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FOOD AHD 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 Evaluations,
5th Edition (the List], to cover interim revisions to the amnual pubTication
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 Tists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectively without the current cumulative

supplement. Users may wish to place an asterisk (*) in the List to the 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 suppTement need be referenced.

A. DRUG PRODUCT LIST

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

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

Context information on drug products is provided in each cumulative
suppTement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Tocated to the right of
the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumuTative supplement. Additions new to the current cumulative supplement
are indicated by the symbol »_a00 > +to the left of the Tine on ss*nﬁ new
information exists. The >_200> symbol is dropped in subsequent cumulative
supplements for that item.
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C.

Products Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisoTone acetate.
[topical anti=infectives for
dermatologic use]
neonycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled releasesoral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP 17, 1584 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAHE) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire Tine of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
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 1ist of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Former AppTicant (Name) New Applicant (Name) Mew Abbreviated Name

OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D.

ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."

Google



AL .

*spooy J0 saLbolorq “saaLAap |edsLpaw Se papJdebaa

mou s3anpodd pue fpeodqe £|810S pajaydew as0y} $5403nqLa3sip Aq pajadJew sjonpoad Bnap panoudde asouyz

aJe 0S|e papnLox3 *paplAodd Jou aJe MALA3J [$3Q Y3 ul Buppuad [[L3S s3onpodd jOo sjuno) *3ay DLJBMWS0) pue
sBn.q *poo4 [eJ3paq Y3 JO /0§ PUR §O§ SUOLIDIS JIPUN SSIUDALYIBLJD pue A3248S y30q JOJ paroddde szonpouad
Gnap pajayJew K| leoL}sswop jO pasodwod 3SL] 9y} wodj saiJobajes |edsaaas up sjunod sapiaocdd juodad sLyl

JUNC) JoNpodd Bnag

*uopyeurquod e 30 jded 4o juatpaubul
albuls e se 4syjle jonpoad Bnap ® UL 3SN Joj S8JEIG Palluf) Ayl ul (punodwod jusded By} JO SALJEALIP
40 49353 “3]es ® SE 40 punoduwod juaJded 2yj Se 43y3Ld) paroddde usaq ALSnoraaad jou sey A39LOW BALIOR AYL

A313U3 Je[ndaloy MaN

*lWeu dped3 J0 Jtdauab Jaepnorided ® J43pun WALJ

e AQ pajajyJew uolL3eJd3sSLuULwpe jo 33nod uaalb e Jojy yjbueuizs pue waoy abesop oLjLoeds e up papraoad *jonpoud
Uojjeulquod e se J40 A7pJuad ajbuls e se J8Yl|d (SBALIRALJISP puR S13]S® °S}[eS S3} pue A3LJus Je|ndalow
SapnjouL) AjaLow dALJ0R Ue JO 3SL7 3onpodd Bnag 2yl up uopjejuasaadad ayy sp qonpoud Bnup e fjuodad spyy Jog

uoLjLuL jag 3anpodd bnudg

*s3onpodd 924n0s a|BuULS pue 324N0SLILNW A0J S3UN0D A|4ajJdenb ay3 ul pajodlsad S| sabueys

KaoBajed pue suoLje|ap *SUOLILPPe [LE WO4s S| NSad ey} ureb 3au ayj “UoASMOH °*BSUPA @ILA pue 3dJunos albuis
03 32Jnosi}Lnw wodj sabueys £10633ed 3991434 J0U SIOP 340dad Ayl “Jajdenb ay3 uryiLMm yjuow yoea Buranp adunos
316uLs 40 224n0SLI[NWU JBY3Ld Se sjonpodd jo [eAoddde uL spuadl (g) °pue fs3onpodd jo BupjayJew panujjuodsip

PUR SNJe}S JIIUN0I-BY}=-43A0 03 uopjdiadsadd wods sabueyd ¢jeaoudde Jo |emedpyiLMm JO 3ILNS3J BUY3 SE ISLT Y LIS
percwad Gupaq ade Jey3 sjonpoud (Z) £3517 2yl 03 Pappe aJe yaLym sionpodd Gnup pajsydewad pue aAljIerie ISIg
‘panoadde A mau (|) se sBuLy3 yons aAUaSqO 03 3|qe 3¢ PLNOYS SJIsSn ‘°g UOL3D35 Japun pajuasaud ejep ayj wodg

140434 40 3sN

*A3LAL30R ALyjuow SapLAOLd g UDL3I9S I|LUM elep

KlJ4ajdenb pue aup|aseq apiAodd [|LM 840434y} °y UOLIIDS “$3, ALnp Bulmo[loj potdad yjuow-asdyl yoea °y uoL3deg
uL Jeadde [||M ejep jo uunjod mau y -juswad|ddns 8Al}e|nuNI JuaJJNI Y3 UL S3onpodd 01 -g UOLJOBS pue 3SL7

aY3 up sponpoud 3yj 03 SJajad -y UOLIDSS -SUOLPIBS oM} UL Jeadde sjunod ayj “juswejddns aALjR[NWND JUBLAND
2Y3 pue 3517 3anpodd Bnag Y3 UL UOLIBMIOJUL 3onpoad WOL) PIALJAP S3UNCD AJeulins SopLAOJd jJodad Bupmo[[od 3yl

LY0d3¥ 40 NOILJIHIS3A

G 1811 J.JllﬂDHd IN¥a IHL Y04 SINNOD 40 L¥0d3¥ (fI1F



REPORT OF

COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE® !}
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIYALENT
EXCEPTIONS (2}

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

DRUG PRODUCTS ADDED:
NEWLY APPROYED
DESI EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
WITHDRAWN APPROVAL
RX TO OTC 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

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (1l.e.,

FROM MORE THAN ONE APPLICANT)

(Z) AMINO ACID=CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE

Google

JULY '84 (BASELINE)

7415
2005 (27.0%)
5410 (72.9%)
4393 (59,2%)
999 (13.4%)
18 ¢ 0.3%)

293

7

OCT '84

609
2045 (26,9%)
5564 (73.1%)
4497 (59,|%)
1032 (13,58
26 ¢ 0,3%)

4
300

ACTIVITY FOR SUPPLEMENT NUMBER 5

NOV '84
65
65
0
0
1
0
0
|
64
s
49
2
0

2

v

DEC

68

68

42

' 84

68
0

o

5

54

16
12
42

1=5 OF THE LIST)

JAN 'B5

54

(-]

0

0

AVAILABLE

CUMULATIVE
187

187

0

0
9

0

2

7
178
54
133
9

2

7
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '84 = JANUARY ‘85

ACEBUTOLOL HYDROCHLORIDE (PASE 3-1) ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)
CAPSULE; ORAL TABLET; ORAL
SECTRAL FLELTEST)
IVES LABS/AMHD EQ 200MC BASER N 18917 oxyery
EQ 400MG BASEX N 18917 AL HALSEY DRUG 325MG3EMER H 87463
ACETAMINOPHEM; BUTALBITAL (PAGE 3-1) ACETIC ACID, GLACIAL (PAGE 3=3)
TABLET; ORAL SOLUTION/DROPS; OTIC
BUTALBITAL AND ACETAMINOPHEN ABETIC AGTD
DANBURY PHARMACAL  325MG350MGH N 87550 AT THAHES PHARMACAL m N 83638
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1) ACYCLOVIR (PAGE 3-&)
CAPSULE; ORAL >_ADD >  CAPSULE; ORAL
ESGIC >_ADD > ZOVIRAX
GILBERT LABORATORIES 325MG350MG; 40MGX N 88825 >_ADD > BURROUGHS WELLCOME  200MGX N 18828
TABLET; ORAL
ESRIC ALLOFURINOL (PAGE 3-5)
2B GILBERT LABORATORIES B25MD3S0ITGH4& MG N 87629
FYORYEEY TABLET; CRAL
B SAMDOZ PHARMS/SAMNDOZ 325M5350MB;GOMGH H 83516 ALLOFURTIAL
>_A0D > REPAY ] BOLAR PHARMACEUTICAL 100MGN H 18261
>_ADD > AB DH GRAHAM LABS B2ENBIEOMALGOEIY N 8780% AB 3o0M5R H 18241
A8 CHELSEA LABORATORIES H 1878%
AB 3007iGM M 18785
ACETAMINOPHEMW; CODETNE PHCSPHATE (PAGE 3-1) A8 DANBURY PHARMACAL 100K H 18832
A8 300MGH H 18877
TABLET; ORAL
> DLT > JAdet At idaba W "dediiie " ilddiidTE d 4/
ACETAMTHOCH™N AYD CONEENT MITSTPATE AMDINOCILLIN (PAGE 3-6)
>_ADD > A4 ZENITH LABORATORIES SCONGISC'S H 87023
— e INJECTABLE; INJECTION
COACTIN
ACETAMINOPHEH; HYDROCODOME BITARTRATE (PAGE 3-2) HOFFHMANN-LA ROCHE  250MG/VIALW N 50565
500MG/VIALX N 50565
TABLET; ORAL AGM/VIALE N 50565
HYDROCABANE BTTARTRATE W/ ACETAMTROPHEN
28 BARR LABORATORIES  SOCMG;SHMGH M 88577
AHMIKACIN SULFATE (PAGE 3-6)
ACETAM: 11 H Y YDROCHLORIDE (PAGE 3-2) INJECTABLE; INJECTION
AMIKIN
CAPSULE; ORAL ERISTOL LABS/B-M EQ 50MG BASE/MLE N 62562
TYLOX EQ 250MG BASE/MLM H 62562
MCHEIL PHARM S00MG ;5MEH N 88790
TYLOX-325
MCNEIL PHARM 325MG ;SHEn H 88246
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEHENT NUMBER 5 / AUGUST '84 - JANUARY '85

SPI i FF i PROI PHI R

CAPSULE; ORAL
PROFOXYFHEHE COMPOL'ND 65

2A ZENITH LABORATORIES F3hGiZ2.eMBissvow

PROFOMYFHFNE HEL K/ ASPIRTH AMD CAFFEIHE
BA CHELSEA LABORATORIES IRONGIZ2.GMGIEEMEN

ASPIRIN; ngmucaagAml_ (PAGE 3-17)
TABLET; ORAL

> DLT > mmmqgs;m; ‘W) CAdrddii/
>_ADD_> BETHCCARBAMOL AWD ASPIRIN
BENZOYL PEROXIOE; ERYTHROMYCIN (PAGE 3-21)
GEL; TOPICAL
BENZAMYCIN

DERMIK/RORER=-AMCHEM 5X;3%n

/ge Aiide ] ‘AEcid e/ (PAGE 3-21)

/14 ﬁﬁfi . B,
E)E i %ﬁiﬁﬁf 1800638, 12806/

T OPIOMATE (PAGE 3-22)
OINTHENT; TOPICAL
FHATREX
£8 SAVAGE LABS/BYK-GLDN EQ_0.05# BASEM

BETAMETHASOME DFFPOPIOMATE
8 E FOUSERA/BYK-GLOH  EQ 0,05 RASER

2B PHARMADERM/BYK-GLON EQ 0.05% BASER

DIPROLENE

BX  SCHERING EQ 0.05%
SOH!

4B SCHERING Eq 0.05%

BETAMETHASONE VALERATE (PAGE 3-22)
CEEAH. T(IPICA!.

/4d/ TSMEE "LABS/AVL BN €4 "8 12 "RASES

AB SAVAGE LABS/BYK-GLDN EQ 0.12 BASE
vaLNAC
AB HMC LABORATORIES EQ 0,17 BASEM
OINTMENT; TOPICAL

VALHAC
AB KMC LABORATORIES EQ 0.17 BASEm

Google

(PAGE 3-16)

N 83077
N BEY32

N 50557

IN1agetf

H 15143

N 19161
H 15140

N 18741
N 17691

IR188e8/

N 1BBEZ

N 70050

H 70051

BLIOLTEROL NESYLATE (PAGE 3-24)

AEROSOL: INHALATION
TORMALATE
HINTHROP-BREON/STERL 0.37HG/INHE

BROMODIPHENHYDRAHMINE HYDROCHLORIDE; CODEINE PHOSPHATE
(PAGE 3-24)
SYRUP; ORAL
AMBAY
7y BAY LABORATORIES 12, SB/EML10WE/SHLE
AMDENYL

AR TARION LABORATORIES 32.EMG/SMLSLOMG/SHL
BREMANYL
AR HATL PHARM WFG/BARRE 12.EMG/EML:1OMG/EMLN

A i PH PROPA
YDR!EHLDEIIJE (PAGE 3-25)

ELIXIR: ORAL

BIFHE"AP
fm TSI e o
ke w“" Py
"' Fi
frﬁi% ONRALAS RELEKSES IRAL
s I35 9506

FrE Wi e ddfdé/ (PAGE 3-26)

J‘
f pi %ﬁ;:}fﬁ IIEETESY

CHUEAYON/PASS  [EQ S 26 BASEMLY

BUTABARBITAL SODIUM (PAGE 3-26)

ELIXIR3 ORAL

/Satti HiPAd ATt AL/
BUTABARBITAL SODIUM

CALCITONIN (PAGE 3-27)

INJ'EC‘I.IBI.E 3 INJECTION

Tl e

%00 IU/VIAL

N 18770

N 88626
N 093519
H 883463

N 86687
TRAR887/

INL2SKS

I 1g4d1/

Wy
N 17769

N 17497
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '84 - JANUARY '85 5

CELLULOSE SODTUHM PHOSPHATE (PAGE 3=34)

POWDER; ORAL

CALCIBIND
MISSION PHARMACAL  300GM/BOTH
CHLORDIAZEFOXIDE HYDROCHLORIOE (PAGE 3-37)
CAPSULE; ORAL

CHLOTMDTAZEROXIDE HCL
>_ADD > AB LEMHON iriss ]
>_ADD_> AB LR
>_AODD > AR EilGK

CHLORPRPOPAMIOE (PAGE 3-42)

BB EEEEEEEEEEEEE

3

TABLET; ORAL

CHLORFPOPAMIDE
BARR LABORATORIES

CHELSEA LABORATORIES
COLHED LABORATORIES

CORD LABORATORIES
DANEURY PHARMACAL
DURAMED FHARMS

LEHHON
SUPERFHARM

ZENITH LABORATORIES
ELISANTRE
LEHMON 250K

CHYMOPAPAIN (PAGE 3-43)

INJECTABLES IMJECTION

CHYMODIACTIN

SHITH LABORATORIES 4,000 UNITS/VIALn

CISPLATIN (PAGE 3-44)

IMJECTABLE; INJECTION

IR sy 1y

/886 V1ALS
9. 5HG/HL

PLATINOL=-AQ
BRISTOL LABS/B-M

Google

N 18757

H EB705
H 838706
N BB707

H 88812
N BESLS
N 86865
asros
83709
23725
8872é
88252
8E526
E5918
20919
83768
C859%
88555
88860

EZXTZEZEZIXTTTITE

88641

N 18663

>_ADD >

>_ADD >

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS-1
BOEHRINGER IMGELHEIM 2.5MGN
CATAPRES-TTS-2
BOEHRINGER IMGELHEIM EMGH
CATAPRES=TTS=3
BOEHRINGER INGELHEIM 7.5MGm

N 18891
N 18891

N 18891

CODEINE PHOSPHATE; PHENYLEPHRIME HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE (PAGE 3-46)

SYRUP§ ORAL
PHEHERGAN Y€ B/ CODEINE
AR WYETH LABS/AMHO A0HE/EHL 3 EYE/EHL 36 . 2EHE/EHL
FROME SOETINE
NATL FHARH MFG/BARRE 1CHG/5HLSWG/SMLIG. Z5MG/EMLE N BB76%
ROMETHAZTNE VE W, EXE

A BAY LABORATCRIES AeHB/SML S EHB/SML 36, 2MB/SHLK

>

H 0B306

B

H 88394

CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLOREIDE (PAGF 3-46)

SYRUP; ORAL
FHEMERGAH H/ CONEXHE

AA HYETH LABS/AMHD 10MB/BMLS S . 2BHE/BHL H 033058
FROMTTH W/ CONETWE

Ak HATL FHARM MFG/BARRE I0MG/HMLI6.2TMB/EHLE N 83763
PROMETHA?THE B/ CANETHE

AA BAY LABORATORIES ACYG/EML 6 . 2EMG/EMLE N 88875

CODEINE PHOSPHATE: PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDIME
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
ACTIFED W/ CODETME

A& BURROUGHS KWELLCOME 10MG/EMLISO0MS/5MLIL. 25M3/5HL N 12575
PSEVDADTHE €

A4 BAY LABORATORIES 10MG/SHL BONG/EMLSY. 2ENE/EHLN H 88833

CORTICOTROPIMN (PAGE 3-67)
INJECTABLE; INJECTION

CORTICATROPTH
ap CARTER=GLOGAU LABS G0 UNITS/VIALKR H 88772
CROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALHIC
OPTICROM
FISONS 47n N 18155
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEHENT NUMBER 5 / AUSUST '84 - JANUARY '85

DEXTROSE; THEOPHYLLINE (PAGE 3-62)
INJECTABLE; INJECTION

THRCPHYLLINE AWD
ap TRAVENOL LABS :'aganu'! §aC: wmm H 18649
AP H 18549
ap N 1B549
AP N 18669
aP L3 N 18649
THEOTHYLLYHE 0.04% 2VD BEXTROCSE 52 TN pu’im COHTAINER
AP AN HCGAH/AM HOSP ECN/100ML 36¥E/10CHLI N 19083
THEOPHYLLIME 0.0% AMM DEXTENSE 52 TH PLASTIC
AP AN HCGAH/AH Husr faen i ke TS T 1T R N 1903%
EQPHYLLYN) aM i i
AP AM HCGAW/AN HOSP E3M/102HL 16 0NR/10CYLN N 19083
THERTHYLEXNE 0.2% AMD DEXTPOSE 5 IN PLASTIC AN
AR AH HCGAW/ZAM HOSP EoMZ1000L 3200047 /3 050 N 19212
THEOPHYLLYHE 0,67 AND DEYTR 57 X w.nsu:: CONTATHER
ap AM MCGAWAAM HOSP L N 19212
THTAPUYLLYNE TH BENTPACE EZ TH lLA!:‘r!c cem&!ﬂg
AP AEBOTT LABORATORIES S5THM/10MHLIGN I3/100HLM N 19211
ap SRM/100ML3EMIG/10 2L N 19211
AP 5TH/100UL 326N /100MEN N 19211
AP ERM/1097L 32001 /1 00HLY M 19211
P ECH/10CML369295/100M0Y N 19211
DICYCLOMIHE HYDROCHLORIDE (PAGE 3-6&)
CAPSULE ; ORAL
BENTYL
MERRELL DOW/DOW CHEM 10MGK N 07609
INJECTABLE; INJECTION
MERRELL DOW/DOW CHEM 10MG/MLE N 08370
SYRUP; ORAL
BENTYL
MERRELL DOW/DOW CHEM LOMG/5HLw N 07961
TABLET; ORAL
BENTYL
HERRELL DOW/DOW CHEH 20MGH N 07409
DIETHYLPROPION WYDROCHLORIDE (PAGE 2-65)
TABLET; ORAL
HYLFROPYIOM HG
A4 LEMMON 25Msn N B8B£62

Google

R
HYDROCHLORIDE (PAGE 3-66)

INJECT.I‘BI.E 3 INJECTION
EMBOLE:

SM‘QOZ PHARMS/SANDOZ 0.5MG/0.5ML; 2,500 UNITS/0.5ML;

5.33MG/0.5MLe

laaas

0.5M6/0.7ML; 5,000 UNITS/0.7ML;

T+ 46HG/0. 7ML
DISULFIRAH (PAGE 3-68)
TABLET: ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL  250MEM
BX 500HEH

DIVALPROEX SOBYUM (PAGE 3-49)
TABLETs ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASER
DOXYCYCLINE HYCLATE (PAGE 3-70)
CJlPSUI.E. UﬂkL

A LEI‘HDN EG E0MG BASEx
CLY LATE
a8 PAR PHARMACEUTICAL EG SoiMS BASER
A3 SUPERPHARH ER 5PMG BASEN
A8 EQ 100MG BASEM
£8  WEST-WARD EQ 50H5 BASER
A% ZENITH LABORATORIES EQ BCHG PASEM
& E9 10045 pASEN
TABLET; ORAL

o LYH
4B ZENITH LABORATORIES EQ_100MS BASERW

DOXYLAMINE SUCCINATE (PAGE 3-70)
TABLET; ORAL
DECAPRYM
AA MERRELL DOW/DOW CHEM ZSHG

DOXYLAMINE SUSCIMAYE
QUANTUM PHARMICS 25MEn

H l88a5

N 88792
H 88793

H 18723

H 62457

H 62636
N 62669
N 62669
N 62396
H 62500
H 62500

N 62505

-H 06612
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST €84 A JANUARY '85 9
SENTAMIcIN SULPATE (PAGE 3-86) i’ ADD > HEPARIN SOOIUM; SOOIUM cHLORIOE (PAGE 5-95)
OINTMENT; TOPICAL > AOD > INJECTABLE; INJECTION )
BENTANIOIH sulPATE > AOB > HEPARIN SEBIPH 10,000 UNITS In SOOIRM OHLOBIOE 0. A¢sz

A; E POUBERA/BYK-OLON Eg IMB BASE/Onu B¥; 62555 > AOD > AP ABBOTT LABORATORIES 101000 D NeK... X,K/10051
Al PHARRAOERWBYK-BLON Eg IEB BABF/emu D, 62554 3° ABO > AEONS/IOONLO

> ADD > HFPAQIN SQOIUH 12,500 UNITS IN SCDIUM CHLORIDE 0.92

SOLUTION/OROPS; OPHTHALNIC > ADO > A2 ABBOTT LABORATORIES 5,000 uNITs/100NL:
GA"MOPTIC > ADD > 900U1/100MLn

AIALLERSAN PHARMS Eg BNS BASE/ML: D, 62452 4€° AOO > D DuN€ED°REN...D, 550100 25.000 vNITs EN sA¢nruu ONLORIOE 0.92
4€° ADD > Ag ABBOTT LABORATORIES 5,000 D; Na\....N.N/10001:

°A0O> BOPRB/IOOBLE

GLUTETHINIOE (PAGE 5-BB) > ADO > NEPARIH D*NND*D D% sono UNITS IN svizuw OPLORIOE 0.052
4 Ann > Ag ABBOTT LABORATORIES Ioo uNITs/nLia 5nB/MLn

TABLET; ORAL

ELUTETHINTUE

/gAC/ 7ZA%NAAHAIAfBORATORIES//SOAOACAC/ /NAAYAVAYAYj/ HEXACHLOROPHENE (PAGE 3-943
ENULSION; TOPICAL

(@ONAOOTROPIN cHORIONIc (PAGE 5-89) TuPBEx

AIXTTRIUM LABS

INJECTABLE; INJECTION

CHORIONIC GOHADDTROPIN

> AOD > cARTER-GLOBAU LABS 2.000 uNITSIALn N 17016 HYORALAZINE HYOROCHLORIOE (PAGE 3-95)
TABLET; ORAL

HALCINONIDE (PAGE 3-90) HYURALAEIHE H2L

AA ANIOE PHARMACEUTICAL zsxsn

CREAN; TOPICAL AS sensu

/gACggegA-ACd Ag ASCOT HOSP PHARMS 25uS6

NALG-EAA seven

A5 SUPERPHARM A; gggu

AA EENS:

HEPARIN BOOIUM (PAGE 3-91) AA 50055

INJECTABLE; INECTABLE

NEP-FLOR" 10 HYOROCHLOROTHIAZIOE ((PABE 3-96)

Ag LYPHOMEO 10 UNITS/MLn B, 17651

REPARIN LOOK PLUBH TABLET; ORAL

Ag LYPHONEO 100 UNITS/BLE N 17651 HYOREPHLPROTHIAZIOE

Ag SOLOPAK LABORATORIES lo UNITS/NLE DY 88457 Az SUPERPHARM D*RDYDub,

AE 1& QENACAELI N 88580 AQ ADAYAViA¢i€ce

Ayg 100 UNITS/NLE DY 88581 Ag locnsx

NEPARIN BOOIUH .

/AP ELKINs-SINN/AHROBINS/A{dA, dit ASAIT=)NL/ /NjA j A, ji/

I_/ /Aftiget A’sA»A®s rA / /NiA”jdjj/ HYOROCHLOROTHIAZIOE; METOPROLOL TARTRATE (PAGE 5-98)
DPO.. b it /AN, 17.637/

TABLET; ORAL

LOPRESSOR HCT 5025 .

> ADD > HEPARIN SODIUM; SDDIUM CHLORIDE (PAGE 3-93) GEIGY/CIBA-GEIGY 25MGA§S0MG!
LOPRESSOR HCT 100125

> ADD > INJECTABLE; INJECTION GEIGY/CIBA-GEIGY 25MG; 100MG!

> ADD > HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.92 LOPRESSOR HCT 100/50
> ADD > ABBOTT LABORATORIES 10,000 UNITS/100ML; GEIGY/CIBA-GEIGY SOMGA§100MGH

> ADD > 900MG/100MLA,, N 18911

22222V21:121

18911

18911

18911

18911

19055

88560

82649

88510

88511

88787

83783

88789

88827

82808

88829

18303

18303

18303
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>_ADD > JIMDOMETHACIN SODTUM TRIHYDRATE {PAGE 3-108)
>_ADD > INJECTABLE; INJECTION
>_ADD > IMDOCIN I.V.
>_ADD > MSLDMERCK E@ 1MG BASE/VIALR
IODOHIPPURATE SODIUM, I-123 (PAGE 3-109)
INJECTABLE; INJECTION
NMEPHROFLOW
MEDI=PHYSICS IMCI/TLH
ISOETHARINE MESYLATE (PAGE 3-110)
AEROSOL; INHALATION
B!IEIN'KUHE.'IEE . 4
TEREON LARS/STERLING/ 0,617/
BN BREON LABS/STERLING 0.34MG/INH
ISOETHARINE MESYLATE
BN NATL PHARM MFG6/BARRE 0.2 4M5/INHH
KANAMYCIN SULFATE (PAGE 3-112)
INJECTABLE; INJECTION
KANTR!
AP BRISTOL LABS/B-H EQ 75¥G BASE/ZMLEN
AP EQ 50075 BAGES2ULE
AP EQ 184 BASE/¥MLu
LABETALOL HYDROCHLORIDE (PAGE 3-113)
INJECTABLE; INJECTION
MORMODYNE
SCHERING EMG/MLH
TABLETi ORAL
HERMADYHE
AB SCHERING 200MGH
A Foogs
] GoniEx
AND AT
&8 GLAXO 200450
2B S00MBH
8 S00UGH
VOMORDEFRIN3; MEPIVA (PAGE 3-114)
INJECTABLE; INJECTION
SCANDCNEST L
AP DEPROCO 0. 05MG/ML3 271

N 18878

N 18289

INT233s/
N 12339

N 87858

N 62566
N 6256%
H 62BL6

N 18687

N 18&6B&
H 18686
H 18488

18716
18715
18716

‘a5 11

LIDOCATNE (PAGE 3-114)

AEROSOL3 ORAL
KYLOCAINE
ASTRA FPHARM FRCDS

10Mx N 14396

LINDAME (PAGE 3-116)

LOTION; TOPICAL
LINDANE
AT BAY LABORATORIES 17 N 88150
SHAMPOO; TOPICAL
IHIAM

ar BAY LABORATORIES P N £8191
MAGHESTUM CHLORIDE; POT,
CHLORIDE; SODIUM GLUCONATE (PAGE 3-11%9)

SOLUTION; IRIGATION
© STIC CONTAINER
ABBOTT LABORATORIES BCI™i/L10SMLSEYWS/105MLIZ70ME/100MLS

TATE; SODIUM

>_ADD > AR
53“"5/1903’1 s500MG/100ML N 19026
>_ADD > SYHOVOLYTE I PLA ATNE
>TADD > AP TRAVENOL LABS B0!0/100YL3STHE /10 0L $ SEAHEALO0ML S
>_ADD > 526MG/10CMLIS02H5/100MLN N 19326
MEPERIDINE HYDROCHLORIDE (PAGE 3-122)
INJECTABLE; INJECTION
MEPERININE HOL
AP AEBOTT LABORATORIES 1O0M3/MLM H 82532
AP INTL MEDICATION SYS 1CMG/ML H 86332
SYRUP; ORAL
DEHEROL
>_ADD > AA KINTHROP LABS/STERL SOMG/EY N 05010
>_ADD > HEFERININE HEL
>_ADD > AA ROXANE LABORATORIES EOMG/SMLM N 83746
TABLET; ORAL
METERIDINE HCL
AA BARR LAGORATORIES 10CMEN H 886%0
RMTI SULFATE (PAGE 3-123)
IMJECTAELEJ INJECTIO“
TNEI LARSORS,  /AanL I8 d444
LR f;% s8248¢
WYETH LABS/AMHO EQ 15MG BASE/HL N 08248
EQ@ 30MG BASE/ML N 082498
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NOMIFENSINE MALEATE (PAGE 3-140)

CAPSULE; ORAL
MERITAL
HOECHST-ROUSSEL 25HGH

50HG

MOREPINEPHRINE BITARTRATE (PAGE 3-140)
INJ ECTnBLE 3 INJECTION

fﬁ‘iﬁﬁﬂ’ﬁﬁﬁyﬁfﬁﬁﬂ‘ﬂ T4 TG BASE/L/

WINTHROP-BREOM/STERL EQ 1MG BASE/ML

HYSTATIH (PAGE 3-141)

SUSPENSION; CRAL

NYSTATTH
a8 BAY LABORATORIES 109,000 UNTTS/MLA
>_ADD > AA PHARMAFAIR 100,070 ITTE/HLN

TABLET; ORAL
HYSTATTY
QUANTUNM PHARMICS

4

500,C00 UIFTTSH

OXTRIFHYLLINE (PAGE 3=143)

ELIXIR; ORAL

cHILEnYL

X PARKE-DAVIS/H-L LOSHG/SHLE
OXTRIFUYLLEIE

an BAY LABORATORIES 100v/EML

OXYPHENBUTAZOHE (PAGE 3-143)

TABLET; ORAL

OXYPHENPUTAZONE

AB BOLAR PHARMACEUTICAL l00MGM
TANDEARIL

AB GEIGY/CIBA-GEIGY 100HG

PENTAMIDINE ISETHIOMATE (PAGE 3-148)

INJECTABLE3 INJECTION
PENTAH 300

LYPHOMED 300MG/VIALN

Google

PENTOXTFYLLIHE (PAGE 3-149)

TABLET, CONTROLLED RELEASE; ORAL
TRENTAL
N 182249 HOECHST-ROUSSEL

H 18224

400MGH

PHENTERHINE HYDROCHLORIDE (FAGE 3-151)

CAPSULE; ORAL
FHEHTFRISIHE HEL
Al PHARM BASICS 3oHGH

/ H ‘BrE13

H 07513

PHEHYLEFHRINE HYDROCHLORIDE; FROHETHAZINE HYDROCHLORIDE

{PAGE 3-153)

SYRUP; ORAL
PHEHFRGR"M VO
WYETH LABS/AMHO
PRAYETH VG PLATH
NATL FHARM NFG/BARRE SME/SMLG6E.25MB/EMLE

PEDUETHAZIHE W& PLATH
BAY LABORATORIES

EVRJ/EMLSE , 25MB/BHL
N 62512
K 625%1

B E

>_ADD >
>_ADD >

3

EMG/EYLL6 . ZEHG/EMLE

H 62525
PHENYTOIN SODIUM (PAGE 3-153)

INJECTABLE; INJECTION
PURHYTOTIL £00TUY

SOLOPAK LABORATORIES B

E

N 09265

11

N 88263
PHENYTOIN SODIUM, EXTENDED (PAGE 3-153)

CAPSULE; CRAL
DILANTIH
AB PARKE-DAVIS/H-L 10045
EXTEXNED_PHENYTOTH SODTUY
BOLAR PHARMACEUTICAL 100MGM

83399 AB

128542
PILOCARPINE HYDROCHLORIDE (PAGE 3-154)
GEL; DPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4

H 19264

IXITT

=

18631

88797

0REDG
BET61
8897

2asl9
23520
asszl

84349

88711

18796
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R .
(PASE 3-169)
TABLET; ORAL
>_ADD > ALLERFED
>_ADD > AR FRIVATE FORMULATIONS 60MG}2.EMGH
>_ADD_> LITROH
>_ADD_> AA NEWTRON PHARHS S0MG} 2. SHGH

RIPROLIDINE HCL A
m ZENITH LABORATORIES &0MG32.5HEN

FATE (PAGE 3-170)

TABLET; ORAL
CIN:

-GUIN
J&8/ T ROMELL LABORATORIES /Zddid/

H HLORY (PAGE 3-171)
INJECTABLE; INJECTION

ZANTAC
GLAXOD EQ 25M6 BASE/MLK
ITOORT| {PAGE 3-173)

TUECTABLES DUCTION
B Iiﬂ%ﬁ?ﬁ

188/ PRHAR, ! P Lt
Fi ASTRA PHARM PRODS 10MG/ML
15HG6/HLx
TABLET; ORAL
188/ . . CABS/ 11o4s/

YUTOPAR
JABf  ASTRA PHARM PRODUCTS 1OMG

SAFFLOWER OIL; SOYBEANW OIL (PAGE 3-174)

INJECTABLE; INJECTION
LIPOSYN II 1074
ABBOTT LABORATORIES BXi5/m
LIPOSYN II 20%
ABBOTT LABORATORIES 10X;10:K

Google

SCOPOLAMIME (PAGE 3-174)
F}LH. CONTROLLED RELEASE; PERCUTANEQUS

2y
Ve
W 88360 TRRANSDERM-SCOP
CIBA/CIBA-GEIGY 1.5MG
H 88515
N 85273 SODIUM CHLORIDE (PABE 3-176)

INJECTABLE; INJECTION
SeDT'M CHLORINE XM PLASTIC CONTATHI

168/ | FCeAY
SCODN CHLATINE 0.9% IN PLASTIC CONTATNER
, ap AM HCGAR/AH HOSP 900°R/100ML
N 87484/ > apbD > AP INVENEX LABS/LIFE  SN3/MLW

SODIUN LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER

N 19090 ABBOTT LABORATORIES SMEQ/MLX

S00IUY NITROPRUSSIDE (PAGE 3-178)

INJECTABLE; INJECTION
FODTUY HXTROFRUSSIDE

IR 18248/ >_apn > ap LYPHOMED EMIB/VEALY
N 18580
N 18530 SODIUM_POLYSTYREHE SULFMATE {PAGE 3~179)
POWDER; ORAL, RECTAL
, KAYEYALATE
PR LT AA BREON LABS/STERLING 453, 60M/BOT
SNTUY PO EHE SULFONA
N 18555 s BAY LABORATCRIES 453, 6GM/BOTH
SUSPEMNSION; ORAL: RECTAL
n EHE § A
aa BAY LABORATORIES £n
N 18997 SOYBEAN OIL (PAGE 3-1801)
N 18991 INJECTABLE; INJECTION
LIFOSYH IYT 107
ap ABBOTT LABORATORIES 10%n

LITOSYH EXT 202
ap ABDOTT LABORATORIES 2o2H

L8148/

H

17874

IR L7484]

1746%
88912

18947

J0031

11237

83786

asnr

18969
18970



£6833 H

G0SST H
0455T N
G3S5T N
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GEEIT N

£529T N
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IEIANCINOLONE ACETOMIDE (PAGE 3-195)
CREAM; TOPICAL

RTSTOCNT
ar LEDERLE LABS/AM CYAN 9.025xx N 82818
AT 0.3z H 88819
AT 0. E¥n N BE820
OINTHENT; TOPICAL
ARTETACPRY A
AT LEDERLE LABS/AM CYAN 0.1%u N BB7E0
ar 0.5z M 88781
INTAVCYISLENE ACSTOUINE
AT FHERMADERM/BYK-GLON 0.025xm N BEG9Z
AT 0.3%n N 88650
YHE]
AT SAVAGE LABS/BYK-GLON 0,825 N 28593
ar 0.1 N 85671
TRILOSTANE (PAGE 3-199)
CAPSULE; ORAL
MODRASTANE
WINTHROP LABS/STERL 30HGH N 18719
605 N 18719
IRIFROLIDINE HYDROTHLORTDE (PAGE 3-200)
SYRUP; OPAL
ETCEALTITNE MRL
>_ADD > AR HALSEY DRUS 1.200/8H H 88735
IPISULFAPYRIMIDINES (PAGE 3-200)
SUSPEMSION: ORAL
[13teed i . .
JEA TR CERIER sl 1Lyt

VECURONIUH BROMIDE (PAGE 3-202)
IHJECT!\BI.E:' IN‘.!ECTIDN

>OuT > /REREURON (e 485/

>_ADD > NORCURON

Google

VERAPAMIL HYDROCHLORIDE (PAGE 3-202)

TABLET; ORAL
CALAN

SEARLE/SEARLE PHARNS SOUGH
be{alwic) }

5

KNOLL PHARMACEUTICAL BOS

(]

N 1es17
W 18317

N 18593
H 18593
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

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

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

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

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

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

The Approved Prescription Drug Products with Therapeutic Equivalence
Evaluations, 5th Edition, (A and 1ts monthly supplements will be used to
satisty this new requirement.

In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the 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
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original application.
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The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984, Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
pubTished in the APDP, Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

Title I of the Act has been interpreted by the Agency not to incTude 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 eligibTe for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.

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

Bioavailability/Bioequivalence Requirenents

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

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
¢Tasses: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vive testing and
acceptable dissolution performance is necessary; ﬁmw those which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated [the list of
such drugs is provided under TABLE Hwn and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirenent 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 bicequivalence or else subnit information
sufficient to permit the Agency to waive demonstration of in vive
bioequivalence. Manufacturers of drug products forrnulated in dosage forms
which do not present bioequivalence problems, such as an intravenous soTution,
may request that the in vivo bioequivalence requirement be waived.

A-3
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A1l products accepted and approved under Section 505 of the Act as NDAs by the
0ffice of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be Tisted drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are alse 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 1isted. The patents that FDA regards as covered by the statutory
provisions for submission of patent information are those on the active
ingredient or ingredients, or use patents for a particular indication or
method of using the product. The Agency will not publish patents relating to
chemical intermediates, methods of manufacturing, excipients or formulations.
TABLE IV contains patent numbers and expiration dates and, for drug products
wun1ﬂ<mm after 1982, the date of approval and application number as required
y the Act.

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

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

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

FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the Tist will be published in subsequent supplements.

Google



ON1S0Q TVOIHLYYULNI GNY IVHNAIdI ‘SAONMIAVHLNI 8-a
ONISOQ QI8 L=0

3TINAIHOS 9NISOQ SAVO 3IAI4/SAVE ANIN/SAVO N3A3S 9-a
37NAIHOS ONIS0A SAYA N3IA3TN3I/SAYA N3L s-a

3IN03HOS ONISO0 SAVOA N33LHNO4/SAVA N3IA3S ¥=0a
ATINCIHIS ONISO0 SAVA N3IAIS/SAVA NIAIS/SAVA NIAIS €=-a
9NISOd ATIVA 3INO z-a

NOI1VD17ddY AV¥O ¥ 3ONO I-aq

ATNA3HIS 9NISOO M3IN

EERLEREEE!L]

(M0738 “3ION3YI4TH 33S) NOILYJION| M3N !
(M0T138 “3ON3IY3I43Y 33S) ITNAIHOS ONISOO M3N a
HLON3YLS M3N SN

JONVHD SNLVLS 210 OL NOILJI¥ISIHd oLy
YINIVINOD D11SYT1d NI TVHILNIYVL dd

3LNOY M3N N

LON0Q0Yd M3N dN

INIIOIHONI JAILOV NY 40 LIVS ¥O HILSI M3IN 3N
WH04 39¥S500 M3N 40N

ALILNT IVIIWIHD M3N 30N

NOTLYN|GWOD M3N ON

SNOILY|AIYERY
°5378¥1 JHL NI ANNOd SNOILYIA3IHEEY ALIAISNIOX3 3JIHL 40 NOILYNYIdX3 NV dHOd

39¥d SIHL 01 NOVE ¥343¥ 3IS¥3TNd °"034073A30 N3IIE IAVH SNOILVIAIYEBY ONIM0OTIT04
JHL Al-1 S378VL 40 SNWNT0D ALIAISNTIOX3 3IHL NI SNOILVLIWIT 30VdS 0L 0OQ

,Google



INDICAT I ONS

I=1 SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
-2 DYSMENORRHEA
1-3 TREATMENT OF TINEA VERSICOLOR
I-4 SYMPTOMATIC GASTROESOPHAGEAL REFLUX
-5 MEPHROTOMOGRAPHY
1-6 CONTRAST ENHAMCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
-7 VENOGRAPHY OF LOWER EXTREMITIES
-8 WHOLE-BODY COMPUTED TOMOGRAPHY
1-9 GATED CARDIAC POOL IMAGING
I-10 POST-MYOCARD I AL INFARCTION
=11 COLORECTAL SURGERY
I=12 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
1-13 CISPLATIN INDUCED EMESIS
I-14 DIABETIC GASTROPARESIS
1=-15 POST~MYOCARDIAL INFARCTION
=16 ACROMEGALY
I=17 PITUITARY TUMORS
I-18 POSTMENOPAUSAL OSTEOPOROSIS
1-19 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
i-20 CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
I=21 ACUTE OTITIS MEDIA
1=-22 EXERCISE INDUCED BRONCHOSPASMS
1=-23 MI QR STROKE
1-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
1=25 BLASTOMYCOSES DERMATITIDES
1-26 PEDIATRIC SUBARACHNOID VASCULAR
=27 PETRIELLIDIUM BOYDIIl INFECTION
1=28 HEREDITARY ANGIOEDEMA
1-29 INTRACORONARY USE
1-30 PEDIATRIC USE
1=-31 DIRECT ISOTOPIC CYSTOGRAPHY
A=7

Google



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine.



TABLE |.

LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE

IN VIvo

BIOAVAILABILITY ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

CAPSULE OR TABLET; ORAL
160-165MG; 160-165MG; S0MG

ACETAMINOPHEN; ASPIRIN; BUTALE ITAL
CAPSULE OR TABLET; ORAL
325MG; 329MG; 50MG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
160=165MG; 160=165MG; 50MG; 40MG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
325MG; 323MG; S0MG; 40MG

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

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFE INE

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

650MG; 50MG; 40MG

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

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

650; 50MG

ASPIRIN; BUTALBITAL, CAFFEINE HYDROXYZ INE HYDROCHLOR IDE
CAPSULE OR TABLET; ORAL TABLET; ORAL
325MG; SOMG; 40MG; 10MG

B50MG; 50MG; 40MG; 25MG
50MG
ASPIRIN; CAFFEINE; CARISOPRODOL 1 00MG

TABLET; ORAL
160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODE INE PHOSPHATE

TABLET; ORAL

160MG; 32MG; 200MG; | 6MG

ASPIRIN; CAR ISOPRODOL
TABLET; ORAL
325MG; 200MG

ASPIRIN; CARISOPRODOL; OODEINE
PHOSPHATE
325MG; 200MG; 10MG

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG

CHLOROTHIAZ IDE
TABLET; ORAL
250M6

ESTROGENS, OONJUGATED; MEPROBAMATE
TABLET; ORAL
0:4MG; Z00MG
0.4MG; 400MG

Google



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine.



TABLE 1l OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16=401

120MG {SUPPOSITORY; RECTAL) 11-07-68

ACETAM| NOPHEN TYLENOL MCNEIL LABORATORIES 17=756

650MG {SUPPOSITORY; RECTAL) 05-26-76
ACETAM | NOPHEN TYLENOL MCNEIL LABORATORIES 17=756

12088 {SUPPOSITORY; RECTAL) 05-26-76
ACETAM I NOPHEN ACEPHEN G AND W LABORATOR IES 18~060

120M6 {SUPPOSITORY; RECTAL) 02-09-78

ACETAM | NOPHEN ACEPHEN G AND W LABORATOR IES 18-060

650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAM I NOPHEN ACETAM INOPHEN UPSHER-SMITH LABS 18-337

650MG (SUPPOSITORY; RECTAL) 04=22=80
ACETAM I NOPHEN ACETAM | NOPHEN UPSHER-SM ITH LABS 18-337

120M6 (SUPPOSITORY; RECTAL) 09-12-83

ALUMINUM HYDROXIDE; MAGNESIUM GAYISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-66
B8OMG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAY ISCON=-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BROMPHEN IRAMINE MALEATE D IMETANE AH ROBINS 10-799 RTO

M6 (TABLET, CONTROLLED 06-10-83 09-24-86

RELEASE; ORAL)

Google ™
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORPHEN IRAMINE MALEATE
124G

CHLORPHEN IRAM INE MALEATE;
PHENYLPROPANOLAMINE
HYDROGHLOR IDE
G356

CHLORPHEN IRAM INE MALEATE ;
PHENYLPROPANOL AM INE
HYDROCHLOR IDE

1246; TSM6

CHLORPHEN IRAMINE MALEATE;
PHENYLPROPANOLAM INE
HYDROCHLOR IDE
4AMG; 25MG

CHLORPHEN IRAM INE MALEATE ;
PHENYLPROPANOLAM INE
HYDROCHLOR IDE
BMG; TOMG

CHLORPHEN IRAM INE MALEATE ;
PSEUDGEPHEDR INE SULFATE
BMG; 120M6

TABLE

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

CHLORPHENIRAM INE POLIST IREX;
PHENYLPROPANOLAMINE POL ISTIREX

EQ 4MG MALEATE/SML ;
EQ 37.5MG HCL/S5ML

TRADE NAME

{DOSAGE FORM; ROUTE)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

CONTAC
(CAPSULE, CONTROLLED
RELEASE; ORAL)

TRIAMINIC-12
(TABLET, CONTROLLED
RELEASE; ORAL)

DEMAZ IN
(TABLET, CONTROLLED
RELEASE; ORAL)

PHENYLPROPANOLAM INE HCL

W/ CHLORPHEN |RAMINE
MALEATE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

CORSYM
(SYRUP; ORAL)

Google

APPL | CANT NAME

SCHER ING

MENLEY & JAMES/SKF

DORSEY LABS/SANDOZ

SCHERING

CENTRAL PHARMS

SCHERING

PENNWALT PHARM

=3

NDA # PATENT #

EXCLUSIVITY

“APPROVAL DATE EXP., DATE

EXP. DATE

07=638
10-18-78

18=099
02-04-80

18-115
07=23-81

18-556
05-14-84

18=809
05-07-84

18-397

03-31-81

18-050
01-04-84

NS
09-24-86

NDF
05-24-86
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TABLE |1,

OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKET ING

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN SUSPENSION, |SOPHANE,
MIXED BEEF AND FORK
40 UNITS/ML

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

INSULIN SUSPENSION, |SOPHANE,
PURIFIED BEEF
100 UNITSM.

INSULIN SUSPENSION, |SOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, |SOPHANE,
PURIFIED PORK
100 UNITS/M

INSULIN SUSPENSION, |SOPHANE,
PURIFIED PORK
100 UNITS/ML

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

100 UNITS/M

INSULIN SUSPEMSION, PROTAMINE
ZING, MIXED BEEF AND PORK
100 UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

NPH ILETIN (BEEF=PORK)
(INJECTABLE; INJECTION)

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

NPH ILETIN ||
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NORD I SK
(INJECTABLE; INJECTION)

NPH ILETIN |1 (PORK)
(INJECTABLE; INJECTION)

PROTAPHANE
(INJECTABLE; INJECTION)

INSULIN NORD I1SK MIXTARD
{PORK)
(INJECTABLE; INJECTION)

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

Google

APPLICANT NAME

LILLY RES LABS DIV

LILLY RES LABS DIV

ELI LILLY

NORD | SK

ELF LILLY

SQUIBB=NOVO

NORD SK

ELI LILLY

=5

NDA # PATENT #

APPROVAL DATE EXP. DATE

17-936
02-08-77

17-936
02-08-77

18-479
06-12-80

18-194
01=16-80

18-345
12=05=79

|8=-623
07-30-81

18-195
0l-l6-80

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

INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

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

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/M.

INSULIN, BIOSYNTHETIC HUMAN

100 UNITS/ML

IABLE 11, UIC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

TRADE NAME APPL | CANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE
ULTRALENTE INSUL IN SQUIBB=NOVO 17=997
(INJECTABLE; INJECTION) 02-08-77

PROMPT, SEMILENTE INSULIN SQUIBB-NOVO 17-996
(INJECTABLE; INJECTION) 02-08-77

PROMPT,  SEMITARD SQUIBB-NOVO 18-382
(INJECTABLE; INJECTION) 03=17-80
LENTE ILETIN 11 ELI LILLY 18-477
(INJECTABLE; INJECTION) 06=12-80
LENTARD SQUIBB-NOVO 18-384
(INJECTABLE; INJECTION) 03=17-80
LENTE ILETIN |1 (PORK) ELI LILLY 18=347
(INJECTABLE; INJECTION) |12-05-79
MONOTARD SQUIBB-NOVO 18-383
(INJECTABLE; INJECTION) 03-17-80
ACTRAPID HUMAN SQUIBB-NOVD 18-778
(INJECTABLE; INJECTION) 08-30-83

=7

» Google
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rmm a8 wesd ey Fiwawurs Bloul GUNRENILT HEWU IKE AFTRUVED AFTLIGATIUNS AS A UUNDITIUN UF MARKE | ING

30MG/5ML; |, 25MG/SML

Google

-2

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUS IVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROYAL DATE EXP. DATE EXP. DATE

POTASSIUM 10D IDE 10SAT ANBEX 18-664
130MG (TABLET; ORAL) 10-14-82

PSEUDOEPHEDR INE HYDROCHLOR1DE SUDAFED S,A. BURRQUGHS WELLCOME 17-941
120M5 (GAPSULE, GONTROLLED 01-135-79

RELEASE; ORAL)

PSEUDOEPHEDR INE HYDROCHLOR IDE ; ACTIFED BURROUGHS WELLCOME 11-935 RTO
TRIPROL 1D INE HYDROCHLOR IDE (SYRUP; ORAL) 11-26-82 09-24-86
30MG/SML ; | . 25MG/SML

PSEUDOEPHEDR INE HYDROCHLORIDE ; ACT IFED BURROUGHS WELLCOME 11-936 RTO
TRIPROL IDINE HYDROCHLOR IDE (TABLET; ORAL) 11-26-82 09-24-86
60MG; 2, 5MG

PSEUDOEPHEDR INE HYDROCHLOR IDE ; ACTIFED BURRQUGHS WELLCOME 19-208 RTO
TRIPROL IDINE HYDROCHLOR IDE (CAPSULE; ORAL) 01=15-85 09-24-86
60MG; 2.5MG

PSEUDOEPHEDR INE HYDROCHLOR IDE 3 ALLERBAN PLUS. BAY LABORATOR IES as-116 RTO
TRIPROL IDINE HYDROCHLOR IDE (SYRUP; ORAL) 03-04-83 09-24-86
30MG/SML; | . 25MG/ SML

PSEUDOEPHEDR INE HYDROCHLOR IDE 3 TR|-SUDO MD PHARMACEUT ICAL 85-024 RTO:
TRIPROL IDINE HYDROCHLOR IDE (TABLET; ORAL) 01-10-84 09-24-86
60MG; 2. 5MG

PSEUDOEPHEDRINE HYDROCHLOR IDE; TR IPODRINE DANBURY PHARMACAL 88-112 RTO
TRIPROL ID INE HYDROCHLOR IDE (TABLET; ORAL) 01-20-83 09-24-86
6OMG; Z. MG

PSEUDOEPHEDR INE HYDROCHLORIDE ; TRIOFED NATL PHARM MFG/BARRE 88-115 RTO
TRIPROL ID INE HYDROGHLOR IDE (SYRUP; ORAL) 03-04-83 09-24-86
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ACTIVE INGREDIENT(S)

STRENGTH(S)

TI0CONAZOLE
1%

TRIPROL IDINE
2,5M6

TRIPROL IDINE
2.5M6

TRIPROL IDINE
2,5M6

TRIPROLIDINE
2.5M6

TRIPROL IDINE
1., 25MG/ 5ML

TRIPROL IDINE
1. 25MG/5ML

TRIPROL IDINE
| 25MG/5M.

TRIPROLIDINE
1, 25MG/5ML

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR | DE

HYDROCHLOR | DE

HYDROCHLOR 1 DE

HYDROCHLOR | DE

HYDROCHLOR | DE

HYDROCHLOR I DE

TABLE |1, OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

TRADE NAME

(DOSAGE FORM; ROUTE)

TROSYD
(CREAM; TOPICAL)

ACTIDIL
(TABLET; ORAL)

TRIPROLIDINE HCL
(TABLET; ORAL}

TRIPROLIDINE HCL
(TABLET; ORAL)

TRIPROLIDINE HCL
(TABLET; ORAL)

AGTIDIL
(SYRUP; ORAL)

BAYIDYL
{SYRUP; ORAL)

TRIPROL IDINE HCL
(SYRUP; ORAL)

TRIPROLIDINE HCL
{SYRUP; ORAL)

APPLICANT NAME

PFIZER CEN RES/PFIZR

BURROUGHS WELLCOME

BOLAR PHARMACEUTICAL

DANBURY PHARMACAL

DRUMMER /PHOEN 1X

BURROUGHS WELLCOME

BAY LABORATOR IES

NATL PHARM MFG/BARRE

PHARMS ASSOC/BEACH

niesny Google ™

NDA. #

APPROVAL DATE

18=682
02-|8-83

=1
04-14-58

B84-453
02-06-76

85-094
02-07-77

B85=610
03-21-78

11-496
07-24-58

87-963
0l-18-83

85-940
07-13-79

B87-514
02-10-82

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

4062966
12-13-94

NCE
02-|8-93

RTO
09-24-86

RTO
06-24-86

RTO
08-24-86

RTO
09-24-86

RTO
09=-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE 111,

NDA'S APPROVED BY THE OFF ICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREYIOUSLY PUBL ISHED

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANT |COAGULANT CITRATE DEXTROSE
SOLUT ION USP

ANT |OOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT | COAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT |COAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT | COAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE=|
SOLUTION

ANT I COAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANT | COAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANT | COAGULANT GITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANT | COAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION UsSP

ANT | COAGULANT CITRATE
PHISPHATE DEXTROSE SOLUTION
UseP

TRADE NAME

NONE
CINJECTABLE;

NONE
CINJECTABLE;

NONE
CINJECTABLE;

NONE
CINJECTABLE ;

NONE
CINJECTABLE;

NONE
CINJECTABLE;

NONE
CINJECTABLE;

NONE
CINJECTABLE;

NONE
C(INJECTABLE;

NONE
CINJECTABLE;;

Google

(DOSAGE FORM; ROUTE)

INJECT ION)

INJECT ION)

INJECT IOND

INJECT ION)

INJECT ION)

INJECT ION)

INJECTION)

INJECT ION)

INJECT ION)

INJEGT I0N)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

QUTTER BIOL/MILES

DELMED

TERUMO AMER | CA

TRAYENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

10~-102
12-14-6]

11=912
9-2-59

10=855
06-11-59

16-91
3-17-78

80-77

|1 =6=80
78-519
4-23-80

82-528
11=3=82

77-420
5=12-78

16-527
6-22-70

80-222
8-23-82
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ACTIVE INGREDIENT(S)
STRENGTH(S)

ANT |COAGULANT CITRATE PHOSPHATE

TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBL |SHED

TRADE NAME
(DOSAGE FORM; ROUTE)

AS=3 NUTRICEL ADDITIVE

DOUBLE DEXTROSE SOLUTION WITH: SYSTEM

AS-3; CITRIC ACID USP 0,042

GM/100ML, MONOBASIC SODIUM
PHOSPHATE USP 0.276GM/100ML,
$0DIUM CHLORIDE USP 0,410
GM/100M-, ADENINE 0.30
GM/100ML, DEXTROSE USP 1.10
GM/100M., SODIUM CITRATE USP
0. 568GM/ 100ML

{INJECTABLE; INJECTION)

ANTIOCOAGULANT HEPARIN' SOLUTION NONE
Usp CINJECTABLE; INJECTION)
ANT | OOAGULANT HEPARIN SOLUTION NONE
usp CINJECTABLE; INJEGTION)

ANT | OOAGULANT SODIUM CITRATE
SOLUTION USP

ANT | OOAGULANT SOD IUM CITRATE
SOLUTION USP

ANT | OOAGULANT SODIUM CITRATE
SOLUTION USP

ANT | COAGULANT SODIUM CITRATE
SOLUTION UsP

ANT ICOAGULANT SODIUM CITRATE
SOLUTION USP

NONE
CINJECTABLE; INJECTION)

NONE
CINJECTABLE; INJECTION)

NONE
CINJECTABLE; INJECT ION)

NONE
CINJECTABLE: INJECTION)

NONE
CINJEGTABLE; |NJEGT ION)

T 'GO 813

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

ALPHA THERAPEUTIC

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

1H1=3

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

82-915
10-19-84

77-822
5-17-78

8l1-1217
5-16-83

81-416
10-12-83

76-305
6-30-78

16=702
12-28-70

78=1214
2-8-80

77-923
1 =20=78
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTRAN- 70, 6%
GEM/100M. IN

SODIUM CHLORIDE 0.9%
0.9G4/1 00ML

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

DEXTRAN 40, 108
10GM/100ML IN
SODIUM GHLORIDE 0.9%
0..9GM/ 1 00ML

DEXTRAN 70, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0. 9GM/ | 0OML

DEXTRAN 40, |Of
10GM/100ML IN
DEXTROSE 5§
56M/ 1 00ML

DEXTRAN 40, 108
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0. 5GH/1 00ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIWM CHLORIDE 0.9%
0.5GM/ | 00ML

TABLE 111. NDA'S APPROVED BY THE OFF ICE 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
© CINJECTABLE; INJECTION)

NONE
( INJECTABLE; INJECT ION)

Google

APPL ICANT NAME

AMER ICAN MCGAW

CUTTER BIOL/MILES

CQUTTER BIOL/MILES

CQUTTER BIOL/MILES

PHARMACHEM

=5

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP, DATE

9-024
B-18-69

16-653
9=23-69

16=653
9-23-69

B-716
B=11-69

16=836
1-14-10

16-836
11-14-70

8-564
9=19=52
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTRAN 40, 10%
106M/100ML IN
SODIUM CHLORIDE 0.9%
0.'9GM/ 1 00ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0. 9GM/1 00M_

DEXTRAN 75, 6%
INVERTED SUGAR |0%
6GM/ | OOML ; 1 0GM/ | 0OML

IN 'SODIUM CHLORIDE 0.9%
0.9GM/100M.
HETASTARCH, 6%
6GM/100M. IN

SODIUM CHLORIDE 0.9%
0. 9G4/ 100ML

PROP IOLACTONE 99%
99GM/ | 0OML

UROK INASE

5000 |U/VIAL

UROK INASE
250,000 IU/VIAL

UROK INASE
250,000 1U/VIAL

TABLE Iil.

NDA'S APPROVED BY THE OFF ICE OF BIOLOGICAL RESEARCH AND REYIEW NOT PREVIOUSLY PUBLISHED

TRADE NAME
(DOSAGE FORM; ROUTE)

GENTRANR 40
CINJECTABLE; INJECT ION)

GENTRANR 75
(INJECTABLE; INJECT ION)

6% GENTRANR 75 AND
108 TRAVERTR
( INJECTABLE; |INJECT ION)

HESPANR
( INJECTABLE; INJECT ION)

BETAPRONE
(SOLUT ION; CHEMICAL
STERILIZING AGENT)

ABBOK INASE OPEN-CATHETER
CINJECTABLE; INJEGTION)

ABBOK INASE
CINJECTABLE; INJECTION)

BREOK INASE
CINJECTABLE; INJECTION)

<avy (GOogle

APPL ICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

A CRITICAL CARE

ONEAL JONES &F ELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERL ING DRUG

=7

NDA

APPROYAL DATE

16=628
11-4-68

1 6-607
1-26=-70

2-9-53

16-889
T=17=72

11-657
o-11-59

76~1021

12-15-83

76~1021
7-31-78

| 7=873
8-28-79

PATENT # EXCLUSIVITY

EXP, DATE EXP. DATE

3523938
8=11=-87

09-24-86

1-29
09-24-86
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TABLE IV, NDA'S APPROVED FROM |1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ACEBUTOLOL HYDROCHLOR IDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 300MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLOR IDE
625MC; EQ 25MC BASE

AGETIC AGID, GLACIAL
250MG/ | OOML

ACETOHYDROXAMIC ACID
250MG

ACYCLOVIR
5%

ACYCLOVIR
200MG

TRADE NAME

(DOSAGE FORM; ROUTE)

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

TALACGEN
(TABLET; ORAL)

AGETIC ACID 0.25%
IN PLASTIC CONTAINER
(SOLUT ION; URETHRAL)

LITHOSTAT
(TABLET; ORAL)

ZOVIRAX
(OINTMENT; TOPICAL)

ZOYIRAX
(CAPSULE; ORAL)

Google

APPL |CANT NAME

IVES LABS/AMHD

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME

BURROUGHS WELLCOME

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP. DATE
18=917 3726919 NCE
12-26-84 04-10-90 | 2-28-89
3857952
12-31-91
18=917 3726919 NCE
12=28-84 04=10-90 12-28-89
3857952
12=31=-9)
18-917 3726919 NCE
12-26-84 04-0~-90 | 2-26-89
3857952
12-31-94
1 8-458 4105659 NC
09-23-82 08-08-95 09-24-86
18-523
02-19-82
18-749 INCE
05=31-83 05-31-93
1 8-604 4199574 INCE
03-29-82 04-22-97 03-20-92
|e-g28 4199574 INCE
0l =25-83 04=22=97 03=29=92
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TABLE IV,

NDA'S APPROVED FROM |-1-B2 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPUR | NOL
100MG

ALLOPUR | NOL
300MG

ALLOPUR I NOL
100MG

ALLOPUR | NOL
300MG

ALLOPUR I NOL
100MG

ALLOPURINOL
300MG

ALLOPUR I NOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.2546

ALPRAZOLAM
0.5MG

TRADE NAME
(DOSAGE FORM; ROUTE)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPURINOL
(TABLET; ORAL)

ALLOPUR INOL
(TABLET; ORAL)

ZYLOPR IM
(TABLET; ORAL)

ZYLOPR IM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

KANAX
(TABLET; ORAL)

1v=3

Google

APPLICANT NAME

NDA #

CHELSEA LABORATOR |ES

CHELSEA LABORATOR IES

DANBURY PHARMACAL

DANBURY PHARMACAL

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BOOTS PHARMACEUT | CAL

BOOTS PHARMACEUTI CAL

UP JOHN

UPJOHN

APPROVAL DATE

18=785
09-28-84

|1 8=785
09-28-84

18=832
09-28-84

18-877
09-28-84

16-084
08=19-66

16-084
0l=14=74

18-297
06=10~80

168-297
06-10-80

18-276
10-16-8I

18-276
10=16=81

PATENT #

EXCLUSIVITY

EXP. DATE

3624205
1 1=30-88

3624205
11=30=-88

3624205
11=30-88

3624205
11-30-86

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

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

EXP. DATE
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ACTIVE |INGREDIENT(S)

STRENGTH(S}

AMIND ACIDS
%

AMINO ACIDS
6.5%

MMINO ACIDS
3.58

AMINO ACIDS
3.5%

AMING AGIDS
5.2%

A4IND ACIDS
5.5¢

AMINO ACIDS
B.5%

AMINO AGIDS
108

TABLE IV.

NDA'S APPROVED FROM [-1-82 TO (-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME
(DOSAGE FORM; ROUTE)

BRANCHAMIN 4%

IN PLASTIC CONTA INER
(INJECTABLE; INJECTION)

NEOPHAM 6. 5§
CINJECTABLE; INJECTION)

AMINOSYN 3,58
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3,58
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINESS 5.2% ESSENTIAL
AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTION)

TRAYASOL 5.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

TRAYASOL 8.58

W/0 ELEGTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; |NJECTION)

TRAVASOL (0%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; |NJECTION)

Google

APPL ICANT NAME

TRAVENOL LABS

CUTTER-V ITRUM

ABBOTT LABORATOR IES

ABBOTT LABORATOR IES

CUTTER-VITRUM

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

1¥=5

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=684 4438144 NS
09-28-84 03-20-01 09-24-86
18-792 NS
0l-17-84 09-24-86
18-804 NS

05-1 5-84 09-24-86
18-875 NS
08-08-84 09-24-86
18=901

04=-06-84

18=931 NS
08-23~84 09-24-86
18-931

08-23-84

168-931

08-23-84
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TABLE IV,

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMING ACIDS; MAGNES|IUM ACETATE;
PHOSPHORIC ACID; POTASSILM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/100ML; 40MG/|OOML ;
126MG/100ML ; 234MG/| 00ML

AMINOACETIC ACID
1..5GM/ | OOML
AMINOCAPROIC ACID

250MG/ML

AMINOGLUTETH IM IDE
250MG

AMINOPHYLL INE
300MG/5ML

AMINOPHYLLINE; SODIUM CHLORIOE
100MG/1 QOML ; 450MG/| OOML

MAMINOPHYLLINE; SODIUM CHLORIDE
200MG/100ML; 450MG/ | OOML

TRADE NAME

(DOSAGE FORM; ROUTE)

AMINOSYN 3.58 M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

AMINOCAPROIC ACID
CINJECTABLE; INJECTION)

CYTADREN
(TABLET; ORAL)

SOMOPHYLL IN
(ENEMA; RECTAL)

AMINOPHYLL INE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC GONTAINER

CINJECTABLE; INJECTION)

AM INOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

T 'GO 813

APPL ICANT NAME

ABBOTT LABORATORIES

TRAVENOL LABS

ELKINS=S INN/AHROB INS

CIBA/CIBA=GEIGY

FISONS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

1y-7

NDA ¥
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

18-675
08-08-84

18-522
02=19-82

1 8=590

1 0-29-82

1 8=202
1 0-29-80

18-232
04-02-82

18-924
12-12-84

18-924
| 2=] 2=B4

3595960
07-27-88
3944671
03=16=93

NC
09-24-86

NR
09-24-86
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TABLE IV. NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE |INGRED IENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUS IVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
A4ITRIPTYLINE HYDROCHLOR IDE ELAVIL MS&D/MEROK 12-703 3384663
150MG (TABLET; ORAL) 09-| 7-76 05-2| -85
3428735
02=] 8-86
AMITRIPTYL INE HYDROCHLOR IDE ELAVIL MS&D/MER K 12-704 3384663
1 OMG/ML (INJECTABLE: INJECTION) 04=| 1=-61 05-2|-85
3428735
02-|8-86
AMITRIPTYLINE HYDROCHLOR IDE; LIMBITROL HOFFMANN-LA ROCHE 1 6-949 3384663
CHLORD| AZEPOX IDE {TABLET; ORAL) 12-23-77 05-21-85
12.5MG; 5MG 4316897
02-23-99
AMITRIPTYLINE HYDROCHLOR IDE; LIMBITROL HOFFMANN=LA ROCHE 16=949 3384663
CHLORD AZEPOX IDE (TABLET; ORAL) 12=23-77 05-2| -85
25MG; 1 OMG 431 6897
02-25-99
MMITRIPTYLINE HYDROCHLOR IDE ; ETRAFON A SCHERING 14=713 3384663
PERPHENAZ | NE (TABLET; ORAL) 12-30-65 05-21-85
1OMG;  4MG
MM ITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHER ING 14-713 3384663
PERPHENAZ I NE (TABLET; ORAL) 12-30-65 05-21-85
29MG; MG
AMITRIPTYLINE HYDROCHLOR IDE; ETRAFON-FORTE SCHER | NG 14-713 3364663
PERPHENAZ I NE (TABLET; ORALY 12=30=65 05=21=-85
25MG; 4MG
MMITRIPTYLINE HYDROCHLOR IDE ; ETRAFON 2-10 SCHER | NG 14=713 3384663
PERPHENAZ | NE . (TABLET; ORAL) 12=30=65 05=2| =85
10MG; 26
V-9

Google
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TABLE V.

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AVMOXAP INE
50MG

AMOXAP I NE
100MG

AMOXAP I NE
150MG

AMRINONE LACTATE
EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;
DIHYDROCODE INE BITARTRATE
356.4MG; 30MG; 16MG

ASPIRIN; CAFFEINE;
ORPHENADR INE CI TRATE
385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;
ORPHENADR INE CITRATE
TIOMG; 60MG; 50MG

TRADE NAME
(DOSAGE FORM; ROUTE)

ASEND IN
(TABLET; ORAL)

ASEND IN
(TABLET; ORAL)

ASEND IN
(TABLET; ORAL)

INOCOR
CINJECTABLE; INJECTION)

SYNALGOS-DC
(CAPSULE; ORAL)

NORGESIC
(TABLET; ORAL)

NORGESIC FORTE
(TABLET; ORAL)

a5 Google

V=11

APPL ICANT NAME

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18=021 3545226
09-22-80 12-08-87
3663696
05=16-89
3681357
08-01-89
18-02| 3546226
09-22-80 |2-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-67
3663696
05-16-89
3681357
08=01 =89
18-700 4072746 NGE
07-31 -84 02-07=-95 07=31=94
11-483
09-06-83
I3-416
10-27-82
13416
10-27-82
Original from
ICHIGAN

UNIVERSITY OF M
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TABLE IV, NDA'S APPROVED FROM |1-1-82 TO |1-3|-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACT|VE INGREDIENT(S)
STRENGTH(S)

ATENCLOL ; CHLORTHAL IDONE
100MG;  25MG

ATENOLOL ; CHLORTHAL | DONE
SOMG; 25MG

ATRACURIUM BESYLATE
10MGAML

ATROPINE SULFATE; DIFENOXIN HYDROCHLOR IDE
0.025MG; 0,5MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLOR IDE
0,025MG; IMG

AZATADINE MALEATE
MG

AZATADINE MALEATE;
PSEUDOEPHEDR INE SULFATE
1MG; 120MG

» Google RERE

TRADE NAME APPL ICANT NAME

(DOSAGE FORM; ROUTE)

TENORETIC 100 STUART PHARMS/ICI AM
(TABLET; ORAL)

TENORETIC 50 STUART PHARMS/ICI AM
(TABLET; ORAL)

TRACRIUM BURRQOUGHS WELLCOME

(INJECTABLE; INJECTIONY
MOTOFEN HALF-STRENGTH MCNEIL LABORATORIES
(TABLET; ORAL)

MOTOFEN MCNEIL LABORATORIES
(TABLET; ORAL)

OPTIMINE SCHERING
(TABLET; ORAL}

TRINAL IN SCHER ING
(TABLET, CONTROLLED
RELEASE; ORAL)

V=13

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP. DATE
18=760 3663607 NC
06-08-84 05-|6-89 09-24-86
3934032
01=-20-93
3838671
09-17-91
18-760 3663607 NC
06-08-84 05-16-89 09-24-86
3934032
01=20-93
3836671
09-17-91
18-831 4179507 NCE
|1 1-25-83 12-18-96 11-25-93
17-744 3646207
07=14=78 02=-28-89
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-83
3717647
02=20-90
18-506 3419565 NG
03=23-82 12=31=85 09=24-86
3717647
02-20-90
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TABLE IV.

NDA'S APPROVED FROM |-1-B2 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT |INFORMATION

ACTIVE |INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE
0. EME/5M

BETAMETHASONE
0.2%

BETAMETHASONE ACETATE;
BETAMETHASONE SOD|UM PHOSPHATE
MGML; EQ 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EQ 0.05f BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05§ BASE

BETAMETHASONE DIPROP|ONATE
EQ 0.05f BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05f BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05F BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROF IONATE
EQ 0.05% BASE

TRADE NAME
(DOSAGE FORM; ROUTE)

CELESTONE
(SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTOME SOLUSPAN
CINJECTABLE; INJECTION)
DIPROLENE

(OINTMENT; TOPICAL)

BETAMETHASONE D IPROP IONATE
(CREAM; TOPICAL)

BETAMETHASONE D IPROP IONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM: TOPICAL)

BETAMETHASONE D IPROP IONATE
(OINTMENT; TOPICAL)

BETAMETHASONE D IPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

DI PROSONE
(CREAM; TOPICAL)

D1PROSONE
(OINTMENT; TOPICAL)

Google

V=15

APPL ICANT NAME

SCHER ING

SCHER ING

SCHER ING

SCHER ING

PHARMADERM /BYK~GLON

E FOUGERA/BYK~GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAYAGE LABS/BYK-GLDN

SCHER ING

SCHER ING

NDA #
APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

14=215
04-18-64

14=762
04-10-64

14=602
03-03-65
18=741

07-27-83

19=136
06-26-84

19=137
06-26-84

19=138
06-26~84

19-140
09-04-84

19-141
09=04=-84

19-143
09-04-84

17-536
01 -29-75

17=691
04~15-76

3485854
12-23~-86

3485854
12-23-86

3485854
12-23-86

[
09-24-86

D=1
09-24-86
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TABLE IV,

NDA'S APPROVED FROM |-1-82 TO |~31-85 AMD NDA'S WITH APPROPRIATE PATENT |NFORMAT|ON

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VYALERATE
EQ 0.1% BASE

BETHANIDINE SULFATE
10MG

BETHANIDINE SULFATE
2MG

BITOLTEROL MESYLATE
o.88

BRETYLIUM TOSYLATE
SOMG/ML

BROMOCR | PTINE MESYLATE
EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)

BETAMETHASONE VALERATE
(LOTION; TOPICAL)

BETATREX
(LOTION; TOPICAL)

BETAMETHASONE VALERATE
(LOTION; TOPIGAL)

TENATHAN
(TABLET; ORAL)

TENATHAN
(TABLET; ORAL)

TORNALATE
(AEROSOL; INHALAT ION)

BRETYLOL
CINJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL)

V=17

APPL |CANT NAME

E FOUGERA/BYK-GLDN

E FOUGERA/BYK=GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

AH ROB INS

AH ROB INS

WINTHROP-BREON/STERL

MM CRITICAL CARE/AHS

SANDOZ PHARMS /SANDOZ

SANDOZ PHARMS /SANDOZ

NDA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=-865
08-3|-83
18=-866
08-3|-83
18-867
08=31-83
18-870
08-31-83
17-675 3495013
05-29-81 02-10-87
1 7-675 3495013
05-29-81 02-10-87
18=770 4138581 NCE
12-28-84 02-06-96 12-28-89
1 7-954 RE29618
07=18-78 04-29-86
17-962 3752888 I-16
06=28-78 08~14-90 12=14-87
3752814
08-14-90
| 7-962 3752888 I-16
03-01-82 08-14-90 12-14-87
3752814
08-14-90
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ACTIVE INGREDIENT(S)
STRENGTH(S)

BUMETANIDE
0.25M6/ML

TABLE IV,

NDA'S APPROVED FROM |-1-82 TO |-3|-B5 AND NDA'S WITH APPROPRIATE PATENT INFORMAT ION

BUPIVAGAINE HYDROCHLOR IDE; DEXTROSE

0.75%; 8.25%

BUPIVACAINE HYDROCHLOR IDE ;
EPINEPHR INE BITARTRATE
0.5%; 0.009IMG/ML

BUPIVAGAINE HYDROGHLOR IDE ;
EPINEPHRINE BITARTRATE
0.75¢; 0.009IMGM.

BUTORPHANOL TARTRATE
IMG/ML

BUTORPHANOL TARTRATE
2MG/ML

CALCEFEDIOL, ANHYDROUS
0.02M6

CALCEFEDIOL, ANHYDROUS
0.05MG

CALCITONIN
200 IU/YIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

BUMEX
(INJECTABLE; INJECTION}

MARCA INE SPINAL
(INJECTABLE; INJECTION)

SENSORCAINE
(INJECTABLE; INJECTION)

SENSORCAINE
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

CALDEROL
(CAPSULE; ORAL)

CALDEROL
(CAPSULE; ORAL)

CALC IMAR
(INJECTABLE; INJECTION)

1w Google

1v-19

APPL ICANT NAME

HOFFMANN=LA ROCHE

BREON LABS/STERL ING

ASTRA PHARM PRODS

ASTRA PHARM PRODS

BRISTOL LABS/B-M

BRISTOL LABS/B~M

UPJOHN

UPJOHN

ARMOUR PHARM

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-226 3634583 NCE
02-28-83 o1-11-89 02-28-93
3806534
04-23-91
18-692 NC
05-04-84 09-24-86
18-304
09-02-83
18-304
09-02-83
17-857 3819635
08-22-78 06-25-91
17=857 3819635
08-22-78 06-25-9|
18-312 3833622
08=05-80 09=03=9|
3565924
03-23-86
18-312 3833622
08-05-B0 09-03-9|
3565924
03=23-86
17-769 I-18
12-21-84 12-21-87
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TABLE V.

NDA'S APPROVED FROM (=I-82 TO [-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE |NGRED IENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNES|UM CHLORIDE; SODIUM ACETATE;
SODIUM CHLOR IDE

S1OMG/| O0ML; 50GM/| 00ML; 200MG/] OOML ;
0.2GM/100ML; 9.6GM/| 00ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLOR IDE

S1OMG/100ML; 30GM/100ML; 200MG/100ML;
9.4G4/1 00ML ; -1 1G4/ 1 00ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLORIDE; SO IUM ACETATE;
SODIUM CHLOR IDE

5|OMG/|00ML; SOGM/IO0ML; 200MG/|OOML ;
9. 4G47100ML ; 11GM/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLOR IDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.TMG/100ML; |.5GM/ | O0ML ;

15, 24G/100ML ; SEMG/100ML; 392MG/| 0OML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLOR IDE;

SODIUM CHLORIDE; SODIUM LACTATE

25, MG/ 1 00ML; 2.5GM/| 0OML ;

15.2MG/1 OOML ; S6TMG/100ML; 392MG/ | 0OML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLOR IDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.TMG/100ML; 4.25GM/ 1 OOML 3

15.24G/1 00ML ; S6TMG/100ML; 392MG/| OOML

TRADE NAME
(DOSAGE FORM; ROUTE)

DIALYTE CONCENTRATE

W/ DEXTROSE 508

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER | TONEAL)

DIALYTE OONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC OONTAINER
(SOLUTION; INTRAPER | TONEAL)

DIALYTE CONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER
{SOLUTION; INTRAPER | TONEAL)

DELFLEX

W/ DEXTROSE 1,58

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER | TONEAL }

DELFLEX

W/ DEXTROSE 2,5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER | TONEAL)

DELFLEX

W/ DEXTROSE 4,253

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER | TONEAL)

=2

Google

APPL | CANT NAME

AM MCGANW/AM HOSP

A MCGANW /AM HOSP

A MCGANW/AM HOSP

DELMED

DELMED

DELMED

NOA # PATENT #

APPROVAL DATE EXP. DATE

18-807
08-26-83

18-807
08=26-83

18-807
08-26-83

18=-883
11-30-84

18=883
11=30-84

16-883
11-30~84
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TABLE IV,

NDA'S APPROVED FROM [-i-82 TQ [-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNES |UM CHLORIDE; SODIUM CHLORIDE;
S0DIUM LACTATE

26MG/1 OOML; 2.5GM/100ML; |5MG/ | OOML ;
560MG/ 1 00ML ; 390MG/| OOML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
32MG/100ML ; SGM/100ML ;

30MG/100ML; BEOMG/ | OOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE; SODIWM ACETATE;
SODIUM CHLOR IDE
16, 5M6/ML; 25,4MG/ML; 74.6MG/ML;
12IMG/ML; 164 IMG/ML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
35MG/100ML; 30MG/| O0ML; 74MG/ | OOML ;
640MG/ | O0ML ; SO0MG/| OOML ; 74MG/ | OOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLOR IDE;

S001UM CGHLOR IDE

17.6MG/100ML; 325, 3MG/ | OOML 3
119.3MG/100ML ; 643MG/ 1 OOML

CALGIUM GHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
20MG/1 OOML ; 30MG/| OOML ; 3BOMG/ | OOML ;
GOOMG/ | QOML

TRADE NAME APPL |CANT NAME
(DOSAGE FORM; ROUTE)

DIALYTE AN MCGAW/AM HOSP
W/ DEXTROSE 2,5%

IN PLASTIG CONTAINER

(SOLUTION; INTRAPERITONEAL)

DEXTROSE 5% AND RINGER'S TRAVENOL LABS
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TPN ELECTROLYTES ABBOTT LABORATORIES
IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

ISOLYTE E AM MCGAW/AM HOSP
IN, PLASTIC CONTAINER
(INJECTABLE; INJECTION)Y

PLEGISOL ABBOTT LABORATOR IES
IN PLASTIC CONTAINER

(SOLUT JON;

PERFUS ION, CARD IAC)

ACETATED RINGER'S A MCGAW/AM HOSP
IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

V=25

Google

NOA PATENT # EXCLUS IVITY
APPROVAL DATE ~ EXP, DATE  EXP, DATE
18-460

11-02-83

18-635

02-07-83

18-895 NC
07-20-84 09-24-86
16-899

10-31-83

18-608 NC
02-26-82 09-24-86
18-725

11-29-82
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TABLE V.

NDA'S APPROVED FROM [-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CAPTOPRIL
12. 56

CAPTOPRIL
25M6

CAPTOPRIL
50MG

CAPTOPRIL
100MG

CAPTOPRIL; HYDROCHLOROTH |AZ IDE
253MG; | 5M6

GAPTOPRIL; HYDROGHLOROTHIAZ IDE
50MG; | 5MG

CAPTOPRIL; HYDROCHLOROTHIAZ IDE
50MG; 25MG

TRADE NAME

{DOSAGE FORM; ROUTE)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOZIDE 25/15
(TABLET; ORAL)

GAPOZIDE 50/15
(TABLET; ORAL)

CAPOZ IDE 50/25
(TABLET; ORAL)

1v-25

Google

APPL ICANT NAME

ER SQUIBB AND SONS

ER SQUIEBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

NDA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=343 4105776 1=20
0I-17-85 08-08-95 09-24-86
' b-7
10~12-87
18-343 4105776 1-20
04-06~81 08~08-95 09-24-86
D=7
10~12-87
18-343 4105776 1-20
04-06-81| 08-08-95 09-24-86
D=7
10=12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
D=7=
| 0~12-87
18=709 4105776 NC
10-12-84 08-08-95 10~12-87
4217347
08=12-97
18-709 4105776 NC
10=| 2=-84 08-08=-95 10=12=87
4217347
08-12-97
18-709 4105776 NC
10~-12-84 08-08-95 10~12-87
4217347
08-12-97



06-0¢~0 |
£686Z3Y
16=-0Z=80
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06-5z-2 |
Sivigls
06-0¢=01
FZPEOLE
98-61-80
A Y
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Z6B6Z3Y
16-0Z-80
LZB0E9C
06-5Z-Z |
sivisLe
06-0<-01
YereaLs
98-61-80
9CCZIPC
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Sivi8Ly
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L200E8¢
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2 1260Fr
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# VaN
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SOMIW/ AV SH

OHINATSH

A9139=v810/491 3

A9139-¥810/A9139
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(veo f1378wL)
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I013W03L
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0138031
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OWOGZ {OMSZ
VJOOOATT {VdOQl 8D

ool ‘om0l
Y4000ATT (V400! BYYO

T4
Vd0a |80

W00 1
3N | d3ZVIHNYERYO

000z
NI dIZVHVERNVD

s
(S)INIIOIBNI 3N 1LY

NO 1 1WWHO.

Wd 3.LVIH=IDT-:N HLIM S.VON ONV GB=IC=| OL Z8=I=I WOMd QIAQUKIM-SaWG - Al WL



ACTIVE INGREDIENT(S)
STRENGTH(S)

CARBIDOPA; LEVODOPA
25MG; 1 00MG

CARBOPROST TROMETHAMINE
EQ 0.254G BASE/ML

CELLULOSE S0DIUM PHOSPHATE
2.5GM/PACKET

CERULET|DE D IETHYLAMINE
0. 02MG/ML

CHENOD 10L.
250MG

CHLORD | AZEPOX IDE
2MG6

CHLORD | AZEPOX IDE
sME

CHLORD | AZEPOX IDE
10MG

CHLORD | AZEPOX IDE
30MG

NDA'S APPROVED FROM 1-1-82 TO |-31-85 AMD NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

SINEMET
(TABLET; ORAL)

PROSTIN/15M

CINJECTABLE; INJECTION)

CALCIBIND
(POWDER; ORAL)

TYMTRAN

(INJECTABLE; INJECTION)

CHEN IX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

L IBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

v-27

APPL |CANT NAME

MS&D/MERCK

UPJOHN

MISSION PHARMACAL

ADRIA LABORATORIES

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN=LA ROCHE

NDA £ PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP. DATE
17-555 3462536
05-02-75 08-19-86

3769424

10-30-90

2781415

12-25-90

3830827

08-20-91

RE29692

10-30-90
1 7-589 3728362
01-09-79 04-17-90
18-757 NCE
12-28-82 12-28-92
18-296 3472832
12-24-8) 10- 1 4-86
18-513 NCE
07-28-83 07-28-93
13-071 4316897
10-31 66 02-23-99
13-071 4316897
10=3]| =66 02-23-00
13-071 4316897
10-31 =66 02-23-99
17-813 4316897 NOF
09-12-83 02-23-99 09-24-86
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORTHAL IDONE; CLONIDINE HYDROCHLORIDE

15MG; 0. 3MG

CHOLESTYRAM INE
EQ 4GM RES IN/PACKET

CHOLESTYRAM INE
EQ 4GM RES IN/PACKET

CHYMOPAPAIN
12,500 UNITS/VIAL

CHYMOPAPA N
10,000 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/YIAL

CICLOPIROX OLAMINE
1%

CIMETIDINE
200MG

CIMETIDINE
300MG

NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

COMB | PRES
(TABLET; ORAL)

QUESTRAN
(POWDER; ORAL)

QUESTRAN
(POWDER; ORAL)

DISCASE
CINJECTABLE; INJECTION)

CHYMOD IACTIN
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTIONY

LOPROX
(GREAM; TOPICAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

V=29

1w Google

APPL ICANT NAME

BOEHR INGER INGELHE IM

MEAD JOHNSON/B~-M

MEAD JOHNSON/B-M

TRAVENOL LABS

SMITH LABORATORIES

SMITH LABORATORIES

HOECHST-ROUSSEL

SK&F LAB

SK&F LAB

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17=503 3454701
04-|0-84 07-08-86
16=018 3383281 1=23
1 2-06-66 05-18-85 09-24-86
16~640 3383281 1=23
08-03-73 05-18-85 09-24-86
18-625 NCE
0l1=-18-84 11=10=92
18-663 4439423 INCE
I1=10-82 03=26=01 11=10-92
18-663 4439423 INCE
08-21 -84 03-26-01 11-10-92
18-748 3883545 NCE
12-30-82 05=13-92 12=30-92
17-920 3950333
08-16-77 04=13-93

4024271

05-17-54
1 7=820 3950333
08=16-77 04=|3=93

4024271

05=17-94
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68-£1-90 08-£1-90
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G96699C £90-281
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1Lz¥20¥
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CLEMAST INE FUMARATE ;

TABLE IV.

NDA'S APPROYED FROM 1-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

PHENYLPROPANOLAMINE HYDROCHLORIDE

EQ IMG BASE; 79MG

CLOMIPHENE CITRATE
50MG

CLONAZEPAM
0. 5MG

CLONAZEPAM
MG

CLONAZEPAM
246

CLONIDINE
2.5M6

CLONIDINE
MG

CLONIDINE
7.5M6

CLONIDINE HYDROCHLORIDE

0. IMG

CLONIDINE HYDROCHLORIDE
0. 2MG

TRADE NAME
(DOSAGE FORM; ROUTE)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET; ORAL)

CLONOP IN
(TABLET; ORAL)

CLONOP IN
(TABLET; ORAL)

CLONOP IN
(TABLET; ORAL)

CATAPRES=TTS~=|
(FILM, CONTROLLED RELEASE;
PERGUTANEQUS)

CATAPRES-TTS-2
(FILM, CONTROLLED RELEASE;
PERCUTANEOQUS)

CATAPRES-TTS-3
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

Google

V=31

APPL ICANT NAME

DORSEY LABS/SANDOZ

PLANTEX/ IKAPHARM

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN=LA ROCHE

BOEHRINGER [INGELHE IM

BOEHR INGER INGELHE IM

BOEHRINGER [INGELHE IM

BOEHRINGER INGELHE IM

BOEHRINGER INGELHE IM

NDA ¥ PATENT # EXCLUSIVITY
APPROYAL DATE EXP. DATE EXP. DATE
18-298 3933999 INDF
12-15-82 01-20-93 09-24-86
18-361

03-22-82

17-533 4316897

06~04-75 02-23-99

17-533 4316897

06-04~75 02-23-99

17=533 4316897

06-04-75 02-23-99

1 8=891 3454701 NR
10-10-84 07-08-86 10-10-87
18-891 3454701 NR
10-10-84 07-08-86 10-10-87
18-891 3434701 NR
10-10-84 07-08-86 10-10-87
17-407 2434701

09-03-74 07-08-86

1 7-407 3454701

09-03-74 07-08-86
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ACTIVE INGREDIENT(S)

STRENGTHI(S)

CLOTR IMAZOLE
[t

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

TABLE IV,

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPFR IATE PATENT |NFORMAT |ON

TRADE NAME APPL [CANT NAME
(DOSAGE FORM; ROUTE)

LOTRIMIN SCHER ING
(CREAM; TOPICAL)

GYNE=LOTRIMIN SCHER ING
(CREAM; VAGINAL)

GYNE=LOTRIMIN SCHER ING
(TABLET; VAGINAL)

MYCELEX MILES PHARMS/MILES
(SOLUTION; TOPICAL)

MYCELEX-G MILES PHARMSMILES
(TABLET; VAGINAL)

1V=33

Google

NDA #
APPROYAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

17=619
03-18-75

18-052
11-08-78

17-77
03-24-76

18-181
0l=15-7%

18-182
02-27-79

3660577
05-02-89
3705172
| 2-05-89
3839573
10-01-91

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

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

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

3839573
10=01-91
3705172
12-05-89
3660577
05=-02=-89
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TABLE IV,

NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CODE INE PHOSPHATE ;
PROMETHAZ INE HYDROCHLOR IDE
10MG/SML ; 6. 25MG/ ML

CODE INE PHOSPHATE;
'PSEUDOEPHEDRINE HYDROCHLORIDE ;
"TRIPROL IDINE HYDROCHLORIDE
JOMG/5ML; 30MG/5ML; |, 25MG/5ML

COLESTIPOL HYDROGHLOR IDE
5GM/PACKET

COLESTIPOL HYDROGHLOR IDE
' 5006M/BOT

COPPER
BMG

COPPER
120MG

1w Google

TRADE NAME
(DOSAGE FORM; ROUTE)

PHENERGAN W/ CODE INE
(SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID
(GRANULE; ORAL)

-7
(INTRAUTERINE DEVICE;
INTRAUTER INE)

TATUM-T
(INTRAUTERINE DEVICE;
INTRAUTER INE )

1¥=35

APPL |CANT NAME

WYETH LABS/AMHO

BURROUGHS WELLCOME

UP JOHN

UPJOHN

SEARLE PHARMS

SEARLE PHARMS

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
08-306
04-02-84
12-575
04-04-84
17-563 3692895 1-24
04-04=77 09-19-89 09-24-86
17-563 3692895 1-24
04-04=77 09-19-89 00-24-86
| 7-408 3563235
02-25-74 02-16-88

4040417

08-09-94

3783861

01-08-9|

3803308

12=01-87

RE28399

04-29-92
18-205 3563235
08-16-79 02-16-88

4040417

08-09-94

3783861

01-08-9)

3803308

12-01-87

RE28399

04-29-92
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TABLE 1V,

NDA'S APPROVED FROM [-1-82 TO |-31-85 AND NDA'S WITH APPROPR IATE PATENT |NFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CROMOLYN SOD |UM
10MG/ML.

CYCLOBENZAPRINE HYDROCHLOR IDE
MG

CYCLOBENZAFR INE HYDROCHLOR IDE
1oMG

CYCLOPHOSPHAM IDE
1GM/VIAL

CYCLOPHOSPHAM IDE
1GM/VIAL

CYCLOPHOSPHAM IDE
204/VIAL

DANTROLENE $SOD IUM
2546

DANTROLENE SOD IUM
10CMG

DANTROLENE 50D IUM
50MG

TRADE NAME

(DOSAGE FORM; ROUTE)

INTAL
(SOLUTION; INHALAT ION)

FLEXER IL
(TABLET; ORAL)

FLEXER IL
(TABLET; ORAL)

CYTOXAN
(INJECTABLE; INJECTION)

NEOSAR
(INJECTABLE; INJECTION)

CYTOXAN
(INJECTABLE; INJECTION)

DANTR UM
(CAPSULE; ORAL)

DANTR IUM
(CAPSULE: ORAL)

DANTR IUM
(CAPSULE; ORAL)

Google

V=37

APPL I CANT NAME

FISONS

MS&D/MERCK

MSLD/MERCK

MEAD JOHNSON/B-M

ADRIA LABORATORIES

MEAD JOHNSON/B-M

NORW ICH EATON/PAG

NORWICH EATON/PAG

NORW ICH EATON/P&G

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP, DATE
18=596 3686412 1=22
05-28-82 08-22-89 0l1-19-88

3777033

08-22-89

3419578

12-31-85

3975536

08=]7-93
17-821 3454643
08=26~77 07-08~86

3882246

05-06-92
17-821 3454643
08~-26-77 07-08-86

3862246

05-06-92
12-142 NS
08-30-82 09-24-86
87-442 NS
07-08-83 09-24-86
12-142 NS
08-30-82 09-24-86
17-443 3415821
01-15-T4 |2=10-85
17-443 3415821
01=15=74 12=10-85
17-443 3415821
10=10=75 | 2=1 0=85
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DES IPRAM INE HYDROCHLOR IDE
100MG

DES IPRAMINE HYDROGHLOR IDE
150MG

DESIPRAMINE HYDROCHLOR |DE
10MG

DESMOPRESS IN AGETATE
0.01%

DESMOPRESS IN ACETATE
0. 004MG/ML

DESONIDE
0.05%

DESOX IMETASONE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0,25%

TABLE IV,

NDA'S APPROVED FROM 1-1-82 TO |-31-85 AMD NDA'S WITH APPROPR IATE PATENT INFORMATION

TRADE NAME
(DOSAGE FORM; ROUTE)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

NORPRAM IN
(TABLET; ORAL)

DDAYP
(SOLUTION; NASAL)

DDAVYP
(INJECTABLE; INJECTION)

DESOWEN
(CREAM; TOPICAL)

TOP| QORT
(GEL; TOPIGAL)

TOP1CORT
(OINTMENT; TOPICAL)

TOP I CORT
(OINTMENT; TOPICAL)

Google

APPLICANT NAME

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW GHEM

MERRELL DOW/DOW CHEM

ARMOUR  PHARM

ARMOUR  PHARM

OWEN LABS/DERM PRODS

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

1¥-39

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
14=399 3454698
03-01-77 07-08-86

3454554

07-08-86
14-399 3454638
03=01-77 07-08-86

3454554

07-08-86
| 4-399 3454698 NS
02-11-82 07-08-86 09-24-86

3454554

07-08-86
17-922 3497491
02=21=78 02=24=87
18-958 34974391 NOF
03=30~84 02=24=-87 09-24-86
19-048
12=14=-84
18-586 NOF
03-29-82 08-24-86
18-534 NDF
01-17-85 09-24-86
18-763 NDF
09-30-83 09-24-86
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ACTIVE INGRED IENT(S)

STRENGTH(S)

DEXAME THASONE
MG

DEXAME THASONE
Q. SMG/SML

DEXAMETHASONE
0, 5MG/ ML

DEXAMETHASONE
0. 5MG

DEXAMETHASONE
0. 73MG

DEXAMETHASONE
1.5MG

DEXAMETHASONE
4MG

DEXAMETHASONE
10MG/25GM

DEXAMETHASONE
0.04%

TABLE IV. NDA'S APPROVED FROM |=|-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT |INFORMATION

TRADE NAME

{DOSAGE FORM; ROUTE)

DE XAME THASONE
(TABLET; ORAL)

DECADRON
(ELIXIR; ORAL)

HEXADROL
(ELIXIR; ORAL)

HEXADROL
(TABLET; ORAL)

HEXADROL
(TABLET; ORAL)

HEXADROL
(TABLET; ORAL)

HEXADROL
(TABLET; ORAL)

DECASPRAY
(AEROSOL ; TOPICAL)

HEXADROL
(CREAM; TOPICAL)

APPLICANT NAME

ROXANE LABORATORIES

MS&D/MERCK

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

MSAD/MERCK

ORGANON/AKZONA

1V=d}

NDA # PATENT # EXCLUS IVITY
APFROVAL DATE EXP. DATE EXP. DATE
B88=316 NS
09-15-83 09-24-86
12-376 3575261
09-02~-60 03-26~85
RE28369
03-26-85
12-674 REZ8369
04-23-64 03-26-85
12-675 RE28369
07-01 =78 03-26-85
12-675 RE28369
07-01=78 03-26-85
12-675 RE28369
09-24-65 03-26-85
12=675 RE28369
Q7-01-74 03-26-85
12=731 3375261
03-29-61 03-26-85
RE28369
03-26~85
13-304 RE28369
01-05-67 03-26-85
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TABLE 1V,

NDA'S APPROVED FROM [-1-82 TO |-31-85 AMD NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE |INGREDIENT(S)
STRENGTH(S)

DEXAMETHASONE SODIUM PHOSPHATE
EQ 0. IMG PHOSPHATE/INH

DEXAMETHASONE SODIUM PHOSPHATE
EQ 0. IMG PHOSPHATE/ INH

DEXAMETHASONE SOD UM PHOSPHATE
EQ 4MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE
EQ 10MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE
EQ 20MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE;
LIDOCA INE HYDROCHLOR IDE
EQ 4MG PHOSPHATEML; |OMG/ML

DEXTROMETHORPHAN HYDROBROM IDE ;
PROMETHAZ INE HYDROGHLOR |DE
15MG/SML ; 6. 25MG/ ML

DEXTROSE
60G4/1 0OML

DEXTROSE
70GM/ 1 OOML

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

DECADRON
(AEROSOL; [INHALAT ION)

DEGADRON
(AEROSOL; NASAL)

HEXADROL
(INJECTABLE; INJECTION)

HE XADROL
(INJECTABLE; INJECTION)

HEXADROL
CINJECTABLE; INJECTION)

DECADRON W/ XYLOCA INE
CINJECTABLE; INJECTION)

PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE €0% IN PLASTIC
‘OONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 70f IN PLASTIC

CONTAINER
CINJECTABLE; INJECTION)

1V-43

APPL ICANT NAME

MSLD/MERCK

MS&D/MERCK

ORGANON/AKZONA

ORGANON /AKZONA

ORGANON/AKZONA

MS&D/MERCK

WYETH LABS/AMHO

TRAVENOL LABS

TRAVENOL LABS

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP._DATE
13-413 337526)
08=1 7-62 03-26-85
RE28369
03-26-85
14=242 3375261
12-17-65 03-26-85
RE28369
03-26-85
1 4-694 RE28369
03=14-75 03-26-85
1 4-694 RE28369
03-14-75 03-26-85
1 4=-694 RE28369
04-27-81 03-26-85
13=334 3375261
07-11-62 03-26-85
RE28369
03-26-85
11-265
04-02-84
17-521
03-26-82
17=521
03-26-82
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TABLE IV.

NDA'S APPROVED FROM |-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMAT ION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE
50MG/ML
DEXTROSE ; DOPAMINE HYDROCHLORIDE

5GM/1 00ML ; BOMG/ | GOML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
SGM/100ML; | 60MG/ | OOML

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

DEXTROSE ; DOPAMINE HYDROCHLORIDE
5G4/100ML; 1 6OMG/ | QOML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
5@4/100ML ; 320MG/| OOML

DEXTROSE ; HEPARIN SOD|UM
5GM/100ML; 200 UNITS/100ML

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

DEXTROSE ; HEPARIN SODIUM
5@47100ML; 1,000 UNITS/|OOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXTROSE 5§ IN PLASTIC

CONTAINER
(INJECTABLE;

DOPAMINE HCL
( INJEGTABLE;

DOPAMINE HCL
(INJECTABLE;

DOPAM INE HCL
CONTAINER
(INJECTABLE;

DOPAMINE HCL
CONTAINER
CINJECTABLE;

DOPAM INE HCL
CONTAINER
(INJECTABLE;

HEPARIN SODIUM 1,000 UNITS

INJECTION)

INJECT ION)

INJECT ION)

IN PLASTIC

INJECTION)

IN PLASTIC

INJECTION)

IN PLASTIG

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE;

HEPARIN SODIUM 2,000 UNITS

INJECTION)

AND DEXTROSE 58 IN
PLASTIC OONTAINER

(INJECTABLE;

HEPARIN SODIUM 5,000 UNITS

INJECTION)

AND DEXTROSE 5% IN
PLASTIC CONTAINER

( INJECTABLE;

INJECTION)

1w Google

1v=45

APPL |CANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATOR IES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

A MCGAW/AM HOSP

AM MCCAW/AM HOSP

AM MCGAW/AM HOSP

NDA # PATENT ¥ EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
19-222

07-13-84

18-132 NC
02-04-82 09-24-86
18-132 NC
02-04-82 09-24-86
18-826 NC
09-30-83 09-24-86
18-826 NC
09-30-83 09-24-86
16-826 NC
09=30-83 09-24-86
19=130 NC
12-31-83 09-24-86
19130 NC
12=-31-83 09-24-86
19-130 NG
12=31-83 09=24=86
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TABLE IV,

NDA'S APPROVED FROM (-1-82 TO |-31-85 AMD NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S )

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
S5GM/100ML; BOCMG/ ] O0ML

DEXTROSE ; MAGNESIUM CHLOR IDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML ; 3IMG/100ML ;
130MG/100ML; 26MG/100ML;
320MG/ | OOML

DEXTROSE; POTASSIUM CHLORIDE
SGM/ 1 Q0ML ;  75MG/ | O0ML

DEXTROSE ; POTASSIUM CHLORIDE
SGM/100ML; | SOMG/] O0ML

DEXTROSE ; POTASSIUM CHLORIDE
SGM/100ML; 220MG/1 OOML

TRADE NAME
(DOSAGE FORM; ROUTE)

LIDOCAINE HCL 0.4%

AND DEXTROSE 58

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

ISOLYTE P W/

DEXTROSE 5% IN
PLASTIC CONTAINER
CINJECTABLE; INJECTION)Y

DEXTROSE SF AND

POTASSIUM CHLOR IDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5% AND
POTASSIUM CHLOR IDE O.15%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5§ AND
POTASSIUM GHLOR IDE 0.22%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Google

APPL ICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/MM HOSP

M MCGAW/AM HOSP

AM MCGAW/AM HOSP

AN MCGAW/AM HOSP

1v=47

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

| 8=967
03-30-84

18-967
03-30~84

19=025

12-27-84

18-T44

1 1=09=-82

18=744
| 1-09-82

16-744
11=-09-82

NS
09-24-86

NS
09-24-86
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TABLE 1V.

NDA'S APPROVED FROM |-i-82 TO [-31-85 AND NDA'S WITH APPROPR IATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/| OOML ; 300MG/| O0ML ; 450MG/1 0OML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/) OOML ; |5OMG/| OOML ; 200MG/| OOML

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5G4/1 00ML ; 224MG/| OOML ; 200MG/| OOML

DEXTRQSE ; POTASSIUM CHLORIDE; SODIUM
CHLOR IDE
5GM4/100ML; |SOMG/| OOML ; 200MG/ | OOML

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5EM/1 00ML ; 224MG/1 OOML; 200MG/ | OOML

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML ; TSMG/100ML ; 330MG/| OOML

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/1 OOML ; 150MG/1 OOML ; 330MG/'| OOML

TRADE NAE
(DOSAGE FORM; ROUTE)

DEXTROSE 5%, SODIUM CHLOR IDE
0.45% AND POTASSIUM CHLORIDE
40MEQ IN PLASTIGC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
|OMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJEGTION)

DEXTROSE 5§, SODIUM CHLOR IDE
0.28 AND FOTASSIUM CHLORIDE
ISMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

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

DEXTROSE. 5%, SODIUM CHLORIDE
0,25 AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5§, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLOR IDE
SMEQ IN PLASTIC CONTAINER
CINJECTABLE; |NJECTION)

DEXTROSE 5%, SODIUM CHLOR IDE
0,33% AND POTASSIUM CHLOR IDE
IOMEQ IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

1V=-49

1w Google

APPL ICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA. # PATENT §#

APPROVAL DATE EXP. DATE

18-566
02-10-83

18-567
02-16-83

18-567
02-16-83

18-567
02=| 6=83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82
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ACTIVE |INGRED IENT(S)
STRENGTH(S)

DEXTROSE; THEOPHYLL |NE
5GM/100ML; 40MG/1 OOML

DEXTROSE; THEOPHYLLINE
SGM/100ML; BOMG/ 1 0OML

DEXTROSE; THEOPHYLLINE
SGM/100ML ; BOMG/ | OOML

DEXTROSE; THEOPHYLL INE
5GH/100ML; | 60MG/ | OOML

DEXTROSE; THEOPHYLL INE
5GM/100ML; |60MG/100ML

DEXTROSE; THEOPHYLL INE
5GM/100ML; 200MG/ | OOML

TABLE |V,

NDA'S APPROVED FROM |-i-82 TO |-31-85 AND NDA'S WITH APPROPR IATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

THEOPHYLL INE 0. 048

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; |NJECT ION)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
CINJECTABLE; |NJECTION)

THEOPHYLL INE 0. 08%

AND DEXTROSE 5§

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

THEOPHYLLINE 0. 16%

AND DEXTROSE 5§

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE 5§

IN  PLASTIC CONTAINER
CINJEGTABLE; INJECT ION)

Google

APPL | CANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

M4 MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

V=51

NDA £ PATENT #
APPROVAL DATE EXP. DATE

EXCLUS IVITY
EXP. DATE

19-083
11-07-84

19=211
12=14-84

19-083
11-07-84

19-211
12=] 4=-84

19-083
11-07-84

19-211
12=| 4-84
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DIATRIZOATE
MEGLUMINE
308

DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
526; 8%

DIATRIZOATE MEGLUMINE ;
DIATRIZOATE SODIUM
66%; 10%

DIAZEPAM
M6

D IAZEPAM
MG

DIAZEPAM
10MG

D IAZEPAM

DIAZEPAM
15MG

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME
(DOSAGE FORM; ROUTE)

RENO-M-DIP
(INJECTABLE; INJECTION)

RENOGRAF IN-60
(INJECTABLE; INJECTION)

RENOGRAF IN=-76
CINJECTABLE; INJECTIONY

VAL 1M
(TABLET; ORAL)

VAL IUM
(TABLET; ORAL)

VAL IUM
(TABLET; ORAL)

VAL IUM
CINJECTABLE; INJECTION)

YALRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

1w Google

1v=53

APPL ICANT NAME

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN=-LA ROCHE

HOFFMANN=LA ROCHE

HOFFMANN-LA ROCHE

NDA £ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
10-040 1-7; 1-8
01 -08-60 09-24-86
10-040 1-8
08-29-74 09-24-86
10-040 1-5
10-27-72 09-24-86
13-263 4316897
11=15-63 02-23-99

3371085

02-27-85
13-263 4316897
11-15-63 02-23-99

3371085

02-27-85
13-263 4316897
11=15=63 02-23-99

3371085

02-27-85
16=087 4316897
08-24-66 02-23-99

3371085

02-27-85
18-179 4316897
03=12=81 02-23-99

3371085

02-27-85
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TABLE IV,

NDA'S APPROVED FROM |-1-B2 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DIGOXIN
0,05MG

DIGOXIN
0.IM6

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLOR IDE
0.5MG/0, 5ML; 2500 UNITS/0.5ML;
5.33MG/0. 5ML

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLOR IDE
0.5MG/0, TML; 5000 UNITS/0.7ML;
7.46MG/0. TML

DILTUIAZEM HYDROCHLORIDE
30MG

DILTIAZEM HYDROCHLORIDE
60MG

DINOPROST TROMETHAMINE
EQ 5MG BASE/M.

D INOPROSTONE
20MG

<avy (GOogle

TRADE MAME
(DOSAGE FORM; ROUTE)

LANOX | CAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
CINJECTABLE; INJECTION)

EMBOLEX
(INJECTABLE; INJECTION)

CARD IZEM
(TABLET; ORAL)

CARD | ZEM
(TABLET; ORAL)

PROSTIN F2 ALPHA
(INJECTABLE; INJECTION)

PROSTIN E2
(SUPPOSITORY; VAGINAL)

1v=55

APPL ICANT NAME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SANDOZ PHARMS /SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATOR IES

MARION LABORATORIES

UPJOHN

UPJOHN

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=118 NDF
07-26-82 09-24-86
18=118 NDF
07-26-82 09-24-86
18=-B85 4451458 NC
1 1-30-84 05-29-01 11-30-87
18~885 4451458 NC
11-30-84 05-29-01 11-30-87
18-602 3562257 NCE
11=05-82 02-09-88 1 1-05-92
18-602 3562257 NCE
11-05-82 02-09-88 | 1-05-92
17-434 3706789
11=26=73 12-19-89

3778506

12-11-90
17-810 3800887
08-23-77 08-12-92

3558858

06-10-88



£8-82-90
959-81
€8=11=£0
&¥5-81
28-22-50
gec-81
Z8=60=L0
zZE1-81
£6=61=01 8L-B1=L0
00Z.86E oze-L1
98=42~60 £8-01-£0
3N gzZL-8l
8= Z=60 £8=01=£0
N €ZL-8|
98-Z-60 Z8=02=L0
AN [14:F:1}
98-#Z-60 Z8-02-L0
0N sso-8|
16=10=C0
¥1L608€
16-10-01 08-20-50
F8c6ERL 65Z-81
3V0 ‘X3 3LV0 'aX3 3LV WAOHV
ALIAISNTOX3 # INAUVd # YN

500Hd WiVHd YELSY

W-8/88V1 7015148

SN | BOMHY/NNI S-SN 1313

S31HOLYHOEYT L1088

A1 M3

S31HOLVHORYT 11089

S31HOLVHOEVT LLogey

SHiVHd 3 TV3IS/I T3S

SWiWHd FTV3IS/T VIS

ShWHd NVOU3TVY

3N LNVD | TV

95-Al

(NOILD3rNI1 2378VLD3rN|)
3N W0l

(NOILO3MNI 2318V103rN|)
TOH 3NIWYdOd

(NOILOArNI £3718¥103rN|)
NI WO

(NOI LO3FNI £3718V103rNI)
TOH 3N WY0a

(NOILO3rNI #378vL03rNI)
X3uLneoq

(Vw0
f0ALV00 DINAINI “LIATEVL)
ALOMYd30

(V¥o
f03LV00 D1¥3INI “LITEVL)
3L0MVd30

(WH0 35V
GATIONLNGD “ITNSEVD)
WD JOVIUON

(VH0 £3SVI3Y
QITOULNOD  “3INSdVD)
¥ FOVJUON

(QIWTVHIHDO fNOILNT0S)
3NId0dd

(ALNOY ‘Wi0d 39VS0Q)

JeN 3aVL

OO
3Q1¥0THIOHAAH NI WdOa

TH/OWOY
3QIHOTHOOUAAH 3N1WWdOa

W/ON0R
30| HOTHOOUAAH NI WWdOQ

WOM0B
Q1 HOTHOOUAAH 3NI Y00

TWIA/3SVE OWOGZ O3
301¥0THOOHAAH 3N 1 WLNE0a

3SVE 9W00s 03
WNIG0S X308dTVAID

3ISvE oWosZ 03
WNIQ0S X30udTVAIQ

35vE 9W0S1 03
I1VHASCHd 301 WHAOS|a

35va 9W001 83
31¥YHJSCHd 3QIWVHADOSI O

si°o
30/ W0THOOHAAH N1¥d3AIdIa

(SIHLONIULS
(SYINIIARON| 3A 1LV

NOILVWAOIN | (J;dOﬂVIHOHdlérH SWWON ONV &8-1€-1 OL Z8-1-1 WOHd Q3A0MdN S YN

A 3TevL



ACTIVE INGREDIENT(S)
STRENGTH(S)

DOXEP IN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10OMG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLOR|DE
EQ 150MG BASE

DOXEPIN HYDROCHLOR|DE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROGHLORIDE
EQ 75MG BASE

TABLE V.

NDA'S APPROVED FROM I1-i1-82 TO (-3|~-85-AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

S INEQUAN
(CAPSULE; ORAL)

S INEQUAN
(CAPSULE; ORAL)

S INEQUAN
(CAPSULE; CRAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

S INEQUAN
(CAPSULE; ORAL)

ADAP IN
(CAPSULE; ORAL)

ADAPIN
(CAPSULE; ORAL)

ADAP IN
(CAPSULE; CORAL)

ADAPIN
(CAPSULE; ORAL)

ADAP IN
(CAPSULE; ORAL)

=57

APPL |CANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PF |ZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

NOA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP. DATE
16=798 342085
09-23-69 01-07-86
16=798 3420851
09-23-69 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
06-04-T76 01-07-86
16-798 3420851
03-15-78 01-07-86
16-987 3420851
01-31-72 01-07-86
16-987 3420851
01-31-72 01-07-86
16-987 3420851
01-31-72 0|-07-86
16-987 3420851
12-12-77 01-07-86
16967 3420851
04-15-80 01-07-86
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TABLE |Y. MNDA'S APPROYVED FROM I-1-82 TO |-31-85 AMD NDA'S WITH APPROPRIATE PATENT |NFORMAT|ON

ACTIVE INGREDIENT(S) TRADE NAME APPL |CANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP, DATE
ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTE=2I WYETH LABS/AMHO 18-668 3666858 NC
0.03MG; 0.15MC (TABLET; ORAL-21) 05-10-82 05-30-89 09-24-86

3850911

11=26=9|

3959322

1 1=26=9I
ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTE-28 WYETH LABS/AMHO 18-782 3666858 NC
0.03MG; 0.15MG (TABLET; ORAL-28) 07-21-82 05-30-89 09-24-86

3850911

11-26-9

3959322

11-26-91
ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL-28 WYETH LABS/AMHO 16-190 3666858 NS
0.03MG; 0.05MG (TABLET; ORAL-28) 11-01-84 05-30-89 | 1-01-87
0.04MG; 0.075MG 3850911
0.03MG; 0. |25MG 11-26-91

3959322

11=26=91

3957982

05-18-93
ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL=2| WYETH LABS/AMHO 19=192 3666858 NS
0.03MG; 0.05MG (TABLET; ORAL-21} 11-01-84 05-30-89 11-01-87
0.04MG; 0,075MG 385091 1
0.03MG; 0.125M6 11=26=9|

3959322

11-26-91

3957982

05-18-93

1¥-59
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TABLE V.

NDA'S APPROVED FROM (-1-82 TO |-3/-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STREMGTH(S)

ETHINYL ESTRADIOL; NORGESTREL
0.03M6; 0.3M6

ETHINYL ESTRADIOL; NORGESTREL
0.,03MG; 0, MG

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ET IDRONATE 0 1SOD 1UM
200MG

TRADE NAME
(DOSAGE FORM; ROUTE)

LO/OVRAL
(TABLET; ORAL-21)

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

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

DIDRONEL
" (TABLET; ORAL)

Google

APPL ICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

MNORWICH EATON/PAG

1v-61

NDA ¥
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

17-612
03~ 7-75

17-802
03-16-76

17=751
08-30-76

17-751
08=30=76

17-851
05-01-77

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

3666858
05-30-89
3850911
| |=26=91
3959322
1 1-26-91

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

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

425414
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
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TABLE IV.

NDA'S APPROVED FROM |-1-B82 TO [-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE |INGREDIENT(S)
STRENGTH(S)

FLUCYTOS INE
500MG

FLUNISOL IDE
0.025MG/ INH

FLUOC INON IDE
0,05¢

FLUOG INON IDE
0.05%

FLUPHENAZ | NE DECANQATE
25MG/ML

FLUPHENAZ INE ENANTHATE
25MG/ML

FLURANDRENOL IDE
0.004MG/5Q M

FLURAZEPAM HYDROCHLOR IDE
15MG

FLURAZEPAM HYDROCHLOR |DE
30MG

FURQSEMIDE
20MG

FUROSEM IDE
40MG

TRADE NAE
(DOSAGE FORM; ROUTE)

ANCOBON
(CAPSULE; ORAL)

BRONAL IDE
(AEROSOL; [INHALAT ION)

LIDEX
(SOLUTION; TOPICAL)

VASODERM
(CREAM; TOPICAL)

PROL IXIN DEGANOATE
CINJECTABLE; INJECTION)

PROL IXIN ENANTHATE
(INJECTABLE; INJECTION)

GORDRAN
(TAPE; TOPICAL)

DALMANE
(CAPSULE; ORAL)

DALMANE
(GAPSULE; ORAL)

FURQSEMIDE
(TABLET; ORAL}

FUROSEMIDE
(TABLET; ORAL)

Google

APPL |CANT NAME

HOFFMANN=LA ROCHE

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

DISTA FRODS/LILLY

ROCHE PRODUCTS

ROCHE PRODUCTS

CHELSEA LABORATORIES

CHELSEA LABORATORIES

IV-63

NDA # PATENT ¥ EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
1 7=001 3368938

11-26-71 02-13-85

18=340 NDF
08-17-84 09-24-86
18~849 NDF
04-06-84 09-24-86
F9=117

06-26-84

16-727 3394131

06=20~72 07=23-85

i6-110 3394131

03=|5=67 07-23-85

16-455 3632740

07=29-69 01=-04-89

16-721 4316897

04-07-70 02-23-99

16-721 4316897

04-07-70 02-23-99

18-369

07-14-82

18=-369

05-14-82
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ACTIVE INGREDIENT(S)

STRENGTH(S)

FUROSEM IDE
80MG

FURQSEM IDE
10MG/ML.

FUROSEMIDE
10MG/ML.

FUROSEM IDE
10MG/ML

FUROSEMIDE
40MG

FURCSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEM IDE
40MG

FUROSEM IDE
20MG

FUROSEM IDE
40MG

FUROSEMIDE
20MG

FUROSEM IDE
40MG

TABLE |V. MNDA'S APPROVED FROM |-1-82 TO I-SI—S'S AND NDA'S WITH APPROPR IATE PATENT INFORMATION

TRADE NAME
(DOSAGE FORM; ROUTE)

FUROSEM IDE
(TABLET; ORAL)

FURQSEMIDE
(INJECTABLE; INJECTION)

FUROSEM IDE
CINJECTABLE; INJECTION)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEM IDE
(TABLET; ORAL)

FUROSEM IDE
(TABLET; QRAL)

FUROSEM IDE
(TABLET; ORAL)

FUROSEM IDE
(TABLET; ORAL)

FURQSEM IDE
(TABLET; ORAL)

FUROSEM IDE
(TABLET; ORAL)

FUROSEM IDE
(TABLET; ORAL)

FUROSEM IDE
(TABLET; ORAL)

w10, GOOGle

APPL ICANT NAME

CORD LABORATORIES

NATCON

ABBOTT LABORATORIES

WYETH LABS/AMHO

DRUMMER /PHOEN | X

INTL MEDICATION SYS

INTL MEDICATION SYS

BARR LABORATOR |ES

ROXANE LABORATOR IES

ROXANE LABORATOR IES

KALAPHARM

KAL APHARM

V=65

NDA #
APPROVAL DATE

PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE

18-569
08-| 4-84

18-579
11-30-83

18-667
05-28-82

18-670
07-20-82

18-750
07-30-84

18-753
02-26~84

18-753
02-28-84

18=790
11-29-83

18=-823
1-10-83

18=-823
11=10=83

18-868
06-28-83

18=868
06-28-83
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TABLE 1Y. NDA'S APPROVED FROM I-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE _FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

GLYBURIDE MICRONASE UP JOHN 17=-498 3426067 NCE
SMG (TABLET; ORAL) 05-01 -84 04-21-92 05-01-94
3454635
04=2]=92
3507954
04-2]-92
3507961
04-21-92

GLYBURIDE D | ABETA HOECGHST=ROUSSEL 17-532 3426067 NCE
1. 25MG (TABLET; ORAL) 05=0| -84 04=21=92 05-01-94
3454635
04-21-92
3507961
04-2-92
3507954
04-2|-92
4060634
09-07-93

GLYBURIDE DIABETA HOECHST-ROUSSEL 1 7=532 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04=21-92
3507961
04-21-92
3507954
04=21=92
4060634
09-07-93

1v-67

= (GOOGIe



76-62-21 18-51-21 28-67-71
3N IS6LYSS ¥o1-81
Z6-62-21 18-51-21 z8-62-21
N IS6LYSE ¥0I-g1
26-L0-60 68-52-¥0 28-L0-60
N £66859€ £85-81
Z6-10-50 68-52-40 28-L0-60
N £66859¢ £85-81
¥8-12-Z1
910-L1

66-62-80

BEYO 11y
76-05-60 £6-08-£0 Z8-0£-60
N 69GLY6E czi-8l

56-62-80

BEVO1 1Y
76-0C-60 £6=0£=50 Z8-06-60
N 695LY8E czi-8l

£6-L0-60

¥£9090F

76-12-40

¥S6L06E

Z6=1Z=$0
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6~ 1250

ccovere
#6-10-50 Z6-1Z-%0 8-10-60
N L9092vE Zss-L1
3IVa X3 3LV0 ‘a3 3Va WAOHY
ALTATSNRX3 ¥ LN3Ivd L]

OHWY/SBY1 HLIAM

NHOrdin

NHOrdn

OHWY/SEYT HL3IAM

SV MVO0T1D-YALUWD

OHWY/SEYT 1SH3AY

OHIWY/SEVT LSHIAV

13SSN0Y- LSHOICH

JrWN LNVO | TdaVY

(WVHO f1379W1)
30

(WH0 £13718V1)
TIHOTAH

(WH0 £1379W1)
NISNILAM

(VHO f1379W1)
NISNALAM

(NOILOIFNI £378VLO3INI)
NI JOULOGVYMOD D1 NOTUOHD

f37@VL03rNI)
T3ULIVS

CNOILO3MNI

(NOILD3rNI £378VLO3rNI)

13UV

(w40 f1L379V1)
¥i3gvia

(3LN0Y TWaO4 3OYS0Q)

YN 30VHL

oHEZ
ALY4INS TIAVYNYND

oW |
ALY4INS TFUAVNYND

35vE Owe 03
ALYLIOY ZNIEVNVND

35vA Ok 03
ALVLIOV ZNISVNVD

TWIA/SLINN 000°Z
DINOIYOHD “NI<OWLOGYNOD

WIA/3SYE OG0 O3
301HOTHOOMAAH NIT3HOAYNOD

WIA/3SYE OWIT0 03
JOIBOTHIOYAAH NI TIHOQVYNOD

NG
AA1ENELTD

(SIHLIONIULS
(S)IN3| GIWONI 3N 1LV

NOILYWHOAN| @1 3Lvi

gl

HLIK SiWON ONY GB=I1g=1 OL Z8=I=1 WOMd (G3AOYed Si¥ON

C

oA 3TEVL



ACTIVE |INGREDIENT(S)

STRENGTH(S)

HALAZEPAM
20MG

HALAZEPAM
40MG

HALOPER | DOL
0.5MG

HALOPER00L
IMG

HALOPER1D0L
MG

HALOPERIDOL
MG

HALOPERIDOL
10MG

HALOPERIDOL
20MG

HALOPERIDOL LACTATE
EQ 2MG BASE/ML

HALOPERIDOL LACTATE
EQ 5MG BASE/M.

HEPARIN SOD UM
10 UNITS/ML

NDA'S APPROVED FROM 1-1-82 TO (-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

PAXIPAM
(TABLET; ORAL)

PAXIPAM
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(CONCENTRATE; ORAL)

HALDOL
CINJECTABLE; INJECTION)

HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)

Google

V=69

APPL ICANT NAME

SCHER ING

SCHER ING

MCNEIL PHARM

MCNEIL PHARM

MONE IL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL LABORATORIES

MCNEIL LABORATORIES

INVENEX LABS/LIFE

MNoA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-736 3429874

09-24-81 02-25-86

17=736 3429874

09-24-8| 02-25-86

15=921 3438991 NS
04-12-67 04-15-B6 09-24-86
15-92| 3438991

04=|2-67 04=~15-86

15=92| 3438991

04-12-67 04-15-86

15-921 3438991

04~ 6=74 04=15=-86

15-921 3438991

04=| 6=74 04=|5=-86

15-921 3438991 NS
02-02-82 04=|5-86 09-24-86
15-922 3458991

04=12=67 04~ 5-86

15-923 3438991

3-18-71 @4=13-86

17-029

05-06-82



ACTI VE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/IOOML; 9004G/100Peel .
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/IOOML; 900MG/I00ML
HEPARIN SODIUM: SODIUM CHLORIDE
500 UNITS/IOONL; QOWG/I0OIL
HEPARIN SODIIM; SODIUM CHLORIDE
1,000 TINITS/10041_; 90046/10011
HEPARIN SODIUM: SODIUM CHLORIDE

10,000 UNITS/IOOML; 90046/100Dce.
HEPARIN SODIUM; SODIUM CHLORIDE

(DOSAGE FORM; ROUTE)
HEPARIN soDIuM 1000 uNITs
AND soDIuM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
AND SODIIM CHLORIDE 0.95

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
AND SODILM CHLORIDE 0.95
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODILM CHLORIDE 0.95

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUVI CHLORIDE 0.91

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LEPARIN SODIUM 12,500 UNITS
IN SODIIM CHLORIDE 0.91

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.451

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IVATO

APPL 1 CANT NAME
TRAVENOL LABS
TRAVEmL LAB S
TRAVENOL LABS

ABBOTT LABORATOR 1 ES
ABBOTT LABORATOR 1 ES
ABBOTT LABORATOR IES
ABBOTT LABORATOR IES

NDA #
APPROVAL DATE
18609

PATENT I EXCLUS I VITY
EXP. DATE EXP. DATE
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.

NDA'S APPROVED FROM 1-1-82 TO [-31-85 AND NDA'S WITH APPROPRIATE

PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

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

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

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/I00ML; 900MG/|0OML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; S00MG/I00ML

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

TRADE NAME

(DOSAGE FORM; ROUTE)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE O, 45%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTICN)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLOR IDE 0.45%
(INJECTABLE; INJECTION)

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

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLOR IDE 0.45%
IN PLASTIC CONTAINER

C(INJECTABLE; INJECTION)

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

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

HEPAR IN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0. 45§
IN PLASTIC CONTAINER

(INJECTABLE; INJEGT ION)

=71

T 'GO 813

APPL |CANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA #
APPROVAL DATE

PATENT, #

EXCLUSIVITY

EXP. DATE

18=911
01-30-85

18-916
Q1=31-84

18-911
01 =30-85

18=91 1
01-30-85

18-916
01=31-84

18=911
0l =30-85

18=911
01-30-85

18-916
0l -31-84

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

HYDROCORT ISONE ACETATE
108

HYDRCCORT ISONE BUTYRATE
0.18

HYDROCORT ISONE BUTYRATE
0.1%

HYDROCORT ISONE VALERATE
0.2¢

HYDROMORPHONE HYDROCHLOR IDE
10MG/ML.

HYDROXYUREA
500MG

IBUPROFEN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN
400MG

IBUPROFEN
600MG

TABLE V.

NDA'S APPROVED FROM [-[-82 TO |-31-85 AND NDA'S WITH APPROPR IATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

CORT IFOAM
(AEROSOL ; REGTAL)

LocoiD
(CREAM; TOPICAL)

LOCOID
(OINTMENT; TOPICAL)

WESTCORT
(OINTMENT; TOPICAL)

DILAUD ID=HP
CINJECTABLE; INJECTION)

HYDREA
(CAPSULE; ORAL)

MOTR IN
(TABLET; ORAL)

MOTR IN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

pigitized by (3O 8[@

Iv=73

APPLICANT NAME

REEDACARNRICK PHARMS

OWEN LABS/DERM PRODS

OWEN LABS/DERM PRODS

WESTWOOD PHARMS

KNOLL PHARMACEUTICAL

ER SQUIBB AND SONS

UPJOHN MANUFACTUR ING

UPJOHN MANUFACTURING

UPJOHN MANUFACTUR ING

BOOTS PHARMACEUT I CAL

BOOTS PHARMACEUTICAL

MDA # PATENT # EXCLUSIVITY
APPROYAL DATE EXP. DATE EXP. DATE
17-351 NODF
02-10-82 09-24-86
18-795 NP
01-07-83 09-24-86
19-106 NP
07-03-84 09-24-86
18=726 NDF
08-08-83 09-24-86
19=034 NCE
0l-11-84 Ol-11-94
16=295 3968249

12-07-67 07-06-93

1 7=463 3385886 1-2
09-19-74 05-28-85 09-24-86
17=463 3385886 1=2
09-19-74 05-28-85 09-24-86
| 7-463 3385886 1-2
03-09-79 05=28=85 09=24=86
18-197 3385886 1-2
03=19-81 05-28-85 09-24-86
18-197 3385886 1-2
03-05-84 05-28-85 09-24-86
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TABLE V.

NDA'S APPROVED FROM |-1-B2 TQ |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGRED IENT(S)
STRENGTH(S)

INDOMETHAC IN
25MG

INDOMETHAC IN
S0MG

INDOMETHAC IN
25MG

INDOMETHAC IN
50MG

INDOMETHAG IN SODIUM TR IHYDRATE
EQ IMG BASE/VIAL

|ODAM IDE MEGLUMINE
248

10DAMIDE MEGLUMINE
658

I0DOHI PPURATE SOD UM,
I=123
IMCI/ML

IODOXAMATE MEGLUMINE
9.9¢

IODOXAMATE MEGLUMINE
40.3%

TRADE NAME

(DOSAGE FORM; ROUTE)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHAC IN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOCIN I. V.

CINJECTABLE; INJECTION)

RENOVUE=DIP

(INJECTABLE; INJECTION)

RENOYUE-65

C(INJECTABLE; INJECTIONY

NEPHROFLOW

(INJEGTABLE; INJEGTIONY

CHOLOYUE

(INJECTABLE; INJECTIONY

CHOLOYUE

(INJECTABLE; INJECTIONY

T 'GO 813

V=75

APPL ICANT NAME

MYLAN PHARMS

MYLAN PHARMS

PARKE=DAV 1 S/W-=L

PARKE=DAVIS/W=L

MS&D/MERCK

ER SQUIBB AND SONS

ER SQUIBB AND SONS

MED|-PHYS ICS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

NDA F
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP, DATE

EXP. DATE

18=858
04-20-84

18=-858
04-20-84

18-806
11-23-84

18=806
11-23-84

168-878
0l -30-85

17=903
07-10-78

17-902
07=24~78

18-289
12-26-84

18-076
08~=14=81

18-077
08-1 4-81

3654272
04=04=89

3654272
04-04-89

1-6
09-24-86

1-6
09=-24=86

NCE
12-28-89
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ACTIVE INGREDIENT(S)
STRENGTH(S)

LABETALOL HYDROCHLORIDE
200MG

LABETALOL HYDROCHLORIDE
300MG

LABETALOL HYDROCHLORIDE
400MG

LABETALOL HYDROCHLORIDE
5MG /ML

LABETALOL HYDROCHLORIDE
200MG

LABETALOL HYDROCHLOR |DE
300MG

TABLE 1V,

TRADE NAME

DOSAGE FORM; ROUTE)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(INJECTABLE; INJECTION)

TRANDATE
(TABLET; ORAL)

TRANDATE
(TABLET; ORAL)

-77

iz vy (GOOGE

APPL ICANT NAME

SCHER ING

SCHER ING

SCHER ING

SCHER ING

GLAXO

NDA'S APPROVED FROM I-i=82 TO [-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-686 4012444 NCE
08-01 -84 03-15-94 08-01-94
4006755
01-03-95
18-686 4012444 NCE
08-0|-84 03~15-94 08-01-94
4006755
01-03-95
18-686 4012444 NCE
08-0|-84 03-15-94 08-01 =94
4006755
01=03=95
18-687 4012444 NCE
08-01-84 03-15-94 08-01-94
4006755
01=-03-95
4328213
05-04-99
18=716 4012444 NCE
08-01-84 03-15-94 08-01-94
4006755
01=03-95
18-716 4012444 NCE
08-01-84 03-15-94 08-01-94
4006755
01-03-95
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ACTIVE |INGRED IENT(S)
STRENGTH(S)

LOPERAMIDE HYDROCHLORIDE
IMG/SML

LOXAPINE HYDROCHLORIDE
EQ 50MG BASE/ML

LOXAPINE HYDROCHLORIDE
EQ 25MG BASE/M.

LOXAPINE SUCC INATE
EQ 5MG BASE

LOXAPINE SUCC INATE
EQ 10MG BASE

LOXAP INE SUCC INATE
EQ 25MG BASE

LOXAPINE SUCCINATE
EQ 50MG BASE

MAFENIDE ACETATE
EQ 85MG BASE/GM

MAGNESIUM ACETATE TETRAHYDRATE; PQTASS UM

ACETATE; SODIUM CHLORIDE

32MG/100ML; | 2BMG/ 100ML ; 234MG/ | OOML

TABLE 1V.

NDA'S APPROVED FROM [-I-B2 TO |-3|-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATICN

TRADE NAME

(DOSAGE FORM; ROUTE)

IMOD UM
(SOLUTION: ORAL)

LOXITANE
CINJECTABLE; INJECTION)

LOXITANE
(CONCENTRATE; ORAL)

LOXITANE
(CAPSULE; ORAL)

LOXITANE
(CAPSULE; ORAL)

LOX | TANE
(CAPSULE; ORAL)

LOX | TANE
(CAPSULE; ORAL)

SULF AMYLON
(CREAM; TOPICAL)

PLASMA-LYTE 56 IN PLASTIC
CONTA INER
(INJECTABLE; INJECTION)

<avy (GOogle

1¥=79

APPL |CANT NAME

JANSSEN PHARMA

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM GYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

TRAVENOL LABS

NDA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP, DATE
19-037 3714159 NDF
07-31-84 01-30-90 09-24-86
18-039 3546226
10=-26~79 12=08-87
17-658 3546226
05-04-76 12-08-87
4049809
09-20-94
17-525 3546226
10-25-77 |12-08-87
17=525 3546226
02-25-75 12-08-87
17=525 3546226
02-25-75 12-08-87
17=525 3546226
02-25-75 12=08-87
16-763 3497599
01=-24-69 01 =26~-88
19-047 NC
06-15-84 09-24-86
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ACTIVE INGREDIENT(S)
STRENGTH(S)

MAGNES |UM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM

CHLORIDE; SODIUM PHOSPHATE

20MG/ | 00ML ; 40MG/1 O0ML; 6.25MG/100ML ;

BOOMG/100ML ; 8. 73MG/100ML

MALATHION
0.58

MAPROT IL INE HYDROCHLOR IDE
25MG

MAPROT IL INE HYDROCHLOR IDE
S50MG

MAPROT | L INE HYDROCHLOR IDE
TMG

MAZ | NDOL
MG

MAZ INDOL
26

MAZ INDOL
2M6

MAZ INDOL
IMG

MEBENDAZOLE
100MG

MEDROXYPROGESTERONE ACETATE
1 00MG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

TIS-U-SoL
(SOLUTION; IRRIGATION)

PR ODERM
(LOTION; TOPICAL)

LUD 1OMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET; ORAL)

LuDIOMIL
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

VERMOX
(TABLET, CHEWABLE; ORAL)

DEPO=PROVERA
(INJECTABLE; INJECTION)

Google

V-8

APPL ICANT NAME

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA=GE IGY

CIBA/CIBA=GE IGY

CIBA/CIBA=GEIGY

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS /SANDOZ

WYETH LABS/AMHO

WYETH LABS/AMHO

JANSSEN PHARMA

UPJOHN

TABLE IV, NDA'S APPROVED FROM |-1-B2 TO |-31-B5 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

NDA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=508 NC
02-19-82 09-24-86
18-613 NCE
08-02-82 08-02-92
17=543 3399201

12-01-80 08-27-85

17=543 3399201

12-01-80 08-27-85

17-543 3399201 NS
09-30-82 0g-27-85 09-24-86
17-247 3763178

06~14-73 10-02-90

17-247 3763178

06~14-73 10-02-90

17-980 3763178

08=28=80 10~02=90

17-880 3763178

02-02-82 10-02-90

17-481 3657267

06~28-74 04~ 8-89

12=541 3377364

0l~]6-76 04-09-85
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TABLE IV.

NDA'S APPROVED FROM |-1-B2 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

METOCLOPRAM | DE
EQ 5MG BASE/SM.

METOCLOPRAMIDE HYDROCHLOR IDE
EQ 5MG BASE/ML

METOCLOPRAM IDE HYDROCHLOR IDE
EQ 10MG BASE

METOPROLOL TARTRATE
50MG

METOPROLOL TARTRATE
'100MG

METOPROLOL TARTRATE
IMG/ML

METRIZAMIDE
3. 756M/ Y |AL

METRIZAMIDE
B TSEM/Y 1AL

METRON IDAZOLE
"S00MG

METRON | DAZOLE
250M3

METRON IDAZOLE
S500MG

TRADE NAME
{DOSAGE FORM; ROUTE)

REGLAN
(SYRUP; ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(INJECTABLE; INJECTION)
AMIPAQUE
CINJECTABLE; INJECTION)
AMIPAQUE
(INJECTABLE; INJECTION)
METRON IDAZOLE

(TABLET; ORAL)

METRON IDAZOLE
(TABLET; ORAL)

METRON IDAZOLE
(TABLET; ORAL)
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1V=83

APPL |CANT NAME

AH ROBINS
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AH ROB INS

GEIGY/CIBA-GEIGY
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GEIGY/CIBA-GE IGY

WINTHROP LABS/STERL

WINTHROP LABS/STERL

ZENITH LABORATORIES

CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA £ PATENT # EXCLUSIVITY

APPROVAL DATE ~ EXP. DATE  EXP, DATE
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TABLE 1V,

NDA'S APPROVED FROM |1-1-B2 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT [NFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

METRONIDAZOLE
500MG/ 1 00ML

METRON I DAZOLE
S00MG/ 1 00ML

METRON IDAZOLE
500MG/ 1 00ML

METRON | PAZOLE
500MG/ | 0OML

METRON|DAZOLE
500MG/ 1 0OML

METRON | DAZOLE
500MG/ | 00ML

METRON IDAZOLE
S00MG

METRON IDAZOLE
250MG

METRON IDAZOLE
HYDROCHLOR |DE
EQ 500MG BASE/VIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

METRON IDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC
CONTAINER
CINJECTABLE; INJECTION)

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

METRON |DAZOLE
(INJECTABLE; INJECTIONY

FLAGYL I.V. RTU
(INJECTABLE; INJECTION)

FLAGYL 1.V. RTU
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

METRON IDAZOLE
{TABLET; ORAL)

METRON IDAZOLE
(TABLET; ORAL)

FLAGYL 1.V.
(INJECTABLE; INJECTION)

1w Google

APPL ICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ELKINS=5 INN/AHROB INS

SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

LMK INTERNAT IONAL

SEARLE PHARMS

1v-85

NDA

APPROVAL DATE

EXCLUSIVITY

EXP. DATE

1 B-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

19-029
04-10-84

18-353
11-28-80
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I=1
12-20-87

1=l
12-20-87
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TABLE IY.

NDA'S APPROVED FROM [-1-B2 TO |-31-B5 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

MINOXIDIL
10MG

MOL INDONE HYDROCHLOR|DE
SMG

MOL INDONE HYDROCHLOR | DE
1oMG

MOL INDONE HYDROCHLOR | DE
25MG

MOL INDONE HYDROCHLORIDE
50MG

MOL INDONE HYDROCHLOR IDE
100MG

MOL INDONE HYDROCHLORIDE
20MG/ML

MORPHINE SULFATE
0.5MG/ML

MORPHINE SULFATE
IMG/ML

NADOLOL
40MG

NADOLOL
BOMG

TRADE NAME
{DOSAGE FORM; ROUTE)

LONITEN
(TABLET; ORAL)

MOBAN
{TABLET; ORAL)

MOBAN
(TABLET; ORAL)

IMOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(CONCENTRATE; ORAL)

DURAMORPH PF
(INJECTABLE; INJECTION)

DURAMORPH PF
CINJECTABLE; INJECTION)

CORGARD
(TABLET; ORAL}

CORGARD
(TABLET; ORAL)

iv-g7

Google

APPL ICANT NAME

UP JOHN

DUPONT PHARMS /DUPONT

DUPONT PHARMS /DUPONT

DUPONT PHARMS /DUPONT

DUPONT PHARMS /DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS /DUPONT

ELKINS=5 INN/AHROB INS

ELKINS~-S INN/AHROB INS

ER SQUIBB AMD SONS

ER SQUIBB AND SONS

NDA ¥ PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=154 3461461
10-18-79 08-12-86
17=111 3491093
07-03-74 01-20-87
17=111 3491093
07-03-74 01-20-87
17-11 3491093
07-03-74 01-20-87
17=11 3491093
01=05=81 01=20-87
17=111 3491093
01-05-81 01=20-87
1 7-938 3491093
| 2=28=79 01=20-87
18-565 NR; D-8
09-18-84 09-24-86
18-565 NR; D-8
09-18-84 09-24-86
18-063 3982021
12-]10-79 09-21-93
3935267
01=27=93
18-063 3982021
12=10~-79 09-21-93
3935267
0]=27-93
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TABLE IV.

NDA'S APPROVED FROM |-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGRED IENT(S)
STRENGTHI(S)

NALIDIXIC ACID
250MG

NALIDIXIC ACID
500MG

NALIDIXIC ACID
1™

NALIDIXIG ACID
250MG/5ML

NALOXONE HYDROCHLORIDE
IMG/ML

NALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLOR IDE
0.5MG; EQ 50MG BASE

NALTREXONE HYDROCHLORIDE
50MG

NAPROXEN
125M6

TRADE NAME
(DOSAGE FORM; ROUTE)

NE GGRAM
(TABLET; ORAL)

NE GGRAM
(TABLET; ORAL)

NE GGRAM
(TABLET; ORAL)

NE GGRAM
(SUSPENS ION; ORAL)

NARCAN
(INJECTABLE; INJECTION)

TALWIN NX
(TABLET; ORAL)
TREXAN

(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

APPLICANT NAME

WINTHROP LABS/STERL

WINTHROP LABS/STERL

WINTHROF LABS/STERL

WINTHROP LABS/STERL

DUPONT  PHARMS /DUPONT

WINTHROP LABS/STERL

DUPONT PHARMS /DUPQNT

SYNTEX PR

NDA # PATENT # EXCLUS IVITY
APPROVAL DATE EXP. DATE EXP, DATE
14=214 3590036
12-27-67 06-29-88
14-214 3590036
03-06-64 06-29-88
14-214 3590036
03-06-64 06-29-88
17-450 3590036
04=17-73 06-29-88
16-636 NS
06~ 4-82 09-24-86
18-733 4105659 NG
12-16-82 08-08-95 09-24-86
18-952 NCE
11=20-84 11=20-89
17-581 3998966 NS
03=11=76 12=21=93 09=24-B6
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
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ACTIVE INGREDIENT(S)
STRENGTH(S)

NICLOSAM IDE
500MG

NICOTINE RESIN COMPLEX
EQ 2MG BASE

NIFEDIPINE
10MG

NITROGLYCER IN
0. 5MG/ML

NITROGLYGER IN
SMG/ML

NITROGLYCER IN
SMG/ML

NITROGLYCERIN
IMGAML

NITROGLYCER IN
5MG/ML

NITROGLYCERIN
0, BMG/ML

NOMIFENS |NE MALEATE
25MG

NOMIFENS INE MALEATE
S50MG

TABLE IV,

NDA'S APPROVED FROM 1-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME
(DOSAGE FORM; ROUTE)

NICLOCIDE
(TABLET, CHEWABLE; ORAL)

NICORETTE
(GUM, CHEWING; ORAL)

PROCARD 1A
(CAPSULE; ORAL)

TRIDIL
CINJECTABLE; INJECTION)

NITROSTAT
(INJECTABLE; INJECTION)

NITRO-BID
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

N1TRONAL
(INJECTABLE; INJECTION)

NITROL
(INJECTABLE; INJECTION)

MER ITAL
(CAPSULE; ORAL)

MER I TAL
(CAPSULE; ORAL)

APPL ICANT NAME

MILES PHARMS/MILES

MERRELL DOW/DOW CHEM

PFIZER LABS/FF IZER

MM CRITICAL CARE/AHS

PARKE-DAYIS/W-L

MARION LABORATORIES

G POHL-BOSKAMP

G POHL-BOSKAMP

KREMERS-URBAN

HOECHST-ROUSSEL

HOECHS T=ROUSSEL

NDA ¥ PATENT ¥ EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP, DATE
18=669 NCE
05-14-82 05-14-92
18=612 NCE
Ol-13~84 0|=13-94
18=-482 3644627

12-31-81 02-22-89

18-537 INDF
06=16~83 09=-24=-86
18-588 NOF
12=23-83 09=24-86
18-621 NDF

0l -05-82 09-24-86
18-672 NDF
08-30-83 09=-24=-86
18-672 NDF
08-30-83 09-24-86
18-774 NDF
0l-19-83 09-24-86
18-224 NCE
12-3|-84 | 2-31-89
18=224 NCE
12-31-84 12-31-89




Z6-6Z-11 6L-¥1-90
GOETT6E £10-81
Z6=GZ=11 6L=t1=90
&0EZZ6L clo-8l
g6-ag=11 LL=10-80
COCZZEC clo-8l
Z6-aZ~11 LL~10-80
COLZT6C clo-81
26-gg-11 Li~10-80
S0RET6L zio-gli
26-5Z-11 #9-90-11
S0E2Z6¢C G89-¥1
Z6=GZ=11 ¥9=00~=11|
G0EZTHE reo-¥ 1
z6-52-11 ¥9=90-11
GOLZZ6E 89-¥ 1
16-92-11
ZZCHG6S
16-92-11
1160585
68=0£=60 CL=£Z=01
B868999¢ 1€0-L1
Z8-1Z-%0
Sob=81
3Lva “dx3 alva *dx3 A1VQ TYAQUddY
ALIATSNTOX3 # AN3lvd F VN

ZOGNYS/SWevHd ZOONYS

200NVS/SHWHA  ZOONVS

ZOGNYS/SHiYHd  ZOONYS

ZOANY'S /SWevHA  ZOONYS

ZOONYS/SHivHd  ZOONYS

AT 173

AT 113

A7 113

OHWY/SEVT HLIAM

OHWY./SEY1 LSHINY

JWYN LNVD| VddY

26~Al

(W0 £37NSdvD)
HOT3WVd

(N0 {3NSdVD)
YOI

(W0 {3INSdvd)
U013

(W80 {3NSdvD)
HOTIWY

(VIO *NOILNT0S)
HOT3WVd

CTVH0 NOILNT0S)
TOH ALNIAY

(TVH0  {37NSdvD)
TOH TALNIAY

(V0 £37NSdvd)
TOH ALNIAY

(T80 1378VL)
ALL34HAO

(TVH0 <1378vL)
NI LS39AV

(3LN0Y {WRi0d 39¥S0Q)

IWYN 3awHL

NO'1 LYWHO.

L¥d ﬂVIHdDT%HJ.IM SWWON ONY SB-1C-1 OL Z8-1-1 WOHd Q3ADEdY S» W O

35y8 ohos 03
301 HOTHOOUAAH 3N| AL | HLHON

3SYE oWGL O3
301 YOTHOOYAAH 3N 1AL [ MLYON

3svE OWsz O3
301 YOTHOOHAAH 3N| 1AL | MLHON

asva owol O3
301 HOTHOOYAAH 3N | TALd | MIHON

WE/35vE OWo | O3
301 HOTHOOUGAH 3N TALd | HLHON

We/3SvE 9ol O3
301 YOHIONOAH 3N TALD | HLHON

35vE 9wsZ 03
301 HOTHOOYOAH NI TALd | HLHON

3sva onol 03
301 YOTHOOUOAH 3N| TALd I HLHON

OWGLO "0
T3ULSIOHON

WG
3LY130Y 3INOHANTHLIHON

(SIHLIONIULS
(S)INIIQIONI 3A 1OV




TABLE IV. NDA'S APPROVED FROM i-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

Google

V=93

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
OXAMN IQUINE VANS IL FF IZER LABS/FF IZER 18=069 3903283
250MG (CAPSULE; ORAL) 07-23-80 09-02-92
3821228
06=28=91
392539|
1 2-09-92
OXPRENOLOL HYDROCHLORIDE TRAS I COR CIBA/CIBA-GE IGY 18-166 3483221 NCE
20MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93
OXPRENOLOL HYDROCHLOR IDE TRAS | COR CIBA/CIBA=GE IGY 18=166 3483221 NCE
40MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93
OXPRENOLOL HYDROCHLORIDE TRAS|COR CIBA/CIBA=GE IGY 18-166 3483221 NCE
B0MG (CAPSULE; ORAL) 12-28-83 | 2-09-86 12-28-93
OXPRENOLOL HYDROCHLOR IDE TRAS 1 COR CIBA/CIBA=GE IGY 18=166 3483221 NCE
160MG (CAPSULE; ORAL) 12-28-83 | 2-05-86 | 2-28-93
PANCURONIUM BROM IDE PAVULON ORGANON /AKZONA 17=015 3553212
M6/ML CINJECTABLE; IMJECTION) 10-24-72 01-05-88
PANCURON IUM BROM IDE PAVULON ORGANON/AKZONA 17=015 3553212
IMG /ML CINJECTABLE; INJECTION) 09-14-73 01-05-88
PARAMETHASONE ACETATE HALDRONE ELI LILLY 12=772 3499016
IMG (TABLET; ORAL) 04=17=61 03=03-87
PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016
MG (TABLET; ORAL) 04-17-61 03-03-87
PENTAGASTRIN PEPTAVLON AYERST LABS/AMHO 17-048 3896103
0. 25MG/ML CINJECTABLE; INJECTION) 07-26-74 07-22-92
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TABLE V.

NDA'S APPROVED FROM 1-1-82 TQ [-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACT|VE INGREDIENT(S)
STRENGTH(S)

P INDOLOL
| OMG

PINDOLOL
| 5MG

PIROX | CAM
| MG

PIROXICAM
20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

VISKEN
(TABLET; ORAL)

VISKEM
(TABLET; ORAL)

FELDENE
(CAPSULE; ORAL)

FELDENE
(CAPSULE; ORAL)

Google

APPL ICANT NAME

SANDOZ PHARMS /SANDOZ

SANDOZ PHARMS /SANDOZ

FF IZER LABS/PF IZER

PFIZER LABS/PF|ZER

1v¥-95

NDA #
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

18~285
09-03-82

1 8~285
09-03-82

18=147
04-06-82

18=147
04-06-82

3471515
10-07-86

3471515
10-07-86

3591584
07-06-68
3674876
07-04-89
3862319
01=-21-92
4100347
07-11-95
3927002
12=16-92
RE29668
12-10-91

3591584
07-06-88
3674876
07=-04=-89
3862319
0i=21-92
4100347
07=11-95
3927002
12-16-92
RE29668
12=10-9|

NCE
09-03-92

NCE
09-03-92

04-06-92

04-06-92
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TABLE IV,

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;
POTASS ILM CHLOR IDE }

500 1UM BIGARBONATE ;

SO0 UM CHLORIDE ;

SO0 IUM SULFATE
360GM/PACKET ;

4.4 7GM/PACKET ;

10 08GM/PACKET ;

8, 766M/PACKET;

34, 08GM/PACKET

POLYTHIAZ IDE; PRAZOSIN HYDROCHLOR IDE
0,5MG; IMG

POLYTHIAZ IDE; PRAZOSIN HYDROCHLOR IDE
0.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLOR IDE
0.5MG; 35MG

TRADE NAME
(DOSAGE FORM; ROUTE)

QOLYTE

(POWDER FOR
RECONSTITUTION; ORAL)

MIMIZ IDE
{(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

1y=97

Google

APPL ICANT NAME

EDLAW PREPARAT IONS

PF IZER LABS/PF IZER

PFIZER LABS/PF IZER

PFIZER LABS/PF IZER

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=-983
10-26-84
17=-986 3511836
06-13-80 05-12-87
3663706
05=| 6=89
4130647
12-19-95
| 7-986 351|836
06— 13-80 05-12-87
3663706
05-| 6-89
4130647
12=| 9=95
17-985 3511836
06~ 13~-80 05-|2-87
3663706
05-| 6-89
4130647
12-19-95
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TABLE IV. NDA'S APPROVED FROM I-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722

75MG/ 100ML;  S00MG/ 1 0OML POTASSIUM CHLORIDE 0.075% 11-09-82

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
150MG/ 100ML; S00MG/ | O0ML POTASS UM CHLORIDE 0. 15% 1 1=09-82
IN PLASTIC CONTAINER

CINJECTABLE; INJEGTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
220MG/ 100ML; S00MG/ 1 00ML POTASSIUM CHLORIDE 0.228 11-09-82
IN PLASTIC CONTAINER

CINJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
300MG/ 100ML; 900MG/ 100M POTASSIUM CHLORIDE 0.3% | 1=09-82
IN PLASTIC CONTAINER

CINJECTABLE; INJEGTION)

PRAL IDOXIME CHLORIDE PROTOPAM AYERST LABS/AMHO 18-799 NDF
300MG/ML (INJEGTABLE; INJECTION) 12-13-82 09-24-86
PRAL IDOX IME CHLOR |DE PRAL | DOX IME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF
300MG/ML CINJECTABLE; INJECTION) 12=13-82 09-24-86
PRAZEPAM CENTRAX PARKE-DAV 1S /W-L 18-144 NS
20MG (CAPSULE; ORAL) 05-10-82 09-24-86
PRAZ | QUANTEL BILTRICIDE MILES PHARMS/MILES 18=714 4001411 NCE
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29~92
1v-99

Google TR B sy
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TABLE 1V. NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROYAL DATE EXP. DATE EXP, DATE
PROPRANOLOL HYDROCHLOR IDE INDERAL AYERST LABS/AMHO 16-418 1-15
1OMG (TABLET; ORAL) 11=1367 09-24-86
PROPRANOLOL HYDROCHLOR IDE INDERAL AYERST LABS/AMHO 16=418 1=15
20M6 (TABLET; ORAL) 10-16-74 09-24-86
PROPRANOLOL HYDROCHLOR IDE INDERAL AYERST LABS/AMHO 16=418 1-15
40MG (TABLET; ORAL) 11-13-67 09-24-86
PROPRANOLOL HYDROCHLOR IDE INDERAL AYERST LABS/AMHO 16=418 NS
60MG (TABLET; ORAL) 0l-|8-83 09-24-86
PROPRANOLOL HYDROCHLOR | DE INDERAL AYERST LABS/AMHO 16-418 1-15
80MG (TABLET; ORAL) 10-16=74 09-24-86
PROPRANOLOL HYDROGHLOR IDE INDERAL LA AYERST LABS/AMHO 18-553 NOF
BOMG (CAPSULE, CONTROLLED 04-|9~83 09-24-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLOR IDE INDERAL AYERST LABS/AMHO 16-418 NS
o0MG (TABLET; ORAL) 01-18-83 09-24-86
PROPRANOLOL HYDROCHLOR | DE INDERAL LA AYERST LABS/AMHO 18-553 NOF
120MG (CAPSULE, CONTROLLED 04=]9-83 09=24=-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLOR IDE INDERAL LA AYERST LABS/AMHO 18=553 NOF
160MG (CAPSULE, CONTROLLED 04-19-83 09-24-86
RELEASE; ORAL)
PROTAMINE SULFATE PROTAM INE SULFATE UPJOHN 07-413 NS
250MG/Y | AL (INJECTABLE; INJECTION) 08-02-84 09-24-86
PROTIRELIN THYPINONE ABBOTT LABORATORIES 17=638 3746697
0,5M6/ML {INJECTABLE; INJECT ION) 11-05-76 07-17-80
V=101

Google



if
ACTI VE INGREDIENT(S)

STRENGTH(S)

PROTIRELIN

0.5MG/VL

PROTR I PTYLINE HYDROCHLOR I DE

5MG

PROTR I PTYLINEHYDROCHLOR I DE

10MG

PYRANTEL PAMOATE

EQ 250MG BASE/5M.

RANITIDINE HYDROCHLORIDE

EQ 15046 BASE

RANITIDINE HYDROCHLORIDE

EQ 25MG BASEML.

R1TODR I NE HYDROCHLOR IDE

IOMG

RITODR I NE HYDROCHLOR IDE

1OMGML

R1TODR I NE HYDROCHLOR IDE

15MG/M.

SAFFLowER B¥IL; SOYBEAN olL

D P%N; 1D%8

sAFFLowER olL; soYBEAN olL

5%; 5%

TRADE NAME APPLICANT NAME NDA # PATENT A»l4 EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
RELEFACT TRH I-OECHST-ROUSSEL 18-087 3746697
(INJECTABLE; INJECTION) 07AI 8-78 07-1 7-90

VI VACTIL MS&D/MERCK 16A01 2 33721 96

(TABLET; ORAL) 09-27A67 03-05-85

VI VACTIL MS&D/MERCK 1 6-012 3372 196

(TABLET; ORAL) 09-27-67 03-05-85

ANTIM INTH ROER I G/ PF IZER I 6-883 3644624
(SUSPENSION; ORAL) 12A30A71 02-22-89

3549624

12-22-87

ZANTAC GLAXO 1 8-703 41 28658 NCE

(TABLET; ORAL) 06-09-83 12-05-95 06-09-93

ZANTAC GLAXO 19-090 41 28658 NCE
(INJECTABLE; INJECTION) 10A 1 9-84 12-05-95 06-09-93
YUTOPAR ASTRA PHARM PRODS 18-555 3410944
(TABLET; ORAL) 12A12A80 11-12-85

YUTOPAR ASTRA PHARM PRODS 18-580 3410944
(INJECTABLE; INJECTION) 12A1 2-80 I IAI 2-85
YUTOP/4€™R ASTRA PHARM PRODS 18-580 3410944
(INJECTABLE; INJECTION) 09-27-84 I I-'1 2-85
LIPOSYN 11201 ABBOTT LABORATORIES 184991 NP
(INJECTABLE; INJECTION) 08-27-84 09-24-86
LIPOSYN 11 101 ABBOTT LABORATORIES 18-997 NP
(INJECTABLE; INJECTION) 08-27-84 09-24-86

P/-102

TABLE IV. NDA'S APPROVED FROM IAIA82 T0 IA31A85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



ACTIVE INGREDIENT(S)

STRENGTH(S)

SARALAS IN ACETATE
EQ 0.6MG BASE/ML

SCOPOLAMINE
1.5MG

SELENIUM SULF IDE
2.5¢8

SILVER SULFADIAZINE
1%

SILVER SULFAD IAZINE
1%

SINCAL IDE
0.005MG/V | AL

SODIUM ACETATE, ANHYDROUS

2MEQML

SODIUM CHLORIDE
450MG/ 1 00ML

SODIUM CHLOR IDE
MG ML

TABLE 1V.

NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND MDA'S WITH APPROPR|ATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

SARENIN

CINJECTABLE; INJECTION)

TRANSDERM-SCOP
(F ILM, CONTROLLED

RELEASE; PERCUTANEQUS)

SELSUN

(SHAMPOO/LOTION; TOP ICAL)

S| LVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

KINEVAC

C(INJECTABLE; INJECTION)

SOD1UM ACETATE IN
PLASTIC CONTAINER

CINJECTABLE; INJECTION)

SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(SOLUTION; IRRIGATION)

BACTER IOSTATIC SOD IUM

CHLORIDE 0.9% IN PLASTIC

CONTAINER

(INJECTABLE; INJECT ION)

1¥=103

APPLICANT NAME

NORW ICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS

MARION LABORATORIES

TRAVENOL LABS

ER SQUIBB AND SONS

ABBOTT LABORATORIES

TRAVENOL LABS

ABBOTT LABORATORIES

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=009 3932624
05-29-8| 0]-13-93
3886134
05-27-92
17-6874 4031894
12=31 =79 06=28=-94
4262003
04-14-98
07-936 1=3
05-17-51 09-24-86
17-381 3761590
11=26=73 09=24=90
18-576
02-25-82
17-697 3839315
07-21-76 10-01-81
18-893 PP
05-04-83 05-24~86
18-497
02=19=82
18-800
10-29-82
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TABLE V.

MNDA'S APPROVED FROM |=1=82 TO |=31=85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

SODIUM NITROPRUSSIDE
SOMG/Y | AL

SODIUM PHOSPHATE, DIBASIC; SODIUM
PHOSPHATE, MONOBASIC
142MG/ML;  276MG/ML

SOMATROF IN
2 1U/YIAL

SORBITOL
3GM/ 1 QOML
SOYBEAN OIL

10%

SOYBEAN CIL
102

SOYBEAN 0lL
20%

SOYBEAN OIL
208

SOYBEAN OIL
102

SOYBEAN OIL
208

STANOZOLOL
MG

TRADE NAME

(DOSAGE FORM; ROUTE)

SODIUM NITROPRUSS IDE
(INJECTABLE; INJECTION)

SOD UM PHOSPHATES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ASELLACRIN 2
(INJECTABLE; INJECTIONY

SORBITOL 3% IN PLASTIC
CONTA INER
(SOLUTION; IRRIGATION)Y

SOYACAL 10%
CINJECTABLE; INJECTION)

TRAVAMULSION | 0%
(INJECTABLE; INJECTION)

TRAVAMULS ION 20%
(INJECTABLE; INJECTIONY

SOYACAL 20%
CINJECTABLE; INJECTIONY

LIPOSYN 111 108
CINJECTABLE; INJECTION)

LIPOSYN 111 208
(INJECTABLE; INJECTION)

WINSTROL
(TABLET; ORAL)

1v=105

APPL ICANT NAME

ELKINS-S5 INN/AHROB INS

ABBOTT LABORATORIES

SERONQ LABS

TRAVENOL LABS

ALPHA THERAPEUTIC

TRAYVENOL LABS

TRAVENOL LABS

ALPHA THERAPEUTIC

ABBOTT LABORATORIES

ABBOTT LABORATORIES

WINTHROP LABS/STERL

NOA #
AFPROVAL DATE

PATENT #

EXCLUSIVITY

EXF. DATE

EXF. DATE

18-581
07-28-82

18-892
05-10-83
17-726
07-21-83
18-512
05-27-82
18-465

06=~29-83

18-660
02-26-82

18-758
02-15-83

18-786
06-29-83

18-969
09-24-84

18-970
09-25-84

12=-885
11-30-61

3704295
11-28-89

NP
09-24-86

NS
09-24-86

1=-28
09-24-86
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TABLE 1V,

NDA'S APPROVED FROM |=|=B2 TO |=31=85 AND NDA'S WITH APPROFR IATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

SULFAME THOXAZOLE; TRIMETHOPRIM
200MG/5ML ; 40MG/5ML

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

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

SULFAME THOXAZOLE ; TRIMETHOPRIM
200MG/SML ; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG; |60MG

SULFAME THOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPR IM
B0OMG; | 60MG

SULFASALAZ INE
500MG

SULFASALAZ INE
S00MG

1w Google

TRADE NAME

(DOSAGE FORM; ROUTE)

SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)

SULFATRIM
(SUSPENS ION; ORAL)

SMZ-TMP
(SUSPENS ION; ORAL)

SMZ-TMP PEDIATRIC
(SUSPENS IGN; ORAL)

SULFAMETHOXAZOLE AND
TR IMETHOPR IM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TR IMETHOPR IM DOUBLE STRENGTH
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TR IMETHOPR IM
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TR IMETHOPR IM
(TABLET; ORAL)

AZULF IDINE
(TABLET, ENTERIC OOATED;
ORAL)

SULFASALAZ | NE

(TABLET, ENTERIC COATED;
ORAL)

1v=107

APPL ICANT NAME

NATL PHARM MFG/BARRE

NATL PHARM MFG/BARRE

BIOCRAFT LABS

BIOCRAFT LABS

DANBURY PHARMACAL

DANBURY PHARMACAL

HEATHER DRUG

HEATHER DRUG

PHARMAC | A/PHARMAC | A

BOLAR PHARMACEUT | CAL

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

18-615
0l=07=-83

18-615
0l =07-83

18-812
01-28-83

18-812
06-10-83

18-852
05-09-83

18-854
05=09=83

18-946
08~ 0~84

18-946
08-|0-84

07-073
04-06-83

88=052
05-24-83

09-24-86

09-24-86
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TABLE 1V,

NDA'S APPROVED FROM I-1-B2 TO |1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TECHNET UM,
N/A

TECHNET UM,
NAA

TECHNET UM,
N/A

TECHNET UM,
N/A

TERBUTAL INE
IMG/ML

TERBUTAL INE
2.5M6

TERBUTAL INE
SMG

TERBUTAL INE
2.5M6

TC-99M, GLUCEPTATE KIT

TC=99M, MEDRONATE

TC-99M, MEDRONATE

TC-99M, SUCCIMER KIT

SULFATE

SULFATE

SULFATE

SULFATE

TRADE NAME

(DOSAGE FORM; ROUTE)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOL ITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

MP| DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)

BRIGANYL
(INJECTABLE; INJECTION)

BRICANYL
{TABLET; ORAL)

BRIGANYL
(TABLET; ORAL)

BRETH INE
(TABLET; ORAL)

s Google

1v-109

APPL ICANT NAME

MS4D/MERCK

MED DIAG/NE NUCLEAR

AMERSHAM/RAD | OCHEM

MED I-PHYS ICS

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

GE |GY/CIBA=GE | GY

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
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
17-466 3937858
03-25-74 02-10-93
4011258
03-06-94
17-618 3937838
04-22-75 02-10-93
4011258
03-08-94
17-618 3937838
04=22=75 02=]0-93
4011258
03-08-94
1 7-849 3937838
05-17-76 02-10-93
4011258
03-08-34
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ACTIVE INGREDIENT(S)
STRENGTH(S)

TIMOLOL MALEATE
EQ 0.5% BASE

TOCAINIDE HYDROCHLORIDE
400MG

TOCAINIDE HYDROCHLORIDE
600MG

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
S00MG

TOLMETIN SOD IUM
EQ 200MG BASE

TOLMET IN SODIUM
EQ 400MG BASE

TRAZODONE HYDROCHLORIDE
50MG

TRAZODONE HYDROCHLORIDE
100MG

TABLE IV.

NDA'S APPROVED FROM |-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT |NFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

TIMOPTIC
(SOLUT ION; OPHTHALMIC)

TONOCARD
(TABLET; ORAL)

TONOCARD
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAM|DE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLECT IN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

DESYREL
(TABLET; ORAL)

Google

V=111

APPLICANT NAME

MS&D/MERCK

MSED/MERCK

MSLD/MERCK

ZENITH LABORATORIES

ZENITH LABORATORIES

ZENITH LABORATORIES

MCNEIL LABORATORIES

MCNEIL LABORATORIES

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-086 4195085
08-17-78 03-25-97
3655663
04~=11=89
18-257 4218477 NCE
11-09-84 08~ 9-97 | 1-09-89
4237068
12-02-97
18-257 4218477 NCE
11=09-84 08~ 19-97 1 1-09-89
4237068
12=02-97
18-894
11=02-84
18-894
11=02-84
18-8%4
11-02-84
17-628 3752826
03-24-76 08~ 14-90
18-084 3752826
10-30-79 08~ |4-50
18-207 3381009
12=24-81 04-30-85
18-207 3381009
12-24-81 04-30-85
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TABLE IV.

MDA'S APPROVED FROM |=1=82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S )

TRILOSTANE
60MG

TRIMETHOPR IM
200MG

TRIMETHOPR IM
200MG

TRIMETHOPR IM
100MG

TRIMIPRAMINE MALEATE
EQ 100MG BASE

VECURON UM BROMIDE
10MG/VIAL

YERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

YERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
120MG

TRADE NAME
(DOSAGE FORM; ROUTE)

MODRASTANE
(CAPSULE; ORAL)

PROLOPR IM
(TABLET; ORAL)

TR IMPEX 200
(TABLET; ORAL)

TRIMETHOPRIM
(TABLET; ORAL)

SURMONTIL
(CAPSULE; ORAL)

NORCUROM (NC-45)
CINJECTABLE; INJECTION)

ISOPTIN
(TABLET; ORAL)

ISOPTIN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

aiized vy (GOOG@

APPL IGANT NAME

WINTHROP LABS/STERL

BURROUGHS WELLCOME

HOFFMANN-LA ROCHE

BIOCRAFT LABS

IVES LABS/AMHO

ORGANON/AKZONA

KNOLL PHARMAGEUT I CAL

KNOLL PHARMACEUT I CAL

SEARLE/SEARLE PHARMS

SEARLE/SEARLE PHARMS

V=113

NDA # PATENT # EXCGLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-719 NCE
12-21-84 12-21-89
17-943 NS
07-14-82 09-24-86
17-952 NS
11=09-82 09-24-86
18=679
07-30-82
16-792 NS
09-15-82 09-24-86
18-776 3553212 INCE
04=30-84 01-05-88 04-30-94

4237126

12-02-97

4297351

10-27-98
18-593 NR
03~08~82 09-24-86
18-593 NR
03-08-82 09=24=86
18-817 NR
09-10-84 09-24-86
18-817 NR
05-10-84 09-24-86
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ACTIVE INGRED IENT(S)

STRENGTH(S)

XENON, XE=127
1OMCI/VIAL

XENON, XE=133
10MC1/VIAL

XENON, XE-133
20MCI/VIAL

TABLE IV,

NDA'S APPROVED FROM |-1-82 TO

1=31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

XENON XE 127
(GAS; INHALATI10N)

XENON XE 133
(GAS; INHALATION)

XENON XE 133
(GAS; INHALAT ION)

Digitized by GO 816

APPLICANT NAME

NDA ¥ PATENT ¥

MALL INCKRODT

MALL INCKRODT

MALL INCKRODT

V=115

EXCLUSIVITY

APPROVAL DATE EXP, DATE

EXP. DATE

18=536
10-01-82

18=327
03-09-82

18-327
03-09-82

Original from

UNIVERSITY OF MICHIGAN

NCE
10-01-92
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