
AEEROUAE DATE EXP. DATE EXP. DATE
185138D;D~

072883 07-26-93
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TABLE IV./HI]A'S APPROVED FROM 1-1-82 TO 4-30-85 AND DA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ’ 300MG BASE/SML

CIMETIDINE HYDROCHLORIDE
EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
S00MG

CISPLATIN
0.5HG/ML

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

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

CLEMASTINE FUMARATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE
EQ MG BASE; 75MG

CLOMIPHENE CITRATE
S0MG

TRADE NAME
(DOSAGE FORM: ROUTE)
TAGAMET

(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
{CAPSULE;- DRAL)

+ CINOBAC

(CAPSULE; ORAL)

PLATINOL-AQ

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET; ORAL)

Google

v-27

APPLICANT NAME

SK&F LAB

SK&F LAB

SK&F LAB

ELT LILLY
ECT LILLY

BRISTOL LABS/B-M

. TRAVENDL LABS

ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

PLANTEX/IKAPHARM

NDA ND.
APPROVAL DATE

17-920
12-14-83

17-924
08-16-77

17-939
08-16-77

18-067

- 06-13-80 °

18-067
06-13-80

18-057
a7-18-84

18-519
06-22-82

18-904
05-27-83

18-298
12-15-82

18-361
03-22-82

PATENT NO.
EXP. DATE

3950333 -
04-13-93
4024271

05-17-94

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

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

3669965

06-13-89

3669965
06-13-89

4177263
12-04-96

3933999
01-20-923

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NDF
09-24-86

NC
09-24-86

NC
09-24-86

NDF
09-24-86
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TABLE N, NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE DIPOTASSIUM
3.75MG

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
15MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100HG

TRADE NAME

£ FORM: ROUTE
TRANXENE SD
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; DRAL)

TRANXENE
(TABLET; ORAL)

LOTRIMIN
(SOLUTION; TOPICAL)

LOTRIMIN
(CREAM; TOPICAL)

GYNE-LOTRIMIN
(CREAM; VAGINAL)

GYNE-LOTRIMIN
(TABLET; VAGINAL)

Google

Iv-29

APPLICANT NAME

ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES

SCHERING

SCHERING

SCHERING

SCHERING

ADA NQ.
APPROVAL DATE

17-105
08-04-76

17-105
03-10-80

17-105
03-10-80

17-105
03-10-80

17-613
02-03-75

17-619
03-18-75

18-052
11-08-78

172-M7
03-24-76

PATENT NO.

EXCLUSIVITY

EXP. DATE

RE28315
06-23-87

RE28315
06-23-87

REZB315
06-23-87

REZ8315
06-23-87

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

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

3839573
10-01-91
1705172
12-05-89
3660577
05-02-89

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

EXP. DATE
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TABLE TV, NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTRIMAZ0LE

CODEINE PHOSPHATE;

PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; SMG/SML; 6.25MG/5ML

CODEINE PHOSPHATE;

PROMETHAZINE HYDROCHLORIDE

10MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;

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

COLESTIPOL HYDROCHLORIDE
SGM/PACKET

COLESTIPOL HYDROCHLORIDE
S00GM/BOT

COPPER
89MG

TRADE NAME
DOSAGE FORM: ROUTE

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC W/ CODEINE
{SYRUP: ORAL)

PHENERGAN W/ CODEINE
{SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID
(GRANULE; ORAL)

Cu-7
{INTRAUTERINE DEVICE;
INTRAUTERINE)

Google

APPLICANT NAME

SCHERING

WYETH LABS/AMHO

WYETH LABS/AMHO

BURROUGHS WELLCOME

UPJOHN
UPJOHN

SEARLE PHARMS

Iv-31

NDA M.
APPROVAL DATE

18-813
02-17-84

08-306
04-02-84

08-306
04-02-84

12=575
04-04-84

17-563
04-04-77

17-563
04-04-77

17-408
02-25-74

PATENT K0,
EXP. DATE

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

3692895
09-19-89

3692895
09-15-89

3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
1z-01-87
RE28399
04-29-92

EXCLUSTVITY
EXP. DATE

I-24
09-24-86

I-24
09-24-86
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TABLE IVTfNDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT §)

STRENGTH'S

‘CROMOLYN SODIUM

10MG/ML

CCYCLOBENZAPRINE HYDROCHLORIDE

SMG
CCYCLOBENZAPRINE HYDROCHLORIDE
10MG

CCYCLOPHOSPHAMIDE
TGM/VIAL
CCYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIOE
2GM/VIAL

DANTROLENE SODIUM
25MG

‘GANTROLENE SODIUM
100MG

DANTROLENE SODIUM
P'0Pab*

DANTROLENE SODIUM
20MG/VIAL

TRADE NAME

JDOSAGE FORM; ROUTE)
INTAL

(SOLUTION; INHALATION)
FLEXERIL

(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
CYT

(INJECTABLE; INJECTION)
NEOS.
(INJECTABLE; INJECTION)
CYTO!

YT
(INJECTABLE; INJECTION)
DANTRIUM

(INJECTABLE; INJECTION)
APPLICANT NAME
FISONS

MS&D/MERCK
MS&DMERCK

MEAD JOHNSON/B-M
ADRIA LABORATORIES
MEAD JOHNSON/B-M
NORWICHAEATONP&G
NORNICH EATON/P&G
NORWICH EATON'P&G
NORWICH EATONP&G
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-596 3686412 122
05-28-82 08-22-89 01-19-88
3777033

08-22-89

3419578

123185

3975536

08-17-93

17821 3454643

082677 07-08-86
3882246

05-06-92

17821 3454643

082677 07-08-86
3882246

050692

12142N8

08-30-82 09A24A86
87442 NS

07-08-83 09-24-86

12-142 N8

08-30-82 09-24-86

17443 3415821

01-15-74 12-10-85

17443 3415821

01-15-74 12-10-85

17443 3415821

10-10-75 12-10-85

18264 3415821

09-18-79 12-10-85

V33
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TABLEIV.

NDA'S APPROVED FROM I-1-82 104-30-85 D10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

DESMOPRESSIN ACD+D¢DD¢D*
001%

DESMOPRESSIN ACD+D¢DP¢D*
DESONIDE

DEXTROMETHORPHAN HYDROBROMIDEZ
PROMETHAZINE RIDE
1SMGISML; 6.25MGISML.

DEXTROSE

S0GMI00ML

DEXTROSE

TOGMI00ML

‘TRADE NAME

)DOSAGE FORM; ROUTE)

DAVP
(SOLUTION; NASAL)
DDAVP

(INJECTABLE; INJECTION)
ESOWEN

(GEL; TOPICAL)

(OINTMENT; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
DECADRON
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)
DEXTROSE 0% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
0% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME

PATENT NO. EXCLUSIVITY
AEEROVAE DATE EXP. DATE EXP. DATE.
179223497491

022178 022487

18938 3497491 NDF

03-30-84 02-24-87 09-24-86
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TABLE-TV. NDA'S APPROVED FROM 1-1-B2 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATIN

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML; 80MG/100ML

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

DEXTROSE:; DOPAMINE HYDROCHLORIDE
SGM/100ML; 8OMG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/T100ML; 160MG/100ML

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

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

DEXTROSE; HEPARIN S0DIUM
SGM/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 1,000 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 4,000 UNITS/100ML

TRADE NAME APPLICANT NAME
DOSAGE FORM: ROUTE

DOPAMINE HCL ABBOTT LABORATORIES
{INJECTABLE; INJECTION)

umINE HCL ABBOTT LABORATORIES
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

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

PLASTIC CONTAINER

{INJECTABLE; INJECTION)

HEPARIN SQDIUM 2,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER

-(INJECTABLE; INJECTION)

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

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 20,000 UNITS TRAVENOL LABS
AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Iv-37

Google

NDA NO. PATENT H0.
APPROVAL DATE  EXP. DATE

18-132
02-04-82

18-132
02-04-82

18-826
09-30-83

18-826
09-30-83

18-826
09-30-83

19-130
12-31-83

19-130
12-31-83

19-130
12-31-83

18-814
10-31-83

EXCLUSIVITY
EXP. DATE

NC
09-24-86

NC
09-24-86
NC

09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE V. NOA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

I AT
STRENGTHS)

DEXTROSE: HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/1DOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
S5GM/100ML; BOOMG/100ML

DEXTROSE: LIDOCAINE HYDROCHLORIDE
SGHM/100ML; BOOMG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 200MG/100ML

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

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

DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC:
SODIUN ACETATE
SGM/100ML; 31MG/100ML;
130MG/100ML; 26MG/100ML;
320MG/ 100ML

TRADE NAME
DOSAGE FORM: ROUTE

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0,8%
IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%
AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)

LIDOCAINE HCL 0.2%
AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.4%
AND DEXTROSE 5%

IN PLASTIC CONTAIMER
(INJECTABLE; INJECTION)

LIDDCAINE HCL 0.8%
AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ISOLYTE P W/
DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Google

Iv-39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA NO. PATENT NO.
APPROVAL DATE  EXP. DATE

EXCLUSTVITY
EXP, DATE

19-3139
03-27-85

18-388
11-05-82

18-461
0z-22-82

18-967
03-30-84

18-967
03-30-84

18-967
03-30-84

19-025
12-27-84

NS
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86
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4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

HDA NO. PATENT NO.

TABLE IV. NDA'S APPROVED FROM 1-1-82

TRADE NAME APPLICANT NAME EXCLUSTVITY

ACTIVE INGREDIENT(S)

STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE P, DAT XP. DAT

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE SMEQ IN DEXTROSE 5% 04-05-85
SGM/100ML; 150MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

’ 0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 10MEQ IN DEXTROSE 5% 04-05-85
SGM/100ML; 75MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE: POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 10MEQ IN DEXTROSE 5% 04-05-85
SGM/100ML; 150MG/100ML; 900MG,/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 20MEQ IN DEXTROSE 5% 04-05-85
5GM/100ML; 150MG/100ML; 900MG/100ML AND_SODIUM CHLORIDE

X 0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM- CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 20MEQ IN DEXTROSE 5% 04-05-85
SGM/100ML: 300MG/100ML: 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 30MEQ IN DEXTROSE 5% ’ 04-05-85
SGM/100ML; 224MG/100ML; 900MG/100ML AND S00IUM. CHLORIDE

06.9% IN PLASTIC CONTAINER

. (INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 40MEQ IN DEXTROSE 5% 04-05-85

SGM/100ML; 300MG/100ML; 900MG/ 100ML

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

Google

Iv-41
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TABLE V. NDA'S APPROVED FROM 1-1-82 T0 4-30-B5 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

5GM/100ML; 75MG/100ML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORI
SGM/V100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/T100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SO0IUM
-CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML

TRADE NAME
AGE FORM: ROUTE

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
- 0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE: INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE: INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
ZOMEQ IN PLASTIC CONTAIMER

(INJECTABLE; INJECTION)

Google

IV-43

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENQL

TRAVENOL

TRAVENOL

LABS.

LABS

LABS

LABS

LABS

LABS

HDA KO. PATENT NO.

APPROVAL DATE  EXP. DATE

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82

18=-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 D10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATEON
ACTIVE IN REDIENT S

STRENGTH'S

DEXTROSE; THEOPHYLLINE

SGM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE

SGM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE

SGM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE

SGM/100ML: 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; BOMG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 160MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/Toom; 200m/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML

TRADE NAME

DOSAGE FORMI ROUTE
THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%

AND DEXTROSE 5%

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

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE

EXCLUSIVITY
V45
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TABLE IV, NDA'S APPROVED FROM 1-1.82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Y

ACTIVE INGREDIENT S

STRENG

DICYCLOMINE HYDROCHLORIDE
ML

10MG
'DICYCLOMINE HYDROCHLORIDE
10

'DIFLORASONE DIACETATE

005%

'DIFLORASONE DIACETATE

005%

DIFLUNISAL

250MG

DIFLUNISAL

S00MG

DIGOXIN

02MG

DIGOXIN

0.IMG
DIHYDROERGOTAMINE MESYLATE;

'HEPARIN SODIUM: LIDOCAINE HYDROCHLORIDE
0.5MGI0.5ML; 2500 UNITSO.5ML;

S3IMGOSML

TRADE NAME

)DOSAGE FORM, ROUTE)

BEN

(INJECTABLE; INJECTION)
BENTYL

(SYRUP; ORAL)

(CREAM TOPICAL)

FLO}

(OINTMENT; TOPICAL)
DOLOBID

(TABLET; ORAL)

(CAPSULE; ORAL)
EMBOLEX

(INJECTABLE; INJECTION)

APPLICANT NAME

MERRELL DON'DON CHEM

MERRELL DOW/DON CHEM

AAPPROVA). DATE EXP. DATE EXP. DATE

10-15-84

07961

10-15-84

17741 3980778

09-14-77 09-14-93

17994 3980778

03-01-78 09-14-93

18445 3714226 8D; D+
041982 08-01-89 04-19-92
3674870

07-04-89

18445 3714226 8D D
041982 08-01-89 04-19-92

3674870
07-04-89

18118 NDF
07-26-52 092486
18118 NDF
07-26-82 092486
IS TSNS
09-24-84 09-24-86
18118 NDF
07-26-82 09-24-86
18885 451458 NC

11-30-84 05-29-01 11-30-87
1v-47
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TABLE IV, NDA'S APPROVED FROM 1-1-82 104-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT)S)
STRENGTH)S)

DIVALPROEX SODIUM

EO S00MG BASE

DOBUTAMINE HYDROCHLORIDE
EO 250MG BASEVIAL
DOPAMINE HYDROCHLORIDE
aOMOML.

DOPAMINE HYDROCHLORIDE.
PODaGDD-

AOMGML
DOPAMINE HYDROCHLORIDE
40HGML

DOXEPIN HYDROCHLORIDE
MG BASE

EO 10MG BAS
DOXEPIN HYDROCHLORIDE
BAS

DOXEPIN HYDROCHLORIDE,
EO 10MG BASE
b

DOSAGE FORM ROUTE
DEPAKOTE

(TABLET, ENTERIC COATED;
ORAL)

DOBUTREX

(INJECTABLE; INJECTION)

DDOPAMINE HCL

(INJECTABLE; INJECTION)
MINE

(INJECTABLE; INJECTION)

DOPAMI

(INJECTABLE; INJECTION)
PAME

(INJECTABLE; INJECTION)
SINEOUAN
(CAPSULE; ORAL)
SINEOUAN

(CAPSULE; ORAL)
SINEOUAN

(CAPSULE; ORAL)
SINEOUAN

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
T3 NE
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2602188
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TALE 1V, NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ERGOLOID MESYLATES

ESTROGENS, CONJUGATED
0.5MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG

ETHINYL ESTRADIOL: LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG: 0.125MG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG; 0.5MG AND 1MG

TRADE NAME
DOSAGE FORM: ROUTE

HYDERGINE LC
(CAPSULE; ORAL)

PREMARIN
(TABLET: ORAL)

NORDETTE-21
(TABLET; ORAL-21)

NORDETTE-28
(TABLET; ORAL-28)

TRIPHASIL-28
(TABLET; ORAL-28)

TRIPHASIL-21
(TABLET; ORAL-21)

ORTHO-NOVUM 10/11-21
(TABLET; ORAL-21)

Google

Iv-51

APPLICANT NAME

SANDOZ PHARMS./SANDOZ
AYERST LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHD

WYETH LABS/AMHO

WYETH LABS/AMHO

ORTHO PHARMACEUTICAL

NDA_NO. PATENT NO.  EMCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP, DATE
18-706 NDF
01-18-83 09-24-86
04-782 NS
01-26-84 09-24-86
18-668 3666858 NC
05-10-82 05-30-89 09-24-86

3850911 -

11:26-91

1959322

11-26-91
18-782 3666858 NC
07-21-82 05-30-89 09-24-86

3850911

11-26-91

3959322

11-26-91
T9-190 3666858 NS
11-01-84 05-30-89 11-01-87

3850911

11-26-91

3959322

11-26-91

3957982

05-18-93
19-192 3666858 NS
11-01-84 05-30-89 11-01-87

3850011

11-26-91

3959322

11-26-91

3957982

05-18-93
18-354 D-5
01-11-82 09-24-86
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IgﬂLE-iV. NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

ETIDRONATE DISODIUM
400MG

TRADE NAME
DOSAGE FORM: ROUTE

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

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

DIDRONEL
(TABLET; DRAL)

DIDRONEL
(TABLET; ORAL)

Google

IV-53

APPLICANT NAME

WYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

NORWICH EATON/PRG

NORWICH EATON/PAG

NDA 0.
APPROVAL DATE

17-802
03-16-76

17-751
08-30-76

17-751
08-30-76

17-831
09-01-727

17-831
07-06-84

PATENT HO.
EXP. DATE

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

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

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

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

EXCLUSTVITY
EXP. DATE

NS
09-24-86



£19-91
86-01-11 AS-81-8088-01-11

33N bbSh298 892-81

26-A-60 28-20-60

BNA;

3LV SD¥3 3LVO € EDY3 SLVO TVOOVSSV
11101SDI0ODY3 'ON 103LVS 00 VGN
SNDSGNV 881005 H3

SNDS GNV 881005 H3,

SNHVHA 3NI-X

SHISOIVHOSI3 110881
VISIG
ATTITSGDHA VISIG
ATTITSGOHA VISIG
SNIS08 HV
SK/5813 TDISIHS
SSTHOTVHOSI3 110881
3NVO 10V31388V
(NDII33CRI S3381133C811
3IVD INVE3 NIXITOSA
INOII33CR] S3I81133C811
3IVONV330 NIXITDHd
(TV31d01 ANV3HS)
NH300SVA

(TV31d01 ANDIINTDS)
OB

(NDIVTVHNI S30SBA'TV)
30 TVNDHS
(801133D"Deel $338VI33D“81)
3AENVINGS

(NDII33C81 A3IS1133C811

A€sVIDa33

3IVHII3 3AE8VID:
(Tva0 Al3Tsvl)
NDITVN

(VD A3108413)
002 ND3TV8
(TVHO 53105d13)
ND3TVS

(TVHD S3SV313H
G3ITDHING 3€ 1318111

INIGNDd

(NDII33CN S318VID3C81)

OIS

INDI133C1 S3181133C81)
VGINV

131D08 ENVOI 30050G1

30VNIGVVI

3NON92

3IVDINVE3 381ZVN3HA033

N2

NONS2
3IVONV33G 381ZVN3HI033
%900

3GINDRI30033

30INDS130033
DRION9200
30ITDS18033

TN3sva ONSV0 03
3IVHII3 3AENVING3
3R3SVE ON900 03
3IVHII3 3AENVINGS
3SVSND.DVDYN 03
NnI3TV3 DYb-D-DYDDDUDYD D
3SVSND.DYiDYD’ 03
NOI3TI3 N330Hd0833
35V ONOOS 03
SOI3TVD 8330HA0833

30IHDID30HGAED 3818VHO33833
3R0N02

301500013

1511031G3V001 30110V
0011VNVO301 11101SD3ODY3 00V 103LVS 3LVIVS0VSSY HLIMS.V00 00V 9801-V 01 20-I'L B"0V3 0310VRV 5.V00
"AI3IOVI



ATV NGREDIENT S

GHELSER L ARORATONIES




3IVGSXI 31VG TVAOVSSY
'ONLOSLVS 'ON VGN
3IVGSXI
ALIAISOTOXI
S31a0vaOEVT 3NvDYoa
SalaolvaoavT aNvBYou
Slla01vaOavT Nava
‘SAS NDIW3IO3N TINI
‘SASNDIIalO3N TINT
XiNaoHdiwmwwnau
OHNVSSITNIIAM
sala0lvaOsvT 110881
ND3IVN

SIINOIVNOSITDYDDYN

DYD-D DYDVD DS

1-D@SIDVO-3DYHVA

TMSIAVGINHVA

INVNLNI3ITSSV

(TVHD AI3Tav)

D-DYID,D-D-DUDDS

(TVHD ABBISVI)

EGIN3SOS0!

(TVHD AI3TSVI)

0IN3O801

(TVHO AI3IOVI)

20NaSOun3

(IVHD EL3ISVD

30IN3SOSOL

(TVHD AI3TSVI)

30IN3SOSOT

(NDII33CNT A3ISIIBOND
IN3SOS01

(NDII33CNI S3I8VI33CND)

OIN3SDSl

(NDIL33CNI ATRVI33CNY)

30IN3SOSal

(IVHD ABBISVI)

30IN3SDHnI

(NDII33CNT S3TSVI33CN])

30IN3SOHO!

(NDII33CNI A3ISVI33CNT)
IN3SDH

(IVHD ABBISVI)

30IN3SO8nl
LILDOV 3€D"P*P73 I0VSOG)
INVN I01VL

ONOD
30IN3SDHal
oNO2
30IN30803
ONOb
30IN30801
3GIN3SDSnl
OoNO2
30IN30801
ONOb
30IN3SDHOI
EGIN3SDHnl
TNANOI
30IN3S08n1

TNONOI
30IN3SDHAl
ONO8

SHIONVLS
LSLLNIIGIVONI IAILOV
NOILVNSOINI ALIAISDTOXI GNV LNILVS ILVIVSOSS8V HIIN STVGN GNV DD-DS-V OL ZD-L-L NOVI GIAOVIVV SVGN



TABLE V. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NOA'S WLTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME H0A KO, PATENT NO.  EXCLUSIVITY

RENGTH DOSAGE FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
FURQSEMIDE FUROSEMIDE KALAPHARM 18-868
20MG (TABLET: ORAL) 06-28-83
FUROSEMIDE FUROSEMIDE KALAPHARM 18-868
40MG (TABLET; ORAL) 06-28-83
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 18-902
10MG/ML (INJECTABLE; INJECTION) 05-22-84
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 19-036
10MG/ML (INJECTABLE; INJECTION) 08-13-84
GEMFIBROZIL LOPID PARKE-DAVIS/W-L 18-422 3674836
200MG (CAPSULE; ORAL) 12-21-81 07-04-89
GEMFIBROZIL OPID PARKE-DAVIS/W-L 18-422 3674836
300MG (CAPSULE; ORAL) 12-21-81 07-04-89
GLIPIZIDE GLUCOTROL ROERIG/PFIZER 17-783 3669966 NCE
SMG (TABLET; ORAL) 05-08-84 04-21-92 05-08-94
GLIPIZIDE GLUCOTROL ROERIG/PFIZER 17-783 3669966 NCE
10MG (TABLET; ORAL) 05-08-84 04-21-92 05-08-94
GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
08-21-92
3507954
04-21-92
3507961
04-21-92
GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
08-21-92
3507961
04-21-92

Iv-57

Google



IV-58.

ACTIVE INGREDIENT 5
STRENOTHLS)
GLYBURIDE

TRADE NAME
DOSAGE FORM' ROUTE
MICRONASE
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
DIABETA
(TASLET; ORAL)
APPLICANT NAME
UPJOHN
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
NDA NO.
APPROVAL DATE

7498

050194
NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV,



TABLE IV, NDA'S APPROVED FRON 1-1-82 TO 4-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

GONADORELIN HYDROCHLORIDE
EQ 0.1MG BASE/VIAL

GONADORELIN HYDROCHLORIDE
EQ 0.5MG BASE/VIAL

GONADOTROPIN, CHORIONIC
2,000 UNITS/VIAL

GONADOTROPIN, CHORIONIC
15,000 UNITS/VIAL

GUANABENZ ACETATE
EQ 4MG BASE

GUANABENZ ACETATE
EQ 8MG BASE

GUANADREL SULFATE
10MG

GUANADREL SULFATE
25MG
HALAZEPAM

20MG

HALAZEPAM

A0MG
HALOPERIDOL

0.5MG

HALOPERIDOL
MG #

TRADE NAME
(DOSAGE FORM: ROUTE)
FACTREL

(INJECTABLE; INJECTION)

FACTREL
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE: INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE: INJECTION)

WYTENSIN
(TABLET; -ORAL)

- WYTENSIN

(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

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

PAXIPAM
(TABLET; ORAL)

-HALDOL

(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

Google

Iv-59

APPLICANT NAME

AYERST LABS/AMHO
AYERST LABS/AMHO

CARTER-GLOGAU LABS
CARTER-GLOGAU LABS
WYETH LABS/AMHO
NYETH'LABSIAMHO
UPJOHN

UPJOHN

SCHERING
SCHERING
MCNEIL PHARM

MCNEIL PHARM

NDA NO.
APPROVAL DATE

18-123
09-30-82

18-123
09-30-82

17-016
12-27-84

17-016
02-15-84

18=-587
09-07-82

18-587
09-07-82

18-104
12-29-82

18-104
12-29-82
17-736
09-24-81

17-736,
09-24-81

15-921
04-12-67

15-921
04-12-67

PATENT ND.  EXCLUSIVITY
EXP. DATI EXP. DAT
1947569 NCE
03-30-93 09-30-92
4110438

08-29-95

3947569 NCE
03-30-93 09-30-92
4110438

08-29-95'

3658993 NCF
04-25-89 09-07-92 _ -
1658993 NCE
04-25-89 09-07-92 -
1547951 NCE
12-15-87 12-29-92
3547951 NCE
12-15-87 12-29-92
3429874

02-25-86

1429874

02-25-86

3438991 NS
04-15-86 09-24-86
3438991

04-15-86
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 TO4-30-85 DND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)

STRENGTH)S)

'HEPARIN SODIUM: SODIUM CHLORIDE

10,000 UNITS'100ML; 450MG/100ML

'HEPARIN SODIUM: SODIUM CHLORIDE

200 UNITS/100ML; S00MG/100ML.
HEPARIN SODIUM: SODIUM CHLORIDE,
200 UNITS/100ML; 900D /461000 Vil
HEPARIN SODIUM: SODIUM CHLORIDE,
200 UNITS/100ML: 900MG/100ML.
HEPARIN SODIUM: SODIUM CHLORIDE,
500 UNITS/100ML; S00MG/100ML.

i
HEPARIN SODIUM: SODIUM CHLORIDE
1,000 UNITS/100ML: BIOMGTOOML
TRADE NAME

(INJECTABLE; INJECTION)
'HEPARIN SODIUM 10,000 UNITS.
IN SODIUM CHLORIDE 045%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
'HEPARIN SODIUM 25,000 UNITS.
IN SODIUM CHLORIDE 045%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)
'HEPARIN SODIUM 1000 UNITS.
‘DD SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
IN SODIUM CHLORIDE 09%
(INJECTABLE; INJECTION)

(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
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TABLE I\ NDYS APPROVED FROM 11162 T0 40155 DID NDA' 1111 APPROPRIXTE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)

B iuc,
HYDROCHLOROTHIAZIDE: TRIAMTERENE

HYDROMORPHONE HYDROCHLORIDE.

(ONTMENT, TomeaL)
(OINTAERT. TomcL)

KNOLL MARNACEUTICAL
EX o0 AN Soxs.

S0 o
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDAA4€™S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY
STRENGTH)S) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DALE
INDOMETHACIN INDOMETHACIN PAR PHARMACEUTICAL 18-829

25MG (CAPSULE; ORAL) 08-06-84

INDOMETHACIN INDOMETHACIN LEDERLE LABS/AM CYAN 18-851

25MG 1 (CAPSULE; ORAL) 05-18-84

INDOMETHACIN INDOMETHACIN LEDERLE LABS/AM CYAN 18-851

50DeeG (CAPSULE; ORAL) 05-18-84

INDOMETHACIN INDOMETHACIN MYLAN PHARMS 18-858

25PeG (CAPSULE; ORAL) 04-20-84

INDOMETHACIN INDOMETHACIN MYLAN PHARMS 18-858

50beG (CAPSULE; ORAL) 04-20-84

INDOMETHACIN INDOMETHACIN PARKE-DAVIS/W-L 18-806

25MG (CAPSULE; ORAL) 11-23-84

INDOMETHACIN INDOMETHACIN PARKE-DAVIS/0-L 18-806

50beeG (CAPSULE; ORAL) 11-23-84

INDOMETHACIN SODIUM TRIHYDRATE INDOCIN I. V. MS&D/MERCK 18-878
EO IMG BASE/VIAL (INJECTABLE; INJECTION) 01-30-85

IODAMIDE MEGLUMINE RENOVUE-DIP ER SOUIBB AND SONS 17-903 1-6

24% (INJECTABLE; INJECTION) 07-10-78 09-24-86

10DbPe1DDb+ MEGLUMINE RENOVUE-65 ER SOUIBB AND SONS 17-902 1-6

65% (INJECTABLE; INJECTION) 07-24-78 09-24-86

IODOHIPPURATE SODIUM, NEPHROFLOW MEDI-PHY SICS 18-289 8D ;b

1-123 (INJECTABLE; INJECTION) 12-28-84 12-28-89

IMCI/ML

IODOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-076 3654272
9.9% (INJECTABLE; INJECTION) 08-14-81 04-04-89

IO0OOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-077 3654272
40.3% (INJECTABLE; INJECTION) 08-14-81 04-04-89

IV-65
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFGRMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME HDA NO. PATENT NO.  EXCLUSTVITY
STRENGTH(S) (DQSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE P. DATE

LABETALOL HYDROCHLORIDE NORMODYNE SCHERING 18-687 4012444 NCE
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4006755
01-03-95

LABETALOL HYDROCHLORIDE NORMODYNE SCHERING 18-6B6 4012333 NCE
SMG/ML (INJECTABLE; INJECTION) 08-01-84 03-15-94 08-01-94
4006755
01-03-95
4328213
05-04-99

LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
200MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4006755
01-03-95

LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
300MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4006755
01-03-95

LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4006755
01-03-95

LACTULOSE CEPHULAC MERRELL DOW/DOW CHEM 17-657 3461204
10GH/15ML (SYRUP; ORAL) 03-25-76 08-12-86
3867524

02-18-92

3860708

01-14-92

3860707

01-26-88

IV-67
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

LOXAPINE SUCCINATE
EQ 50MG BASE

MAFENIDE ACETATE
EQ 85MG BASE/GM

MAGNESIUM ACETATE TETRAHYORATE; POTASSIUM
ACETATE; SODIUM CHLORIDE
32MG/100ML; 128MG/100ML: 234MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC: SODIUM

ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;

SODIUM PHOSPHATE

J0MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/100ML; 500MG/100ML;
12MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/T00ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/T00ML: 222MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
' SODIUM ACETATE:; SODIUM CHLORIDE: SODIUM
GLUCONATE

IOMG/T100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML ; 500MG/100ML

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

TRADE NAME
DOSAGE FORM: ROUTE

X
LOXITANE
(CAPSULE; ORAL)

SULFAMYLON
(CREAM; TOPICAL)

PLASMA-LYTE 56 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

ISOLYTES PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

Google

APPLICANT NAME

LEDERLE LABS/AM CYAN
WINTHROP LABS/STERL

TRAVENOL LABS

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

TRAVENOL LABS

HDA NO.
APPROVAL DATE

17-525
02-25-75

16-763
01-24-69

19-047

06-15-84

19-006
04-04-84

17-637
07-08-82

18-406
07-08-82

19-024
06-08-84

19-326
01-25-85

PATENT NO.
EXP, DATE

3546226
12-08-87

3497599
01-26-88

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV, NDA'S APPROVED FROM 1-1-82 104-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)

STRENGTH S

METAPROTERENDL SULFATE

MGINH
METAPROTERENOL SULFATE
10MGISML

METHYLPHENIDATE HYDROCHLORIDE
20MG.

METOCLOPRAMIDE
EO 5MG BASE/SML.
METOCLOPRAMIDE HYDROCHLORIDE
EO SMG BASEML

METOCLOPRAMIDE HYDROCHLORIDE
EO 10MG BASE

METOPROLOL TARTRATE

PODaG

‘TRADE NAME

)DOSAGE FORM; ROUTE)

ALUPENT

(TABLET; ORAL)

ALUPE}
(AEROSOL; INHALATION)
ALUPENT

(SYRUP; ORAL)

ALUPENT

(SOLUTION; INHALATION)
AL

(SOLUTION; INHALATION)
(TABLET; ORAL)
METHYLDOPA

(TABLET; ORAL)
RITALIN'SR

(TABLET, CONTROLLED
RELEASE; ORAL)

REGLAN
(SYRUP; ORAL)
(INJECTABLE; INJECTION)
REGLAN

(TABLET: ORAL)
RESSOR

(TABLET; ORAL)
APPLICANT NAME
BOEHRINGER INGELHEIM
'BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
'BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

APPROVAL DATE EXP. DATE EXP. DATE
15§74 3422196
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ACTIVE INGREDIENT(S)
STRENGTH(S)

METRONIDAZOLE
500MG
METRONIDAZOLE

250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
S00MG/100ML

METRONIDAZOLE
SO0MG/ 1 00ML

METRONIDAZOLE
50QMG/100ML

METRONIDAZOLE
“500MG/100ML

METRONIDAZOLE
500MG/ 1 00ML

HMETRONIDAZQLE
500MG/100ML

METRONIDAZOLE
500MG

TRADE NAME
DOSAGE FORM: ROUTE

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ODRAL)

METRONIDAZOLE
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

METRONIDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC

CONTAINER
(INJECTABLE; INJECTION)

METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU -
(INJECTABLE: INJECTION)

FLAGYL I.V. RTU
IN PLASTIC CONTAINER
[IN.J!ECTAELE'. INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

Google

IvV-73

APPLICANT NAME

DANBURY PHARMACAL
BARR LABORATORIES
BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES

ABBOTT LABORATORIES
AM MCGAW/AM HOSP

ELKINS-SINN/AHROBINS

SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

TABLE IV, NOA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATTON

ADA MO, PATENT MO,
APPROVAL DATE  EXP. DATE

18-764
12-20-82

18-818
02-16-83

18-818
02-16-83

18-845
08-18-83

18-871
03-02-83

18-871
03-02-83

18-889
11-18-83

18-890
11-18-83

18-900
09-29-83

18-907
03-30-84

18-353
05-29-81

18-657
12-24-81

18-930
08-18-83

EXCLUSTVITY
EXP. DATE

-1
12-20-87

I-n
12-20-87
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999A, 148 68221
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0A96888
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16-10-01
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAKE APPLICANT NAME NDA NO. PATENT NO,  EXCLUSIVITY
STRENGTH(S) DOSAGE FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
MINOXIDIL LONITEN UPJOHN 18-154 3461461
10MG (TABLET; ORAL) 10-18-79 08-12-86
MOLINDONE HYDROCHLORIDE HOBAN DUPONT PHARMS/DUPONT 17-11 3491093
SMG (TABLET: ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
10MG {TABLET; ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-1m 3491093
25MG (TABLET; ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-11 3491093
50MG (TABLET; ORAL) 01-05-81 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-1 3491093
100MG (TABLET; ORAL) 01-05-81 ' 01-20-87
HOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093
20MG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87
MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D-8
0. 5MG/ML (IMJECTABLE; INJECTION) 09-18-84 09-24-86
MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D-8
TMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86
NADOLOL CORGARD ER SQUIBB AND SONS 18-063 1962021
40MG (TABLET; ORAL) 12-10-79 09-21-93
1935267
07-27-93
NADOLOL CORGARD ER SQUIBE AND SONS 18-063 3982021
_-BOMG (TABLET: ORAL) 12-10-79 09-21-93
3935267
) , 01-27-93
NADOLOL CORGARD ER SQUIBE AND SONS 18-063 3982021
120MG (TABLET; ORAL) 12-10-79 , 09-21-93
3935267
01-27-93

Iv-75

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT §

STRENGTH S

NALIDIXIC ACID

250MG/SML.

NALOXONE HYDROCHLORIDE ‘D

IMG/ML

NALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE

0.5MG; EO SOMG BASE

NALTREXONE HYDROCHLORIDE

TRADE NAME
DOSAGE FORMI ROUTE

GGRAM
(SUSPENSION; ORAL)
NARCAN

(INJECTABLE; INJECTION)

TALWIN NX
(TABLET; ORAL)

TREXAN

(TABLET; ORAL)
NAPROSYN

(TABLET; ORAL)
NAPROSYN

(TABLET; ORAL)
NAPROSYN

(TABLET; ORAL)
APPLICANT NAME
WINTHROP LABS/STERL
DDUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR

SYNTEX PR

SYNTEX PR

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17430 3590036

04-17-73 062988

164636 NS

06-14-82 09-24-86

18733 4105659 8D}

12-16-82 08-08-95 09-24-86
18932 8D;D*

112084 1120-89

17581 3998966 NS

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

09-09-92

17-581 3998966
03-1176 122193
4009197

09-09-92

4001301

09-09-92

3904682

09-09-92

17-581 3998966
07-18-80 1221-93
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 BDND NDAA&€"S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF

0.8MG/ML (INJECTABLE; INJECTION) 01-19-83 09-24-86

NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 8D b+

25P@G (CAPSULE; ORAL) 12-31-84 12-31-89

NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE

50MG (CAPSULE; ORAL) 12-31-84 12-31-89

NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405

SMG (TABLET; ORAL) 04-21-82

NORGESTREL OVRETTE NYETH LABS/AMHO 17-031 3666858

0.075MG (TABLET; ORAL) 10-23-73 05-30-89

3850911

11-26-91

3959322

11-26-91

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305

EO 10MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HY DROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305

E0 25DeG BASE (CAPSULE; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HY DROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305

EO 10MG BASE/SML (SOLUTION; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
EO 10MG BASE/SML (SOLUTION; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EO 10MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EO 25PeG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
E0 75MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92

IV-79
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREOIENT(S)
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
S0DIUM BICARBONATE;
SODIUM CHLORIOE;

SODIUM SULFATE
1Z06M/ PACKET ;

1.49GM/PACKET;
3.366M/PACKET;
2.92GM/PACKET:
11.366M/PACKET

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE
SODIUM BICARBGNATE;
SODIUM CHLORIDE;

SODIUM SULFATE
227.1GM/PACKET;
2.82GM/PACKET;
6.36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET

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

SODIUM SULFATE
360GM/PACKET;

4. 47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.086M/PACKET

POLYTHIAZIDE; PRAZ0SIN HYDROCHLORIDE
0.5MG; 1MG

TRADE NAME
DOSAGE FORM: ROUTE

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
{POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

Google

Iv-83

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFI2ER LABS/PFIZER

ADA MO,

APPROVAL DATE

18-981
10-26-84

18-983
10-26-84

18-983
10-26-84

17-88é
06-13-80

PATENT hQ.

EXP. DATE

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

EXCLUSIVITY
EXP, DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 4-30-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

FOTASSIUM CHLORIDE; SODIUM CHLORIDE
75MG/T100ML ; 900MG/ 100ML

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

POTASSIUM CHLORIDE; SODIUM CHLORIDE
220MG/100ML ; 900MG/ 1 00ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; SOOMG/100ML

PRALIDOXIME CHLORIDE
J00MG/ML

PRALIDOXIME CHLORIDE
300MG/ML

PRAZEPAM
20MG

PRAZIQUANTEL
600MG

PRAZOSIN HYDROCHLORIDE
5MG

TRADE NAME
DOSAGE FORM: ROUTE

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

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE:; INJECTION)

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

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

PROTOPAM CHLORIDE
(INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; ORAL)

BILTRICIDE
(TABLET; ORAL)

MINIPRESS
{CAPSULE; ORAL)

Google

APPLICANT NAME

AM MCEAH."’M HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP

AYERST LABS/AMHO
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES

PFIZER LABS/PFIZER

IV-85

104 M0,

PATENT NO.

EXCLUSTVITY

APPROVAL DATE  EXP. DATE  EXP. DATE
18-722
11-09-82
18-722
11-05-82
18-722
11-09-82
18-722
11-09-82
18-799 NDF
12-13-82 09-24-86
18-986 NDF
12-13-82 09-24-86
18-142 NS
05-10-82 09-24-86
18-714 4001411 NCE
12-29-82 01-04-94 12-29-92
17-442 3511836
06-23-76 05-12-87

3663706

05=-16-89

4092315

05-30-95

4130647

12-19-95
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TABLE V. NDA'S APPROVED F

ACTIVE INGREDIENT(S)
STRENGTH(S)

PROPRANOLOL HYDROCHLORIDE
BOMG

PROPRANOLOL HYDROCHLORIDE
90MG

PROPRANOLOL HYDROCHLORIDE
120MG

PROPRANOLOL HYDROCHLORIDE
160MG

PROTEIN HYDROLYSATE
5%
PROTAMINE SULFATE

250MG/VIAL

PROTIRELIN
0. 5MG/ML

PROTIRELIN
0. 5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

RANITIDINE HYDROCHLORIDE
EQ 150MG BASE

RANITIDINE HYDROCHLORIDE
EQ 25MG BASE/ML

TRADE NAME
DOSAGE FORM: ROUTE

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL LA
{CAPSULE, CONTROLLED
RELEASE; ORAL)

AMINOSOL 5%
{INJECTABLE; INJECTION)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

ZANTAC
(TABLET; ORAL)

ZANTAC
(INJECTABLE; INJECTION)

Google

APPLICANT NAME

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

ABBOTT LABORATORIES
UPJOHN

ABBOTT LABORATORIES
HOECHST-ROUSSEL

ROERIG/PFIZER

GLAXO

GLAXO

Iv-87

HOA N0.
APPROVAL DATE

18-553
04-19-83

16-418
10-18-82
18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-413
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12-30-71

18-703
06-09-83

19-090
10-19-84

1-1-82 10 4-30-85 AND ﬂDA' WITH APPROPRIATE PATENT AND EX LUSTVITY INFORMATION

PATENT NO.
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

EXCLUSIVITY
EXP, DATE

NDF
09-24-86

NS
09-24-86
NDF
09-24-36

NDF
09-24-86

NS
09-24-86

NCE
06-09-93

NCE
06-09-93
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH S

SODIUM CHLORIDE

9MG/ML

SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
2.5MEO/ML
SODIUM CHLORIDE
3GM/100ML.
SODIUM CHLORIDE
SGM/100ML.
SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
9IMG/ML

SODIUM IODIDE. 1-123
1

00 U
SODIUM IODIDE, k123
200 UCT

TRADE NAME
YDOSAGE FORM; ROUTE)
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM I0DIDE 1123
(CAPSULE; ORAL)

SODIUM IODIDE I 123
(CAPSULE; ORAL)

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES
TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM

NDA N. PATENT NO. EXCLUSIVITY
APPROVALLDATE EXP. DATE EXP. DATE
18497

02-19-82
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TABLE 1V,

ACTIVE INGREDIENT(S)
STRENGTH(S)

STREPTOZ0CIN
1GM/VIAL

SUCRALFATE
1GM

SUFENTANIL CITRATE
EQ 0.05MG BASE/ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZO0LE; TRIMETHOPRIM
BOOMG; 160MG

SULFAMETHOXA20LE: TRIMETHOPRIM
200MG/5ML ; 40MG/5ML

SULFAMETHOXAZ0LE; TRIMETHOPRIM
200MG/SML ; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
BOMG/ML; 16MG/ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; B80MG

SULFAMETHOXAZ0LE; TRIMETHOPRIM
BOOMG; 160MG

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

SULFAMETHOXAZ0LE: TRIMETHOPRIM
200MG/5ML; 40MG/SML

NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TRADE NAME APPLICANT NAME
DOSAGE FORM: ROUTE

ZANOSAR UPJOHN
(INJECTABLE; INJECTION)

CARAFATE MARION LABORATORIES
(TABLET; ORAL)

SUFENTA JANSSEN PHARMA
{INJECTABLE; INJECTION)

BACTRIM HOFFMANN=-LA ROCHE
(TABLET; ORAL)

BACTRIM DS HOFFMANN-LA ROCHE
(TABLET; ORAL)

BACTRIM HOFFMANN-LA ROCHE
(SUSPENSION; ORAL)

BACTRIM PEDIATRIC HOFFMANN-LA ROCHE

(SUSPENSION; ORAL)

BACTRIM HOFFMANN-LA ROCHE
(INJECTABLE; INJECTION)

SULFAMETHOXAZOLE AND DRUMMER/PHOENIX
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZ0LE AND DRUMMER/PHOENIX
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFATRIM PEDIATRIC NATL PHARM MFG/BARRE
(SUSPENSION; ORAL)

SULFATRIM NATL PHARM MFG/BARRE
(SUSPENSION: ORAL)

Iv-91

Google

NDA MO,
APPRQVAL DATE

17-961
05-07-82

18-333
10-30-81

19-050
05-04-84

17=377
07-30-73

17-377
03-01-78

17-560
04-16-75

17-560
12-10-79

18-374
06-23-81

18-598
05-19-82

18-598
05-19-82

18-615
01-07-83

18-615
01-07-83

PATENT M0,
EXP. DATE

3432489
03-11-86

3998834
12-21-93

REZ8636
06-02-87

REZ8636
06-02-87

RE286136
06-02-87

RE28636
06-02-87

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

EXCLUSTVITY
EXP. DATE

NCE
05-07-92

NCE
05-04-94

I-21

-09-24-86

I-21
09-24-86



26D1D°

06-80-10 82-22-60
8199228 11621

6181998 11621
98-12-60 88-12-90
SGN 290-88
98-12-60 88-90-10
508 ELO-LD

3110'8DY3 3110 'SD¥3 3110 11103881
111115013D¥3 01 113118 ' N VGN
DYIHINOSSS

X3H3N/0858

1131103318HVHS HVI08
VI3VNHVHA/VI3VNHVHA

90HG H3H113D

90HG 83H1138

TI3VNHVHA THOSNVO
11318HVEd THOSNVO

811 15VH3018

811 15VHB018

3111111311881

(1VHD ABIBVI)

TIHONII3

(IVHD 5131811)

11HO8113

(1IVHD
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(IVHO 5131811)
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81HAOR13NIHI

8 3TDZIDYODI3NIS105
(1VHO ABIBV.L)

81983HI5 318000 8IHIDS13NIHI
GNI 3TD21DYOSI3NI5105
(IVHO 5131811)
81HdO13N1HI

GNI 3TDZIDYOPI3NI5105
(1VHD 5801583d505)
3IHIIG3 d81-285

(1VHO 5801583d505)
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311130131

ONOO

2
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ONO91
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ONO09
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ON091 SON00S

81HAOS13N1HI S3TDZVDY¥DHI3NIS105
ONO8 S0N000

81HAOSI3NIHI 5310Z1DYOD13NI5105
98091 10NOOS

$1Hd0813NIHI S3TDZVDYDHI3NIS105
ONOS SON0Ob

SIHIDSI3NIHI S3TDZVDYODI3NV5105
INS/O801 53NS/08002

SIHADSI3NIHI 53TDZVD¥DHI3NVS105
TNS/ON0O A3N9/ONOD2
NIHAOHI3NIHI 53TDZVDYDHI3NV5105
S 1LOI3VIS

S LO3IGIVONI 301131
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

SUTILAINS
82,000 UNITS/GM

TECHNETIUM, TC-99M SODIUM PERTECHNETATE

GENERATOR
0.22-2.22CI/GENERATOR

TECHNETIUM, TC-99M, ALBUMIN COLLOID

KIT
N/A

TECHNETIUM, TC-99M, DISOFENIN KIT
N

TECHNETIUM, TC 99N,
PYROPHOSPHATE KIT
N/A

TECHNETIUM, TC-99M, GLUCEPTATE KIT

N/A

TECHNETIUM, TC-99M, MEDRONATE

N/A

TECHNETIUM, TC-99M, MEDRONATE

N/A

TECHNETIUM, TC-99H, SUCCIMER KIT
N/A 7

TERBUTALINE SULFATE
0. 2MG/INH

TRADE NAME
DOSAGE FORM: ROUTE

TRAVASE
(OINTMENT; TOPICAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE

(INJECTABLE; INJECTION)
HEPATOLITE

(INJECTABLE; INJECTION)
PHOSPHOTEC

(INJECTABLE; INJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOLITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

MPI DMSA KIDNEY REAGENT
(INJECTABLE: INJECTION)

BRETHALRE
AEROSOL: INHALATION)

Google

APPLICANT NAME

TRAVENOL LABS

ER SQUIBB AND SONS

MED DIAG/ME NUCLEAR

MED DIAG/ME NUCLEAR

ER SQUIBB AND SONS

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

MEDI-PHYSICS

GEIGY/CIBA-GEIGY

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
12-828 3409719
06-12-69 11-05-85
17-319 1-31
06-03-74 09-23-86
18-263
03-25-83
18-467 NP
03-16-82 09-24-86
17-680 1-9
10-20-76 09-24-86
18-272
01-27-82
17-972
12-16=-77
18-335
08-05-82
17-944 4208398 NP
05-18-82 06-17-97 09-24-86
4233285
11-11-97
18-762 1937838 NDF
08-17-84 02-10-93 09-24-86
4011258
03-08-94
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sbs-0l
981260 28-10-20
SNOI81
NED-DDY%NDY
D921 10NE
86-01-20 10-08-11

SAY-olz0 92-Agl-so
88868 evs L
vs-so-Eo

860120 NGD-D-DRDY
8582868 99b- AL
NED-DDYND%

86-01-20 BAGIASO

3110°SDY3 3110'8X1 3110 1103881
11015013D¥3 01 113118 'ON VGN
NSH3OIGVHNVHSHINY

SUSISHGN

19139 181319139
19139-181319139
19139-181319139

$3D3 MDGMDG TISHHIN

N3H3 MOOMDD TI3HHIN

N3H3 MDGMDG TISHIN

N3H3 MOMDG TT3HH3N

31111311881

(NOUIZ3CNI S3181133C81)

102 11 301HDTHS 50011181

(NOLIZ3CNI S3I81133CNT)
102 11 301HDTHS S0031VHI

(NOLIZ3CNI S3IS1133CNT)

INISI3HS

(TVHD Al3lav)

D-DUID%ID-D%D®

(IVHO AI3IBVT)

(IVHO ABBISIT)

HISI3IHS

(1HD 131811)

11813158

(S01133CN1 53181133G81)
1I8I3IHS

(NOIVTVHNI ATOSOH311
1I8I3IHS

131D0V 51V01 3015001
11301V1

313D

102-11'301HOTHS 001 TVD 1

NN

102-11 '301HO3H3 500311D 1
3115105

INONI
NI
38111108831
NIIIOSH3]
3INIHIOSH3]
9852
ENTE
TNONL
3NIIIOSH3]
110820
3INTHI08831

151113103VONI 301131
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TABLE IV. NDA'S APPROVED FROM 1-1-02 TO 4-30-85 BND NDA&€™S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663

5MG (TABLET; ORAL) 11-25-81 04-11-89

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663

10MG (TABLET; ORAL) 11-25-81 04-11-89

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663

20MG (TABLET; ORAL) 11-25-81 04-11-89

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085

EO 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97

3655663

04-11-89

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085

EO 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97

3655663

04-11~89

T3CAINIDE HYDROCHLORIDE TONOCARD MS&D/MERCK 18-257 4218477 NCE
400MG (TABLET; ORAL) 11-09-84 08-19-97 11-09-89

4237068

12-02-97

TOCAINIDE HYDROCHLORIDE TONOCARD MS&D/MERCK 18-257 4218477 NCE
600MG (TABLET; ORAL) 11-09-84 08-19-97 11-09-89

4237068

12-02-97

TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894

100MG (TABLET; ORAL) 11-02-84

TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894

250MG (TABLET; ORAL) 11-02-84

TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894

500MG (TABLET; ORAL) 11-02-84

T3LAZOLINE HYDROCHLORIDE PRISCOLINE CIBA/CIBA-GEIGY 06-403
25MG/ML (INJECTABLE; INJECTION) 02-22-85

IVA95
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ACTIVE INGREDIENT(S)
STRENGTH(S)

TRILOSTANE
30MG

TRILOSTANE
GOMG

TRIMETHOPRIM
200MG

TRIMETHOPRIM
200MG :

TRIMETHOPRIM
100MG

TRIMIPRAMINE MALEATE
EQ 100MG BASE

VECURONIUM BROMIDE
10MG/VIAL

VERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

\?EIEAZPAHIL HYDROCHLORIDE
2. 5MG/ML

TRADE NAME
£ FORM: ROUTE

MODRASTANE
(CAPSULE; ORAL)

HODRASTANE
(CAPSULE; ORAL)

PROLOPRIM
(TABLET; ORAL)

TRIMPEX 200
(TABLET; ORAL)

TRIMETHOPRIM
(TABLET; ORAL)

SURMONTIL
(CAPSULE; ORAL)

NORCURON (NC-45)
(INJECTABLE; INJECTION)

ISOPTIN
(TABLET; ORAL)

ISOPTIN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(INJECTABLE; INJECTION)

Google

Iv-97

APPLICANT NAME

WINTHROP LABS/STERL
WINTHROP LABS/STERL
BURROUGHS WELLCOME
HOFFMANN-LA ROCHE
BIOCRAFT LABS

IVES LABS/AMHO

ORGANON /AKZONA

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

SEARLE PHARMS

NDA MO,
APPROVAL DATE

18-719
12-21-84

18-719
12-21-84

17-943
07-14-82

17-952
11-09-82

18-679
07-30-82

16-792
09-15-82

18-776
04-30-84

18-593
03-08-82

18-593
03-08-82

18-817
09-10-84

18-817
09-10-84

18-925
03-30-84

PATENT NO.
EXP. DATE

3553212
01-05-88
4237126
12-02-97
4297351
10-27-98

EXCLUSIVITY
EXP. DATE

NCE
12-21-89

NCE
12-21-89

NS
09-24-86

NS
09-24-86

NS
05-24-86

NCE
04-30-94

NR
09-24-86

NR
09-24-86
NR
09-24-86

NR
09-24-86
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