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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 annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list." The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectively without the current cumulative

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

A. DRUG PRODUCT LIST

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

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

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

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol >_aop > to the left of the line on which new
information exists. The >_a00> symbol is dropped in subsequent cumulative
supplements for that item.
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n.

Products Federal Register Reference

(continued)

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

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire 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 Applicant (Name) New Applicant (Name) New Abbreviated Name

OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

U.

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."

-—te
-—te
—do

Google



AL .

*Spo0j 40 soLb6ojoLq €S3OLA3p [eoLpaw Sse papdebad

Mou s3onpodd pue ¢peouqe A|39]0S pajajJew 3asoy} $saoinqLaisip Aq pajajdew s3onpouad bnup paroddde asoyz

aJe OS|e papn|oX3 °papLAouad 30U aue MaLA3J [S3Q 9y} ul Burpuad ||[L3S S3onpoud JO S3uUN0) *3Iy ILIBUWSO) pue
‘bnag ‘poo4 |eJ43pa4 Y3 JO /0G PuUR GOG SUOLJIIS UIpUN SSAUDALJIDSSD pue A39jes yioq 404 paroddde s3onpoud
Bnup pajajydew A]|esL3sawop jo pasoduod 3SL] 9Yyj wodj S91406930 [eUdAdS UL SJUNOD sapLAouad juodad SLyj

3uno) 3anpodd bnuqg

‘uoLjeurquod e jo jued Jo juaLpadbul
albuLs e se 43y3Ld 3onpouad Bnap e uL IS 40y SIS pILup d9Y3 ul (punodwod juaded dYl JO SALIRALUIP
40 49359 ‘3les e se J40 punodwod juaded 3yl se uayzLd) paroddde uaaq A snorAaJd jou sey L3aLow dALJOE YL

A313u7 de[ndalo}] MaN

*3Weu apedy J40 dLJ4duab Jepnorjded e Jspun waly

e Aq pajajJeuwl uoLjedjsiuiwpe jo 33nos uaAarb e uaoj yjbuauaizs pue wuaoj abesop oLjrLoeds e ur paprLaoad <3onpoud
uoLjeulquod © Sse 40 A3LJUd | BuLS © Se 4dY3Ld (SIALILALUIP pue SU93Sd Sj|es S3L pue A3L3ud Jepndosjow
sapnjoul) A3o9L0W dAL3OE Ue JO 3SLT 3onpodd Hnuag ay3 ul uorjejuasaadad ayj st 3onpouad bnup e €juodad sLyj Joj

UoL3LULJBQ 3INPOId Bnug

*s3onpouad 924n0s 3 BuLS pue d24n0SL3nu 404 SIUNOD A|Jd34enb ayz uL pajodaljad sL sabueyd

A40633e0 pue SuoL3a|dp SUOLILPPe [le WOodj SILNSd4 eyl uleb 33U 9yl SUSASMOH °©SJUDA IILA pue 3d4nos a|buLs
03 3d4no0sLyLnw wody sabueyd Auob6ajed 399|434 Jou saop juodad 3yl “Jajdenb syl uLyjlm yjuow ysea Hurunp asunos
91buLs 40 @o4noSLI|NY 43Y3Ld Se s3onpodd jo |eAouadde up spuady (g¢) ‘pue ¢s3onpouad jo Buljoydew panuLjuodsLp
pue snjels J433UN03-3Y3-43A0 03 uotidiruadsauad wouay sabueyd ¢|eroadde jO |emedpyiLM JO 3|NSaJ 3yj Se 3ISL ayj wouy
poAowas Bupaq ade jey3 sionpoad (g) €3SL7 9yl 03 pappe ade yoLym s3onpodd Hnap pajadJewsd pue 3AL3I9339 1S3
‘paroadde A Mau (1) se sbuLyz yons a2A4asSqo 03 3|qe 3G PLNOYS SJISN €°g UOLIIBS Japun pajuasaad ejep ay3 wodd

14043y 40 3Isn

*A3LAL3OR Alyjuow SapLAOJUd °g uO0L3}09G I LYm ejep

AlJ4934enb pue aupjaseq apiLAoad [[LM 340434343 °y UOL3IAS °*$3, ALnp Burmol|0o4 poruad yjuow-aa4yj Ysea °y uoL3ddg
ur Jeadde |[LM ejep jJO uunj0od MaU Yy °juawd|ddns SAL3RINWND JUBAAND 3Y]} ulL $3onpodd 03 °g uOLIIIS pue 3SL]

9Yy3 uL sjonpodd ayy 03 S434dJ4 °y UOLIIBS °SUOLIODS OM3 ul Jeadde sjunod ayj <juswalddns aALje|nund JuUdUA4ND

3Yy3 pue 3sL7 3onpodd Bnuag ay3 ur uorjewdojul 3onpoud wWoOdS PIALUISP SIUNOD Adeumuns saprAodad juodas burmol|oj ayl

130434 40 NOILdI¥IS3a

ISIT 1In@0Y¥d 9N¥a IHL ¥od SINNOI 4O LY0d3y “III

Google



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY '84 (BASELINE)
DRUG PRODUCTS LISTED 7415
SINGLE SOURCE 2005 (27.0%)
MULTISOURCE (1) 5410 (72.9%)
THERAPEUTICALLY EQUIVALENT 4393 (59,2%)
NOT THERAPEUTICALLY EQUIVALENT 999 (13.4%)
EXCEPTIONS (2) 18 ( 0.3%)

NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 295

ocT res

7609
2045 (26.9%)
5564 (73.18%)
4497 (59.1%)
1032 (13.5%)
26 ( 0.3%)

4
300

B. ACTIVITY FOR SUPPLEMENT NUMBER 5

NOV '84
DRUG PRODUCTS ADDED: 65
NEWLY APPROVED 65
DES| EFFECTIVE 0
REMARKETED 0
DRUG PRODUCTS REMOVED: |
WITHDRAWN APPROVAL 0
RX TO OTC SWITCH 0
DISCONTINUED MARKETING |
NET GAIN IN DRUG PRODUCTS 64
SINGLE SOURCE PRODUCTS APPROVED 16
MULTISOURCE DRUG PRODUCTS APPROVED 49
NEW MOLECULAR ENTITIES APPROVED: 2
AS THE ENTITY 0
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2

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

FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE

Google

DEC ' 84
68

68

0

0
0

0

0

0
68
26
42
7

2

5

54

46
12
42

1-5 OF THE LIST)

JAN '85

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 FRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '84 - JANUARY '85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHEN; OXYCODGNE HYDRGCHLORIDE (PAGE 3-2)
CAPSULE; ORAL TABLET; ORAL
SECTRAL J¢addces
IVES LABS/AMHO EQ 200MG BASEM N 18917 oxYeET
EQ 400MG BASEX N 18917 AA HALSEY DRUG 325M63 5MEN N 87463
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1) ACETIC ACID, GLACIAL (PAGE 3-3)
TABLET; ORAL SOLUTION/DROPS; OTIC
BUTALBITAL AND ACETAMINOPHEN ACETIC ACTD
DANBURY PHARMACAL  325MG;50MGR N 87550 AT THAMES PHARMACAL 27n N 88633
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1) ACYCLOVIR (PAGE 3-4)
CAPSULE; ORAL >_ADD >  CAPSULE; ORAL
ESGIC >_ADD > ZOVIRAX
GILBERT LABORATORIES 325MG;50MG;40MGX N 88825 >_ADD > BURROUGHS WELLCOME  200MGX N 18828
TABLET; ORAL
ESRYIC ALLOFURINOL (PAGE 3-5)
AB GILBERT LABORATORIES 325MG35ANG3&OMAM N 87629
EYORYCET TABLET; CRAL
I3:) SANDOZ PHARMS/SANDOZ 325M335CMG3GOMGN N 88616 ALLOFUPTNAL
>_ADD > REPAY _ AB BOLAR PHARMACEUTICAL 100MGN N 18261
>_ADD_> AB DM GRAHAM LABS 325MR350MG36OMEN N 87804 2B 300H3R N 18261
4B CHELSEA LABORATORIES 100!'5x N 18785
2B 300NG6x N 18785
ACETAMINOPHEM; CODEINE PHOSPHATE (PAGE 3-1) A8 DANBURY PHARMACAL  1QCM3K N 12832
2B 300MGH N 18377
TABLET; ORAL
>_DLT > J EddtArtrtdidd ') ‘deidedie giiddiiidte 44/
ACETAMTHOPHTN AVD CONSINT PHATTPATE AMDINOCILLIN (PAGE 3-6)
>_ADD_> AA ZENITH LABORATORIES 3COMG36CMS N 87083
INJECTABLE; INJECTION
COACTIN
ACETAMINOPHEN; HYDROCODOME BITARTRATE (PAGE 3-2) HOFFMANN-LA ROCHE  250MG/VIALX N 50565
500MG/VIALX N 50565
TABLET; ORAL 16M/VIALR N 50565
HYDROCONONE BITARTRATE W/ ACETVAMINOPHEN
AA BARR LABORATORIES  50CMG;5MGH N 88577
AMIKACIN SULFATE (PAGE 3-6)
ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2) INJECTABLE; INJECTION
AMIKIN
CAPSULE; ORAL BRISTOL LABS/B-M EQ 50MG BASE/MLM N 62562
TYLOX EQ 250MG BASE/MLM N 62562
MCNEIL PHARM 500MG; 5MGK N 88790
TYLOX-325
MCNEIL PHARM 325MG; SMGH N 88246

Google



THHS8 N

10658 N
T106£8 N

$990S N
99509 N

SL90S N

§.908 N

45988 N
95099 N
559869 N
$49809 N
£5089 N
89888 N
48988 N
98988 N
568688 N
8898 N
£8689 N
20488 N
10488 N
00499 N
66998 N
86988 N
£6989 N

nSH0H$SH0S $aHSeE  SITAOLYN0GYT HLIINIZ

R’3UOT
ROHS

GHROdHOY viigiving

av

Avy0 f137Gave
(91-€ 39vd) 3INIFIAVI (1V1Iaiving SNIGIdSV

LL3NNVT
3LV4INS ANIWVLIHAWY

IVE0 f1378VL
(£1-€ 39vd) IIVAINS INIWNVLIIHAWV

RAIDV SHS2T bISON00S WYHIIIG/SAvT WYHIIIE

100G, NIIN3WONY

RAIJV SWSST bALOW0S2 WVHIIAIE/SAVT HWYHI33d

1082 NILIN3WONY

IVd0 f13avi

WIWNS/0IJY OWS°29 BILTNS/9H0SC WVYHIIIE/SEVT WVHOI3E

XIUS/AIIV OS2 1E b3
$ING/9UHS2T WVHI3IA/savT WVHO33g

1062, NILN3WONVY

1821« NILN3WOOV

AVH0 SNOILNLILSNOI3Y ¥04 ¥3IA0d
(ET-€ 39vd) FIVNVINAVID WNISSVIOd ‘NI TIIJIXOWV

00T
nOUSL
ROH0S
RnOUS2
%OUOT
RONOST
HIU00T
RIUSL
noU0S
noHS2
ROWOT
RINOST
RIWO0T
ROUSL
RnoUo0S
%9HS2
ROWOT

Google

WHVHdd3dNS

S3TA0LVIOGVT NVUAIS

AVITLNIOVUYEVHY dvd
OH 3ANITALAIULINY

dg
dg

IVH0 ¢1374ave
(0I-€ 39vd) JGIS0THIOHAAH 3NIIALJIULINY

S8, ANVANVE - 58, LSNSNV / § d3GNNN IN3IWITddNS FAILVINKAD / L1SIT 13N00¥d Snda

G998 N
5,998 N
€988 N
2L988 N

58 AV
15198/
151880/

92681
92681
$2681T
$268T

N
N
N
N

H9HOOT
HONGL
nOUO0S

ROWSGZ JILNIdVHIHL NVIIYIUY

A0H INLIALATAULINY

d9
dg
dd
dg

IVH0 f13lavl
(0T-€ 39Vd) IGIYOTHOOHAAH 3NITALAIHLIINV

[¢55.9, ABEEPALD NOTLOR

L, ¢2.8, ANETIMIARIT

/.W E{PiP =?"‘T§~_P 13438 "//S?IWIYW‘E‘YT Lipddy/
R

o‘-‘-l -\
J"IJ'Z_

P
PPE( Y 'SH?"' PJI{
[¢3 P

3 HE, CF09 3%*%.:‘&‘9*?1‘}4-7/

/] NP?I/%& gyl Hpﬁflff&lﬂﬁ//‘p‘ﬁ gLy ¢$Y Ligddy/

148570 #}’ﬂﬁ‘fﬂﬁ WX dos, W, /59 B AETIHONTY /

I1H001/9k0$b‘1“00t/9“00§
SUTIHO0T/9105H ¢ TH00T/9:100H
MIRUOT/ULAa9 $ THI0L/SHLUZ
HIHG /0355 $ THIOT/ERAUT

S3I301vy08Y1 110496V

A3INIVINGD QILSVId NI ZSH°0 3UILITHI KildlS NI AHNITIAHAGHIRY

£H198
L9188

61T61
81161

02161

12681
12681
€691
998981

84981

2 Z Z 2ZT Z

RIHIOT/EL05HE HSOT/Uic 02
RINGOL7an0av$ AT

S3Id0oivdodvl 110889V

7Z59°0 JULG0THI HUZGLS NI 3nd'TTAHLOMINY

NOILI3CNI $¢37QVLI3CrNI

/'_/< 110 <

8.

E k|

(6-€ 39Yd) JOTEOTHI WNLGOS SANLT10.0d NiWV

THOOT/UNOS2¢%Z92° S3TA0LYVHOGYVT 1i084QV
Y3INIVINOD JILSVId NI ZG2 3S0dLX3T /M ZS2°H NASONIWY

THOOT/N9S2¢46°€ SITYOLVYCEAVT Liogav
YINIVINOD JILSVId NI Z§2 3S0d1X20 /M ZG°€ NASONIWV

IROOT/NAGE %SG €

S31801VL03V1 110GSY

YINIVINGD JILSVId NI ZS 3S0ULXIA /M #S°E NASONIWY

NOILJ3rNI ¢31QVLI3rNI

(L-€ 39vd) 35081X30 {SAIIV ONIWV

nzs°e

Sav1 TON3AVAL

Y3ANIVINGD JILSVId NI S3LAT0¥LI3T3I O/M ZS°8 TOSVAVYL

WSS

S4vV71 TON3AVYL

HINIVINOD JILSV1d NI S31A70d12373 O/M ZG°S T0SVAVAlL

RZ0T

SQVT TON3AVAL

H3ANIVINGD JILSY1ld NI S31A70d1037131 O/M ZO0T TOSVAViL

iZH

SAV1 TON3AViL

YINIVINOD JILSVId NI “ZbH NIWVHONVAEG

7y

Sav1 TON3AVAL
7% NIWVHONVHE
NOILDICNI ¢3719V.LI3rNI

(9-€ 39Vd) SAIIV ONIWV

<110 <

W7/
'P ://sm!mmy,f. #ﬁﬁﬁl’L [#¥/< 110 110 <




DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST *84 - JANUARY '85 3
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
PROFOXYFHEHE COMPOUND 65
AA ZENITH LASORATORIES IB°HG332,4MG3S5MEN
PROFOYYFHENE HCL W/ ASPIRYH AND CAFFEINE
A CHELSEA LABORATORIES 389MG332.6MG365MON

ASPIRIN; METHOCARBAMOL (PAGE 3-17)

TABLET; ORAL
/A A AtA) W) " Aq Bt/

HETHCCARBAMOL AMD ASPIRIN

v.v
> |0
=
O |~
vv

BENZOYL PEROXIDE; ERYTHROMYCIN (PAGE 3-21)

GEL; TOPICAL
BENZAMYCIN
DERMIK/RORER-AMCHEM 57Z;3/x

JeerdtntdZide{ ‘RecEdBINE/ (PAGE 3-21)

1 135 dd
ol

/ AH ‘REBANs/ /59638, 1281/

BETAMETHASONE DIPROPIONATE (PAGE 3-22)

OINTMENT; TOPICAL
ALPHATREX

4B SAVAGE LABS/BYK-GLDN EQ 0.057 BASEN
BETAMETRASOIMNE DTIFROFIONATE

AB E FOUSERA/BYK-GLDH EQ 0.057Z BASEX

AB PHARMADERM/BYK-GLDN EQ 0.057 BASEX
DIPROLENE

BX SCHERING EQ 0.05%

DIPRNSONE

AB SCHERING EG 0.05%Z

BETAMETHASONE VALERATE (PAGE 3-22)
CREAM; TOPICAL

/8 S SAVARE L ARS /RIS B4 "6 4 "BALE/

SAVAGE LABS/BYK-GLDN EQ 0.17Z BASE

VALNAC
AB " NMC LABORATORIES EQ 0.7 BASEX

OINTMENT; TOPICAL
VALHAC

AB NMC LABORATORIES EQ 0.17 BASEX

Google

N 83077

N 85732

N 50557

IN'14881/

N 19163

N 19161
N 19140

N 18741
N 17691

IN'18882/

N 18862

N 70050

N 70051

BITOLTEROL MESYLATE (PAGE 3-24)
AEROSOL; INHALATION

TORNALATE
WINTHROP-BREON/STERL 0.37MG/INHX

BROMODIPHENHYDRAMINE HYDROCHLORIDE; CODEINE PHOSPHATE
(PAGE 3-24)

SYRUP; ORAL

AMBAY

.Y} BAY LABORATORIES 12. 5MB/5ML $10MG/5HLK
AMDENYL

.Y MARION LABORATORIES 12.5MG/SML310MG/5M

BROMANYL
AA NATL FHARM MFG/BARRE 12.SMG/SML310MG/EMLY

BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE
HYDROCHLORIDE (PAGE 3-25)

ELIXIR; ORAL

BIPHETAP
/ fJ-IXi# Lﬁ?ﬁg‘}g; /ES 4MB/5ML; 25M6/SML)
JRA. RBINa/ P

/] fﬂﬁ.l-ﬁf{ CONYROLLED, 'RELEASES. SRAL/

/liﬁﬁ légﬁiﬂ.-‘"/ 113rgs7ene/

/Busrdiddibhid "Hvdriddiiddtie/ (PAGE 3-26)
TINJSECTARLE ;" INSECTEON/

M%ﬁﬁﬁi% ERYONPES] [ S 38 BASEML/

BUTABARBITAL SODIUM (PAGE 3-26)

ELIXIR; ORAL
/440ty ‘But4dArdEEAL/
BUTARARBITAL SODIUM
CALCITONIN (PAGE 3-27)

INJECTABLE’ INJECTION

Theg ey

ARMOUR PHARM

dd, i
T e Wk

200 IU/ML
400 IU/VIAL

N 18770

N 88626
N 09319
N 88363

N 88687
IN12887/

IN12436/

/N 18481/

1769
Ny
N.17769
N 17497
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST

CELLULOSE SODTUM PHOSPHATE (PAGE 3-34)

POIDER; ORAL
CALCIBIND

MISSION PHARMACAL 300GM/BOTH

CHLORDYAZEPOXIDE HYDROCHLORIDE (PAGE 3-37)

CAPSULE; ORAL

CHLOPDYAZEPOXIDE HCL
AB LEMHON EMGX
2B 1015
AB 2Ei16K

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

CHELSEA LABORATORIES
COLMED LABORATORIES

CORD LABORATORIES
DANBURY PHARMACAL
DURAMED PHARMS

LEMMON
SUPERPHARM

BEEEEEEEEEEREEE

ZENITH LABORATORIES
ELI"SAMTDE
LEHMON 25091

4

CHYMOPAPAIN (PAGE 3-43)

INJECTABLE; INJECTION
CHYMODIACTIN

SMITH LABORATORIES 4,000 UNITS/VIALX

CISPLATIN (PAGE 3-44)

17;132;2335,} INJECTION

LATINOL

i . peope.
BRESTOL LABS/BY ;é _dg Sﬂ'\;ff.{( '/

0.5MG/ML

PLATINOL-AQ
BRISTOL LABS/B-M

Google

N 18757

88705
88706
88707

88812
88313
86865
8387038
83709
83725
88726
88252
883826
88918
38919
88768
28594
88695
88840

X2 ZXZZZXTZITITXZTITIZTIX

88641

N 18663

v
3>
(=]
v Vv
lb
>

v
>
=]

'84 - JANUARY ‘85 5

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS-1

BOEHRINGER INGELHEIM 2.5MGX N 18891
CATAFRES-TTS-2

BOEHRINGER INGELHEIM S5MGx N 18891
CATAPRES-TTS-3

BOEHRINGER INGELHEIM 7.5MGX N 18891

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

SYRUP; ORAL
PHEMETNGAN VC W/ CODEINE
WYETH LABS/AMHO 10MG/EML SEME/EML S . 25MG/EML
FROMETH VC H/ CSNETINE
NATL FEARM MFG/BARRE 1CM5/SML3IEMG/SML36.25HG/SMLN N 88766
PROMETHAZTNE VC W/ CODEYIIE
BAY LABORATCRIES 10MG/5HL S EMG/EML 36 . 25MG/5HMLY N 88396

13

H 08306

B

CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGF 3-46)

SYRUP; ORAL
PHENERGAN W/ CONEXNE

AA WYETH LABS/AMHO 10M5/5ML36 . 25MG/5ML N 03306
FROMTETH W/ CONEINE

AA NATL FHARM MFG/BARRE YMMS/5ML3SE.2TWG/5HLX N 88763
BROMETHAZINE H/ CADETHNE

AA BAY LABORATORIES A0MG/SHL36 . 2EMG/5MLY N 88875

CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
ACTIFED [/ CCPETNE

AA BURROUGHS WELLCOME  10MS5/FML330MS/5MLS1.25M5/5ML N 12575
PSEUDNDIME ©
AA BAY LABORATORIES 10MG/5HL S 30MG/5ML 31, 25HG/EML N 88833

CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
CORTICOHOTROPTH
AP CARTER-GLOGAU LABS

%0 UNITS/VIALX N 83772

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS;
OPTICROM
FISONS

OPHTHALMIC

47n N 18155
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INJECTABLE; INJECTION
THECPHYLLINE AND P
TRAVENOL LABS

JHEOTHYLLINE 0.0%7Z A'D

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '84 - JANUARY ‘85
DEXTROSE3; THEOPHYLLINE (PAGE 3-62)

OSE 57 PLASTIC COHTAYNER
55H/100L3GCIG/100ML N 18649
E3M/100MLIECNG/5.00ML N 18549
SCM/100MLII6CMG /A0 CML N 18649
S5CHM/3100HL3202::5/10 L N 186649
ECN/100HL36N0NT /00N N 18649

BEXTROSE 57 IN PLASYYIC COMNTAINER

AM MCGAW/AM HOSP
JHEOPHYLLINE 0.0%7Z ANM
AM MCGAH/AM HOSP
JHEATHYLLYNE 0.1€7Z AMD
AM MCGAW/AM HOSP
JHEAPHYLLINE 0.27 AMD
AM MCGAW/AM HOSP
THEOTHYLLINE 0.67 AND

55M/100M1.34CMG/100LY N 19083
DEXTROSE 57 TH PLASTIC CONTATNER
E3YM/100°NLI80IIR/000LN N 190383
DEXTROSE 57 IN PLASTIC CONTATHER
53M/300ML31601RZ1C8MLN N 19083
NENTPOSE 57 IN PLASTIC CONTATMER
ETM/1C0L3200MR/10 ML N 19212
PEXTRATE 57 TN PLASTIC CCHTATNER

AM MCGAW/AM HOSP
JHECPHYLLINE IN DEXTRN

STH/10CMLIGOONE/ICCLY N 19212
CE EZ IN PLASTIC CONTAYNER

AEBOTT LABORATCORIES

5°N/100ML360°IR/100MLY N 19211
55M/100ML 382 IG/102MLY N 19211
5PH/100ULSIGCIIT/100MN N 19221
N
N

EGM/100ML3290MB/7100MLY 19211
ECN/108ML3490MB/100MLN 19211

DICYCLOMINE HYDROCHLORIDE (PAGE 3-64)

CAPSULE; ORAL
BENTYL

MERRELL DOW/DOW CHEM 10MGX N 07409

INJECTABLE; INJECTION
BENTYL

MERRELL DOW/DON CHEM 10MG/MLX N 08370

SYRUP; ORAL
BENTYL

MERRELL DOW/DON CHEM 10MG/5MLX N 07961

TABLET; ORAL
BENTYL

MERRELL DOW/DOW CHEM 20MGX N 07409

DIETHYLPROPION HYDROCHLORIDE (PAGE 3-65)

AA

TABLET; ORAL

DIETHYLFROPION HC|
LEMMON

25H6x N 88662

Google

7
DIHYDROERGOTAMINE MESYLATE; HEPARIN SODIUM; | IDOCAINE

HYDROCHLORIDE (PAGE 3-66)

INJECTABLE; INJECTION
EMBOLEX

SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2,500 UNITS/0.5ML;

5.33MG/0.5MLn

N
0.5MG/0.7ML35,000 UNITS/0.7ML;

7.46MG/0. 7ML
DISULFIRAM (PAGE 3-68)
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL 250MGN
BX 500MGx

DIVALPROEX SODIUM (PAGE 3-69)
TABLET, ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASEX
DOXYCYCLINE HYCLATE (PAGE 3-70)

CAPSULE; ORAL

DOXY=LEMNON
AB LEMMON EQ S0MG BASEN
DOXYCYCLYNE HYCLATE
a8 PAR PHARMACEUTICAL EQ S0NMN3 BASEX
A8 SUPERPHARM EQ 50MG BASEXN
] EQ 100MG_BASEM
48 WEST-HARD EQ 504G BASEX
A3 ZENITH LABORATORIES EQ 5CMG RASEN
[3:} EQ 100HG BASEM

TABLET; ORAL
DOXYCYCLINE HYCLATE
ZENITH LABORATORIES EQ 100MG BASEX

&

OXYLAMIN TE (PAGE 3-70)

TABLET; ORAL
DECAFRYN
AA MERRELL DOW/DOW CHEM 25MG

DOXYLAMYNE SUTCIHATE
AA QUANTUM PHARMICS

25M6N

N

18885

88792
88793

18723

626497

62436
62469
62669
62396
62500
62500

066412
88603
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ACIN SODIUM TRIHYDRATE (PAGE 3-108)

INJECTABLE; INJECTION
INDOCIN I.V.
MS&D/MERCK EQ 1MG BASE/VIALM

IODOHIPPURATE SODIUM, I-123 (PAGE 3-109)

INJECTABLE; INJECTION
NEPHROFLOW
MEDI-PHYSICS IMCI/MLYX

ISOETHARINE MESYLATE (PAGE 3-110)
AEROSOL; INHALATION
BRONKOMETER
/BREONLABS/STERLING/ /8. 617/

BN BREON LABS/STERLING 0.34MG/INH
ISOETHARINE MESYLATE
BN NATL PHARM MFG/BARRE 0. 4MG/INHX

KANAMYCIN SULFATE (PAGE 3-112)

INJECTABLE; INJECTION
KANTREX
BRISTOL LABS/B-M EQ_75M6 BASE/2MLX
EQ 500"'5 BASE/2MLM
EQ 1GM BASE/IMLXN

kBiRR

LABETALOL HYDROCHLORIDE (PAGE 3-113)
INJECTABLE; INJECTION

NORMODYNE
SCHERING SMG/MLY
TABLET; ORAL

NORHODYNE
AB SCHERING 200MB1
[ 300MGR
AB 400MGN

TRANDATE
AB GLAXO 200MGX
2B 300MGH
AB 40015x

EVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)

INJECTABLE; INJECTION

SCANDCNEST |,

AP DEPROCO 8. 0EMG/ML 3 2723

Google

N 18878

N 18289

IN12333/
N 12339

N 87858

62566
62564
62566

18687

186856
18686
18686

18716

18716
18716

88388

v
2>
(=}

v
b
9

vVvyv

v
>
(=]

v
>
o

v
e
o

v
>
o

v
>
o

LIDOCAINE (PAGE 3-114)
AEROSOL; ORAL
XYLOCAINE
ASTRA PHARM PRCDS 107 N 1439
LINDANE (PAGE 3-116)

LOTION; TOPICAL

LIMDARE
AT BAY LABORATORIES 1zu N 88150
SHAMPOO; TOPICAL
LINDAVE
AT BAY LABORATORIES m N 28191

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODYUM GLUCONATE (PAGE 3-119)

SOLUTION; IRRIGATION
PHYSIOLYTE IN PLASTIC CONTAINER

4P ABBOTT LABORATORIES 3CI3/10ML337M3/109ML3$370H5/100ML3
530MG/100ML; 500MG/100ML N 19024
SYHOVALYTE TN PLASTIC CCNTAINFR
ap TRAVENOL LABS 305/100ML 3 3THS/10 ML Z68M5/100ML 3
526MG/100ML $502H5/100ML) N 19326

MEPERIDINE HYDROCHLORIDE (PAGE 3-122)

INJECTABLE; INJECTION
MEPERYNINE HOL

AP AEBOTT LAEORATORIES 18M3/MLN N 88332
AP INTL MEDICATION SYS 1CNG/ML N 86332
SYRUP; ORAL
DEHEROL
AA WINTHROP LABS/STERL SOMG/EML N 05010
MEFERININE HOL
AA ROXANE LABORATORIES SOMG/SMLX N 83766

TABLET; ORAL
MEPERIDINE HCL
AA BARR LABORATORIES 100MSR N 88640

MEPHENTERMINE SULFATE (PAGE 3-123)

INJECTABLE; INJECTION
WYAMINE SULFAT

YEX ‘8834
/RYETH, Mﬁﬁ/ﬂﬂﬂﬁl ;éggﬁ;g ; fﬁﬁgﬁf’
WYETH LABS/AMHO EQ 15MG BASE/ML N 0824

EQ 30MG BASE/ML N 0826
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NOMIFENSINE MALEATE (PAGE 3-140)

CAPSULE; ORAL
MERITAL
HOECHST-ROUSSEL 25MGx

50MGx

NOREPINEPHRINE BITARTRATE (PAGE 3-149)

INJECTABLE; INJECTION
LEVOPHED

JBRESH LABS/STERLING/ [E4" X116, BASE/ML/
WINTHROP-BREON/STERL EQ 1MG BASE/ML
NYSTATIN (PAGE 3-141)
SUSPENSION; ORAL
NYSTATTN
AA BAY LABORATORIES 109,000 UNTTS/MLY
AA PHARMAFAIR 100,000 UNITE/NLY

TABLET; CRAL
RYSTATIN

AA QUANTUM PHARMICS 500,000 UNITSX

OXTRIFPHYLLINE (PAGE 3-143)

ELIXIR; ORAL

cHALERYL

aa PARKE-DAVIS/MW-L 109MG/5MLR
OXTRIFUYLLIVE

AA BAY LABORATORIES 100uGR/5ML

OXYFHENBUTAZOHE (PAGE 3-143)

TABLET; ORAL
OXYPHENPUTAZOUE

AB BOLAR FHARMACEUTICAL 1C0MGX
JAMNDEARTIL
B GEIGY/CIBA-GEIGY 10CMG

PENTAMIDINE YSETHIONATE (PAGE 3-148)

INJECTABLE; INJECTION
PENTAM 300

LYPHOMED 300MG/VIALR

Google

N 18224
N 18224

IN'87513/
N 07513

N 62512
N 62541

N 62525

N 092638

N 88263

N 83399

N 125642

N 19264

>_ADD >
>_ARD >

PENTOXIFYLLIME (PAGE 3-149)

TABLET, CONTROLLED RELEASE; ORAL
TRENTAL

HOECHST-ROUSSEL 400MGx

PHENTERMIHE HYDROCHLORIDE (PAGE 3-151)

CAPSULE; ORAL
PHENTFRHINE HOL

Al PHARM BASICS 30MGR

PHENYLEFHRINE HYDROCHLORIDE; FROMETHAZINE HYDROCHLORIDE

(PAGE 3-153)

SYRUP; ORAL
PHERFRGAY VO

AA WYETH LAES/AMHO EM5/5ML36 . 25MG/BML
PRAMETH VC PLAIN

AA NATL FHARM MFG/BARRE BMG/SML36.25MG/EMLR
PROMETHAZIHE VE PLAYN

AA BAY LABCRATORIES SHG/EVL3S . 251G/5HLY

PHENYTOIN SODIUM (PAGE 3-153)

INJECTABLE; INJECTION
PUFRYTATH £ONXUY
SOLOPAK LABORATORIES S5CHG/MLX
Bens/ZLn
5ei5/ULx

E4R4E5

PHENYTOIN SODIUM, EXTENDED (PAGE 3-153)

CAPSULE; CRAL

DYLANTIH

AB PARKE-DAVIS/KW-L 100G
EXTEXTED FHENYTOTIH SODYI'M

AB BOLAR PHARMACEUTICAL 100MGXM

PILOCARPINE HYDROCHLORIDE (PAGE 3-154)

GEL; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4%

18631

88797

08606
88761

88897

28519
82520
83521

84349

88711

18796
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EUDOEPHEDRINE HYDR IDE; PROLIDINE HYDROCHLORID

(PAGE 3-169)
TABLET; ORAL

> ALLERFED
>_ADD > AA FRIVATE FORMULATIONS 60MG32.EMSX
>_ADD > JRILITRON
>_ADD > AA NEWTRON PHARMS 60MG32. 5MGK
JRYPROLIDINE HCL AND PSEUDCEPHEDRINE HCL
AA ZENITH LABORATORIES 60MG32.5MGX

QUINIDINE SULFATE (PAGE 3-170)

TABLET; ORAL
CIN-GUIN
/48/ ~ ROWELL LABORATORIES /Zddid/

RANITIDINE HYDROCHLORIDE (PAGE 3-171)

INJECTABLE; INJECTION
ZANTAC
GLAXO EQ 25MG BASE/MLM

~ RITODRINE HYDROCHLORIDE (PAGE 3-173)

INJECTABLE; INJECTION
e ‘HeL/

/8tidd
/88 [BUPRAR'LABS/

J1dehzi/
YUTPPAR
Y7374 ASTRA PHARM PRODS 10MG/ML
15MG/MLX
TABLET; ORAL
/Bitdddine "Her
/ LRBS/ [18Mg/
YUTOPAR

/£B/ ASTRA PHARM PRODUCTS 10M6

SAFFLOWER OIL; SOYBEAN OIL (PAGE 3-174)

INJECTABLE; INJECTION
LIPOSYN II 10Z
ABBOTT LABORATORIES 5Z;5/x
LIPOSYN 1II 20Z
ABBOTT LABORATORIES 10735107

Google

N 88360
N 88515
N 85273

/

/N'87255/ >_amp >

N 19090

/N'18288/ >_aon >

N 18580
N 18580

IN'18288/

N 18555

N 18997

N 18991

SCOPOLAMINE (PAGE 3-174)
FILM, CONTROLLED RELEASE; PERCUTANEOUS

TRANSEERN-V/

! %ﬁéﬁ/ " 1180/

TRANSDERM-SCOP
CIBA/CIBA-GEIGY 1.5M6

SODIUM_CHLORIDE (PAGE 3-176)

INJECTABLE; INJECTION

SODY''M CHLORINE YN PLASTIC CONTAIM
L, NCBAY , 3¢} HL

SOOI CHLONRIRE 0,97 IN PLASTIC CONTAINER

AP AM MCGAW/AM HOSP 902" :7/100ML

AP INVENEX LABS/LIFE SH3/HLK

&

SODIUM LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES SMEQ/MLX

SO0DIUM NITROPRUSSIDE (PAGE 3-178)

INJECTABLE; INJECTION
$O0TUY MITROFRUSSIDE

AP LYPHOMED 50MG/VIALK

SODYUM POLYSTYRENE SULFONATE (PAGE 3-179)

POKDER; ORAL, RECTAL
KAYEXALATE
AA BREON LABS/STERLING 453.6%M/BOT
ST POLYSTYRENE SULFONATE
AA BAY LABORATCRIES 453.6GM/BOTX
SUSPENSION; ORAL, RECTAL
SODTUM FOLYSTYRENE SULFCWATE

AA BAY LABORATORIES AEEN/6 OMLX
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LYFOSYN I¥T 107
AP ABBOTT LABORATORIES 107Zx
LIPOSYN ITY 207
AP ABBOTT LABORATORIES 207Zx

15

IN'17814/

N 17874

IN'17464/

N 17466
N 88912

N 18947

N 70031

N 11287

N 88786

N 838717

N 18969

N 18970
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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 1ist of approved drug
products containing the following information:

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

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

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

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

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

(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
published in the APDP., Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be pubTlished.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

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

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

Bioavailability/Bioequivalence 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/bioequivalence study data must be TncTuded with their ANDA
submissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vive testing and
acceptable dissolution performance is necessary; (2) those which pose an
actual or potential bioequivalence problem hut for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the list of
such drugs is provided under TABLE wa 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.

A11 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 deronstrate in vivo bioequivalence or else subnit information
sufficient to permit the Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated in dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.

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

A11 products accepted and approved under Section 505 of the Act as NDAs by the
0ffice of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.

Patent and Exclusivity Information

It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The patents that FDA regards as covered by the statutory
provisions for submission of patent 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
muu1m<ma after 1982, the date of approval and application number as required
y the Act.

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

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

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

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

I=1 SEVERE HYPERTENSION IN PEDIATRICS AND NON-MAL IGNANT HYPERTENSION

1-2 DYSMENORRHEA

-3 TREATMENT OF TINEA VERSICOLOR

I-4 SYMPTOMATIC GASTROESOPHAGEAL REFLUX

I=5 NEPHROTOMOGRAPHY

1-6 CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
=7 VENOGRAPHY OF LOWER EXTREMITIES

-8 WHOLE-BODY COMPUTED TOMOGRAPHY

-9 GATED CARDIAC POOL IMAGING

I-10 POST-MYOCARDIAL INFARCTION

=11 COLORECTAL SURGERY

1-12 NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
I-13 CISPLATIN INDUCED EMESIS

I-14 DIABETIC GASTROPARESIS

I=-15 POST-MYOCARDIAL INFARCTION

I-16 ACROMEGALY

=17 PITUITARY TUMORS

1-18 POSTMENOPAUSAL OSTEOPOROSIS

1-19 ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE

1-20 CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE

=21 ACUTE OTITIS MEDIA

1=-22 EXERCISE INDUCED BRONCHOSPASMS

1-23 Ml OR STROKE

1-24 COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
1=-25 BLASTOMYCOSES DERMATITIDES

1-26 PEDIATRIC SUBARACHNOID VASCULAR

1-27 PETRIELLIDIUM BOYDII INFECTION

1-28 HEREDITARY ANGIOEDEMA

1-29 INTRACORONARY USE

1-30 PEDIATRIC USE

=31 DIRECT ISOTOPIC CYSTOGRAPHY

Google
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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; 50MG

ACETAMINOPHEN; ASPIRIN; BUTALBITAL

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

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

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

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

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

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

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFE INE

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

650MG; SOMG; 40MG

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

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

650; 50MG

Google

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 50MG; 40MG;

650MG; SOMG; 40MG;

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL
160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL ;
CODE INE PHOSPHATE

TABLET; ORAL

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

ASPIRIN; CARISOPRODOL
TABLET; ORAL
325MG; 200MG

ASPIRIN; CARISOPRODOL; CODE INE
PHOSPHATE
325MG; 200MG; |0MG

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG

CHLOROTHIAZ IDE
TABLET; ORAL
250MG

ESTROGENS, CONJUGATED; MEPROBAMATE

TABLET; ORAL
0.4MG; 200MG
0.4MG; 400MG

HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL

| OMG

25MG

50MG

100MG
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TABLE

Il. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S)
STRENGTH(S)

ACETAMINOPHEN
120MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
120MG

ACETAMINOPHEN
120MG

ACETAM I NOPHEN
650MG

ACETAM | NOPHEN
650MG

ACETAM INOPHEN
120MG

ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
80MG; 20MG

ALUMINUM HYDROXIDE; MAGNES IUM
TRISILICATE
160MG; 40MG

BROMPHEN IRAMINE MALEATE
MG

TRADE NAME
(DOSAGE FORM; ROUTE)

NEOPAP
(SUPPOS ITORY; RECTAL)

TYLENOL
(SUPPOS I TORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOS ITORY; RECTAL)

ACEPHEN
(SUPPOS ITORY; RECTAL)

ACETAM INOPHEN
(SUPPOSITORY; RECTAL)

ACETAM | NOPHEN
(SUPPOSITORY; RECTAL)

GAVISCON
(TABLET, CHEWABLE; ORAL)

GAV | SCON=-2
(TABLET, CHEWABLE; ORAL)

DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

Google

APPL ICANT NAME

WEBCON PHARMS/ALCON

MCNEIL LABORATORIES

MCNEIL LABORATORIES

G AND W LABORATORIES

G AND W LABORATORIES

UPSHER-SMITH LABS

UPSHER-SMITH LABS

MARION LABORATORIES

MARION LABORATORIES

AH ROBINS

NDA #

APPROVAL DATE

16-401
11-07-68

17-756
05-26-76

17-756
05-26-76

18~060
02-09-78

18-060
02-09-78

18-337
04-22-80

18=337
09-12-83

18-685
12-09-83

18-685
12-09-83

10~799
06-10-83

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

NP
09-24-86

NP
09-24-86

RTO
09-24-86
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ACTIVE [INGREDIENT(S)
STRENGTH(S)

CHLORPHENIRAMINE MALEATE
| 246G

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLOR IDE
8MG; 75MG

CHLORPHEN IRAM INE MALEATE ;
PHENYLPROPANOLAM INE
HYDROCHLOR I DE
12MG; 75MG

CHLORPHEN IRAMINE MALEATE;
PHENYLPROPANOLAM INE
HYDROCHLORIDE
4MG; 25MG

CHLORPHEN IRAMINE MALEATE;
PHENYLPROPANOLAM INE
HYDROCHLORIDE
8MG; 75MG

CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDR INE SULFATE
8MG; 120MG

CHLORPHEN IRAMINE POL ISTIREX;
PHENYLPROPANOLAMINE POL ISTIREX

EQ 4MG MALEATE/5ML;
EQ 37.5MG HCL/5ML

. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION

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)

PHENYLPROPANOLAMINE HCL
W/ CHLORPHEN IRAMINE
MALEATE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TR IMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

CORSYM
(SYRUP; ORAL)

Google

APPL ICANT NAME

SCHER ING

MENLEY & JAMES/SKF

DORSEY LABS/SANDOZ

SCHERING

CENTRAL PHARMS

SCHERING

PENNWALT PHARM

=3

NDA #
APPROVAL 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

OF MARKET ING
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
NS
09-24-86
NDF
09-24-86
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TABLE

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSUL IN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITSML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITSML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

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

100 UNITS/ML

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

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

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

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

NPH ILETIN 11
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NORD | SK
(INJECTABLE; INJECTION)

NPH ILETIN 11 (PORK)
(INJECTABLE; INJECTION)

PROTAPHANE
(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; [INJECTION)

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

APPLICANT NAME

LILLY RES LABS DIV

LILLY RES LABS DIV

ELI LILLY

NORD | SK

ELI LILLY

SQU IBB=NOVO

NORD I SK

ELI LILLY

1-5

NDA #

APPROVAL DATE

17-936
02-08-77

17-936
02-08-77

18-479
06-12-80

18-194
0l-16-80

18-345
12-05-79

18-623
07-30-81

18-195
0l-16-80

17-932
02-08-77

PATENT #

EXCLUSIVITY

EXP. DATE

EXP.- DATE
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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/ML

INSULIN, BIOSYNTHETIC HUMAN

100 UNITS/ML

Google

1.

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

TRADE NAME

(DOSAGE FORM; ROUTE)

ULTRALENTE INSULIN
(INJECTABLE; INJECTION)

SEMILENTE [INSULIN
(INJECTABLE; INJECTION)

SEMITARD
(INJECTABLE; INJECTION)

LENTE ILETIN 11
(INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN 11 (PORK)
(INJECTABLE; INJECTION)

MONOTARD
(INJECTABLE; INJECTION)

ACTRAPID HUMAN
(INJECTABLE; INJECTION)

APPLICANT NAME

SQU IBB-NOVO

SQUIBB-NOVO

SQUIBB=-NOVO

ELI LILLY

SQuUiBB-NOVO

ELI LILLY

SQUIBB-NOVO

SQU IBB~NOVO

NDA #

APPROVAL DATE

17-997
02-08-77

17-996
02-08-77

18-382
03-17-80

18-477
06~12-80

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE
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30MG/5ML; 1.25MG/5ML

Google

-9

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP., DATE

POTASSIUM I0DIDE 10SAT ANBEX 18-664
| 30MG (TABLET; ORAL) 10~14-82

PSEUDOEPHEDR INE HYDROCHLOR IDE SUDAFED S.A. BURROUGHS WELLCOME 17-941|
120MG (CAPSULE, CONTROLLED 01-15-79

RELEASE; ORAL)

PSEUDOEPHEDR INE HYDROCHLORIDE ; ACTIFED BURROUGHS WELLCOME 11-935 RTO
TRIPROL IDINE HYDROCHLOR IDE (SYRUP; ORAL) | 1-26-82 09-24-86
30MG/5ML; |.25MG/5ML

PSEUDOEPHEDR INE HYDROCHLORIDE; ACTIFED BURROUGHS WELLCOME 11-936 RTO
TRIPROL IDINE HYDROCHLORIDE (TABLET; ORAL) | 1-26~82 09-24-86
60MG; 2.5MG

PSEUDOEPHEDR INE HYDROCHLORIDE ; ACTIFED BURROUGHS WELLCOME 19-208 RTO
TRIPROL IDINE HYDROCHLOR IDE (CAPSULE; ORAL) 0l-15-85 09-24-86
60MG; 2.5MG

PSEUDOEPHEDR INE HYDROCHLORIDE; ALLERBAN PLUS BAY LABORATORIES 88-116 RTO
TRIPROL IDINE HYDROCHLORIDE (SYRUP; ORAL) 03-04-83 09-24-86
30MG/5ML; | . 25MG/5ML

PSEUDOEPHEDR INE HYDROCHLORIDE ; TRI=-SUDO MD PHARMACEUT ICAL 85-024 RTO
TRIPROL IDINE HYDROCHLOR IDE (TABLET; ORAL) 01-10-84 09-24-86
60MG; 2.5MG

PSEUDOEPHEDR INE HYDROCHLOR IDE ; TRIPODR INE DANBURY PHARMACAL 88-112 RTO
TRIPROL IDINE HYDROCHLOR IDE (TABLET; ORAL) 01-20-83 09-24-86
60MG; 2.5MG

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

STRENGTH(S)

TI0CONAZOLE
b

TRIPROL IDINE
2.5M6

TRIPROL IDINE
2.5M6

TRIPROL IDINE
2,5M6

TRIPROL IDINE
2,5MG

TRIPROLIDINE
| .25MG/5ML

TRIPROL IDINE
| 25MG/5ML

TRIPROL IDINE
| . 25MG/5ML

TRIPROL IDINE
| . 25MG/5ML

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

HYDROCHLOR IDE

TABLE 11.

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)

TRIPROL IDINE HCL
(TABLET; ORAL)

TRIPROL IDINE HCL
(TABLET; ORAL)

ACTIDIL
(SYRUP; ORAL)

BAYIDYL
(SYRUP; ORAL)

TRIPROL IDINE HCL
(SYRUP; ORAL)

TRIPROLIDINE HCL
(SYRUP; ORAL)

Google

APPL | CANT NAME

PFIZER CEN RES/PFIZR

BURROUGHS WELLCOME

BOLAR PHARMACEUT | CAL

DANBURY PHARMACAL

DRUMMER /PHOEN I X

BURROUGHS WELLCOME

BAY LABORATORIES

NATL PHARM MFG/BARRE

PHARMS ASSOC/BEACH

NDA #

APPROVAL DATE

18-682
02-18-83

=110
04-14-58

84-453
02-06-76

85-094
02-07-77

85-610
03-21-78

11-496
07-24-58

87-963
0l1-18-83

85-940
07-13-79

87-514
02-10-82

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

4062966
12-13-94

NCE
02-18-93

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

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 |11,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANT |COAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT ICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT ICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT |COAGULANT CITRATE DEXTROSE
SOLUTION USP

ANT |COAGULANT CITRATE
PHOSPHATE DEXTROSE ADEN INE-|
SOLUTION

ANT |COAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANT |COAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANT ICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUT ION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANT ICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUT ION
UsP

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE
(INJECTABLE;

NONE
C(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
C(INJECTABLE;

NONE
(INJECTABLE;

NONE
CINJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

Google

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECTION)

INJECT ION)

INJECT ION)

APPL ICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOLMILES

=1

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

10-102
12-14-61

11=912
9-2-59

10~-855
06-11-59

16-918
3=17-78

80-77
11-6-80
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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TABLE |1

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANTICOAGULANT CITRATE PHOSPHATE
DOUBLE DEXTROSE SOLUTION WITH:
AS-3: CITRIC ACID USP 0.042
GM/100ML, MONOBASIC SODIUM
PHOSPHATE USP 0.276GM/100ML,
SODIUM CHLORIDE USP 0.410
GM/100ML, ADENINE 0.30
GM/100ML, DEXTROSE USP 1.10
GM/100ML, SODIUM CITRATE USP
0.588GM/ 1 00ML

ANT ICOAGULANT HEPARIN' SOLUTION
usp

ANT ICOAGULANT HEPARIN SOLUTION
UspP

ANT ICOAGULANT SODIUM CITRATE
SOLUTION USP

ANT |COAGULANT SODIUM CITRATE
SOLUTION USP

ANT|OOAGULANT SODIUM CITRATE
SOLUTION USP

ANT ICOAGULANT SODIUM CITRATE
SOLUTION USP

ANT ICOAGULANT SODIUM CITRATE
SOLUTION USP

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

AS-3 NUTRICEL ADDITIVE

SYSTEM
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

INJECTION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

INJECT ION)

APPL ICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

ALPHA THERAPEUTIC

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

11=3

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

82-915
10-19-84

77-822
5=-17-78 -

81-1217
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)

TABLE |11, NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBL ISHED

STRENGTH(S)

DEXTRAN- 70, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/ 1 00ML

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

DEXTRAN 40, 0%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0. 9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN

SQDIUM CHLORIDE 0.9%
0. 9GM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
DEXTROSE 5%
5GM/ 1 0OML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/ 1 0OML

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

SODIUM CHLORIDE 0.9%
0. 9GM/ | O0ML

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
C(INJECTABLE;

NONE
(INJECTABLE;

NONE
© (INJECTABLE;

NONE
(INJECTABLE;

Google

INJECT ION)

INJECT ION)

INJECTION)

INJECTION)

INJECT ION)

INJECT ION)

INJECT ION)

APPL |CANT NAME

AVERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOLMILES

CUTTER BIOL/MILES

PHARMACHEM

PHARMACHEM

PHARMACHEM

11=5

NDA #

APPROVAL DATE

9-024
8-18-69

16-653
9-23-69

16-653
9-23-69

8-716
8-11-69

16-836
11-14-70

16-836
11=-14-70

8-564
9-19-52

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE
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TABLE (1l. NDA'S APPROVED BY THE OFF ICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBL ISHED

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUS IVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP. DATE

DEXTRAN 40, 10§ GENTRANR 40 TRAVENOL LABS 16-628

10GM/100ML IN C(INJECTABLE; INJECTION) 11-4-68

SODIUM CHLORIDE 0.9%

0.9GM/100ML

DEXTRAN 75, 6§ GENTRANR 75 TRAVENOL LABS 16~607

6GM/100ML IN (INJECTABLE; INJECTION) 1-26-70

SODIUM CHLORIDE 0.9%

0.9GM/ 1 00ML

DEXTRAN 75, 6% 6% GENTRANR 75 AND TRAVENOL LABS 8-788

INVERTED SUGAR 10% 108 TRAVERTR 2-9-53

6GM/100ML ; 10GM/ | OOML (INJECTABLE; INJECT ION)

IN SODIUM CHLORIDE 0.9%

0.9GM/ | 00ML

HETASTARCH, 6% HESPANR AM CRITICAL CARE 16-889 3523938

6GM/100ML IN (INJECTABLE; INJECT ION) 7-17-72 8-11-87

SODIUM CHLORIDE 0.9%

0.9GM/ 1 00ML

PROP IOLACTONE 99% BETAPRONE ONEAL JONES&FELDMAN 11-657

99GM/ | 0OML (SOLUT ION; CHEMICAL 9-11-59

STERILIZING AGENT)

UROK INASE ABBOK INASE OPEN-CATHETER ABBOTT LABORATORIES 76-1021 NS

5000 1U/VIAL (INJECTABLE; INJECTION) 12-15-83 09-24-86
UROK INASE ABBOK INASE ABBOTT LABORATORIES 76-1021 1-29
250,000 1U/VIAL (INJECTABLE; INJECTION) 7-31-78 09-24-86
UROK INASE BREOK INASE STERL ING DRUG 17-873

250,000 1U/VIAL (INJECTABLE; INJECTION) 8-28-79

Hi=7

Google
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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)

ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLOR IDE
EQ 300MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

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

ACETIC ACID, GLACIAL
250MG/ | OOML
ACETOHYDROXAMIC ACID

250MG

ACYCLOVIR
5%

ACYCLOVIR
200MG

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

SECTRAL
(CAPSULE; ORAL)

TALACEN
(TABLET; ORAL)

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

LITHOSTAT
(TABLET; ORAL)

ZOVIRAX
(OINTMENT; TOPICAL)

ZOVIRAX
(CAPSULE; ORAL)

APPL | CANT NAME

IVES LABS/AMHO

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME

BURROUGHS WELLCOME

V=1

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18=917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12=31-9i
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12-31-9]
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12=31-91
18-458 4105659 NC
09-23-82 08-08-95 09-24-86
18-523
02-19-82
18-749 NCE
05-31-83 05-31-93
18-604 4199574 NCE
03-29-82 04-22-97 03-29-92
18-828 4199574 NCE
01-25-85 04-22-97 03-29-92
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ACTIVE INGREDIENT(S)

STRENGTH(S)

ALLOPUR INOL
100MG

ALLOPUR INOL
300MG

ALLOPURINOL
1 OOMG

ALLOPUR INOL
300MG

ALLOPUR INOL
1 OOMG

ALLOPUR INOL
300MG

ALLOPUR INOL
1 0OMG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25M6

ALPRAZOL AM
0.5MG

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

TRADE NAME
(DOSAGE FORM; ROUTE)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPURINOL
(TABLET; ORAL)

ALLOPUR I NOL
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

V=3

Google

APPL ICANT NAME

CHELSEA LABORATORIES

CHELSEA LABORATORIES

DANBURY PHARMACAL

DANBURY PHARMACAL

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BOOTS PHARMACEUT I CAL

BOOTS PHARMACEUT ICAL

UP JOHN

UPJOHN

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-785

09-28-84

18-785

09-28-84

18-832

09-28-84

18-877

09-28-84

16-084 3624205

08-19-66 11-30-88

16-084 3624205

0l-14-74 11-30-88

18~297 3624205

06-10-80 11-30-88

18-297 3624205

06-10-80 11-30-88

18-276 3987052

10~16-8I 10-19-93
3980789
09-14-93

18-276 3987052

10-16-81 10-19-93
3980789
09-14-93



98-¥2-60 10-0Z-£0 ¥8-82-60
SN 14411144 8L9-81
98-+Z-60 €6-¢ 1-0 28-£0-80
SN 626056¢€ 9L9-81
28-60-80
L66-L1
28-60-80
LG6-L1
98-$Z-60 Z8-C1-01
SN g6v-L 1|
98-$2-60 €8-L 1-60
SN 2z8-91
06-62-2| 18-60-01
0cy 18LE 10z-81
96-Z 1-90 18-¢i-11
66086 IV 86v-81
96-Z |-90 1L-81-01
66086 1Y 911-81

€6-¥1-60

68L086¢
£€6-61-01 18-91-01
260L865 9LZ-81
3iva °dx3 lvag °dX3 31va TVAO¥dJV
ALIAISNT0X3 # IN3ILvd # VON

SV TONIAYUL

dSOH W/ MYOON W

SITNW/SEVT ¥3LLNO

SINW/SEVT ¥3LLN

S8V IONIAVL

dSOH WY/ MVYOOW W

MOUIN/ qRSW

NVAD Wv/SavV1 343031

NVAD Wv/SEv1 33037

NHOr dn

IWYN LINVOIddVY

P=Al

(NOILO3FNI £378V103rNI)
3¢ NIWVHONVYE

(NOI1103rNI ¢3718V103rNI)
28 3NIWVLVAH

(NOILO3rNI 5319V;03FN|)
v 11 INIWAON

(NOILO3rNI ¢378VLO3rNI)
$5°8 3INIWVYAON

(NOILO3rNI £376VL03rNI)
SILATI0ULOTTI O/M NIWYNIY

(NOI1D3rNI ¢378V.103rNI)
$6°9 O8H 3NIWvIY4
(V80 f1378V1)

06/5 1 L33NCOW

(VOIdOL f1IN3WINIO)
1¥0007T0A0

(V21dOL {Wv3X0)
140007040

(v¥0 ‘1378vV1)
XVNVX

(31N0Y ‘WH04 39vS0Q)

JWVYN 3avil

Google

NOILVWHOINI LIN3ILVd 3LVIUdO¥ddY HLIM SiVAN ANV 68-1¢-1 Ol Z8-1-1 WOY4 Q3A0UddY SiVON

14
SAIOV ONIWY

]
SQIJV ONI Y.

el
SQIOV ONIW

%58
SAIOV ONIWY

3$s°9
SAIOV ONIW

%°9
SAIOV ONIWY

OWOS ‘NG
3012V IHLOYOHOOYAAH
£301 HOTHOOHAAH 301 ¥OTIWY

$1°0
3QINON I OWY

g0
3QINONIOW

oWl
WI0Zvid v

(S)HLONIULS
(S)INIIQIWDONI 3A11L0V




ACTIVE INGREDIENT(S)

STRENGTH(S)

AMINO ACIDS
a8

MAMINO ACIDS
6.5%

MMINO ACIDS
3.5%

AMINO ACIDS
3.5%

AMINO ACIDS
5.2%

A4INO ACIDS
5.5%

AMINO ACIDS
8.5%

AMINO ACIDS
108

TABLE 1V,

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

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

BRANCHAMIN 4%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

NEOPHAM 6. 5%
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

TRAVASOL 5.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

TRAVASOL 8.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

TRAVASOL 10%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

CUTTER-VITRUM

ABBOTT LABORATORIES

ABBOTT LABORATOR IES

CUTTER=-VITRWM

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

V=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
ol-17-84 09-24-86
18-804 NS
05-15-84 09-24-86
18-875 NS
08-08-84 09-24-86
18=90I

04-06-84

18-931 NS
08-23-84 09-24-86
18-93I

08-23-84

18-931

08-23-84
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TABLE IV.

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/100ML; 40MG/100ML;
128MG/100ML ; 234MG/ 1 OOML

AMINOACETIC ACID
1.5GM/100ML
AMINOCAPROIC ACID

250MG/ML

AMINOGLUTETHIMIDE
250MG

AMINOPHYLL INE
300MG/5ML

AMINOPHYLLINE; SODIUM CHLORIDE
100MG/1 OOML ; 450MG/| OOML

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

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

AMINOSYN 3.5 M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

AMINOCAPROIC ACID
(INJECTABLE; INJECTION)

CYTADREN
(TABLET; ORAL)

SOMOPHYLL IN
(ENEMA; RECTAL)

AMINOPHYLL INE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE w/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPL ICANT NAME

ABBOTT LABORATORIES

TRAVENOL LABS

ELKINS=S INN/AHROB INS

CIBA/CIBA-GE IGY

F ISONS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

1v=7

NDA #
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

18-875
08-08-84

18-522
02-19-82

18=590

10-29-82

18-202
10-29-80

18-232
04-02-82

18-924
12-12-84

18-924
12-12-84

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

NC
09-24-86

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
1 OMG/ML

AMITRIPTYLINE HYDROCHLOR IDE;
CHLORD | AZEPOX IDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLOR IDE;
CHLORD | AZEPOX IDE
25MG; | OMG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZ INE
1OMG; 4MG

MAMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZ INE
25MG; MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZ INE
25MG; 4MG

MAMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZ INE .
I1OMG; 2MG

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET; ORAL)

ETRAFON 2-25
(TABLET; ORAL)

ETRAFON-FORTE
(TABLET; ORAL)

ETRAFON 2-10
(TABLET; ORAL)

Iv-9

APPL ICANT NAME

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN=-LA ROCHE

SCHER ING

SCHER ING

SCHER ING

SCHER ING

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
12=703 3384663
09-17-76 05-21-85
3428735
02-18-86
12-704 3384663
04-11-61 05-21-85
3428735
02-18-86
16-949 3384663
12-23-77 05-21 -85
4316897
02-23-99
16-949 3384663
12=-23-77 05-21-85
4316897
02-23-99
14=713 3384663
12-30-65 05-21-85
14=713 3384663
12=-30-65 05-21 -85
14=713 3384663
12-30~65 05-2| -85
14=713 3384663
12=30-65 05-21 -85
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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)

AMOXAP INE
50MG

AMOXAP INE
10OMG

AMOXAP INE
150MG

AMRINONE LACTATE
EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;
DIHYDROCODE INE BITARTRATE
356.4MG; 30MG; |6MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;

ORPHENADRINE CITRATE
770MG; 60MG; 50MG

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

ASENDIN
(TABLET; ORAL)

ASEND IN
(TABLET; ORAL)

ASEND IN
(TABLET; ORAL)

INOCOR
C(INJECTABLE; INJECTION)

SYNALGOS-DC
(CAPSULE; ORAL)

NORGESIC
(TABLET; ORAL)

NORGES IC FORTE
(TABLET; ORAL)

V=11

APPL | CANT 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 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01 -89
18-021| 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 |12-08-87
3663696
05-16-89
3681357
08-01-89
18-700 4072746 NCE
07-31-84 02-07-95 07-31-94
11-483
09-06-83
13-416
10-27-82
13-416
10-27-82
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TABLE IV. NDA'S APPROVED FROM I-1-82 TO |-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ATENOLOL ; CHLORTHAL IDONE
100MG; 25MG

ATENOLOL ; CHLORTHAL IDONE
50MG; 25MG

ATRACURIUM BESYLATE
10MG/ML

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

ATROPINE SULFATE; DIFENOXIN HYDROCHLOR IDE
0.025MG; IMG

AZATAD INE MALEATE
IMG

AZATAD INE MALEATE;
PSEUDOEPHEDRINE SULFATE
IMG; 120MG

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

TENORETIC 100
(TABLET; ORAL)

TENORETIC 50
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

MOTOFEN
(TABLET; ORAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

V=13

APPL ICANT NAME

STUART PHARMS/ICI AM

STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHER ING

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-760 3663607 NC
06-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
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
11-23-83 12-18-96 11-23-93
17-744 3646207
07-14-78 02-28-89
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-85
3717647
02-20-90
18-506 3419565 NC
03-23-82 12-31-85 09-24-86
3717647
02-20-90
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ACTIVE [INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE
0. 6MG/SML

BETAMETHASONE
0.2%

BETAMETHASONE ACETATE;

BETAMETHASONE SODIUM PHOSPHATE

3MG/ML; EQ MG BASE/ML

BETAMETHASONE DIPROP IONATE
EQ 0.05§ BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05% BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05% BASE

BETAMETHASONE D1PROP IONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05% BASE

BETAMETHASONE DIPROP IONATE
EQ 0.05% BASE

Google

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

TRADE NAME

(DOSAGE FORM; ROUTE)

CELESTONE
(SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)
DIPROLENE

(OINTMENT; TOPICAL)

BETAMETHASONE D |PROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE D |PROP IONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE D IPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE D IPROP IONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

D IPROSONE
(CREAM; TOPICAL)

D IPROSONE
(OINTMENT; TOPICAL)

IV=15

APPLICANT NAME

SCHER ING

SCHER ING

SCHER ING

SCHER ING

PHARMADERM /BYK~GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/B YK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

SCHER ING

SCHERING

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

19-14
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

D=1
09-24-86

D-1
09-24-86
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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)
STRENGTH(S)

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETHANIDINE SULFATE
10MG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYL IUM TOSYLATE
S0MG/ML

BROMOCRIPTINE 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; TOPICAL)

TENATHAN
(TABLET; ORAL)

TENATHAN
(TABLET; ORAL)

TORNALATE
(AEROSOL; INHALAT ION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL)

V=17

APPLICANT NAME

E FOUGERA/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/B YK~GLDN

AH ROBINS

AH ROBINS

WINTHROP-BREON/STERL

AM CRITICAL CARE/AHS

SANDOZ PHARMS /SANDOZ

SANDOZ PHARMS/SANDOZ

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
17-675 3495013
05-29-81 02~-10-87
17-675 3495013
05-29-81 02-10-87
18=770 4138581 NCE
12-28-84 02-06-96 12-28-89
17-954 RE29618
07-18-78 04-29-86
17-962 3752888 I-16
06-28-78 08-14-90 12-14-87
3752814
08-14-90
17-962 3752888 I=-16
03-01-82 08-14-90 12-14-87
3752814
08-14-90
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TABLE IV,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

BUMETANIDE
0.25MG/M

BUP | VACAINE HYDROCHLORIDE; DEXTROSE

0.75%; 8.25%

BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE
0.5%; 0.009IMG/ML

BUP I VACAINE HYDROCHLORIDE;
EP INEPHRINE BITARTRATE
0.75%; 0.009IMG/ML

BUTORPHANOL TARTRATE
IMG/ML

BUTORPHANOL TARTRATE
2MG/ML

CALCEFEDIOL, ANHYDROUS
0.02M6

CALCEFEDIOL, ANHYDROUS
0.05MG

CALCITONIN
200 1U/VIAL

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

BUMEX
CINJECTABLE; INJECTION)

MARCAINE SPINAL
(INJECTABLE; INJECTION)

SENSORCA INE
(INJECTABLE; INJECTION)

SENSORCA INE
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

CALDEROL
(CAPSULE; ORAL)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(INJECTABLE; INJECTION)

V=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

UP JOHN

UPJOHN

ARMOUR PHARM

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-226 3634583 NCE
02-28-83 0i-11-89 02-28-93
3806534
04-23-9|
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
08-05-80 09-03-91
3565924
03-23-86
17-769 I-18
12-21-84 12-21-87
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TABLE IV,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE

510MG/ 1 00ML; 50GM/I100ML; 200MG/|O0ML ;
9.2GM/100ML; 9.6GM/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE

510MG/100ML; 30GM/100ML; 200MG/|QOML ;
9,4GM/100ML; -1 1GM/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE

S10MG/100ML; 50GM/100ML; 200MG/|O0OML ;
9.4GM/100ML; |1GM/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25, TMG/100ML; 1.5GM/100ML;
15.2MG/100ML; 567MG/I00ML; 392MG/| OOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
15.2MG/100ML ; 567MG/100ML; 392MG/| OOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNES IUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/| OOML

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

DIALYTE CONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER | TONEAL)

DIALYTE CONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER|TONEAL)

DIALYTE OONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER I TONEAL)

DELFLEX

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPER ITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

1v=2|

APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

DELMED

DELMED

DELMED

NDA #
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. 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

18-883
11-30-84



¢Z-Al

(IVINOL | ¥3dVHINI £NOI1NT0S)
Y3ANIVINOO O11SVid NI

W00 |/9WBYY ¢ TNOO | /ONBES

£IW00 1/9WB0°S £ TWOO | /WOSZ Y £ TWOO | /9L *GZ

28-L0~-L0 $6Z°v 3S0ULX3A /M £301490HO
6L£-81 S31W0LVH0EVT LL0BaY W1=-T10Su3dNI
W00 | /9WBY
(TVINOL 1¥3dVMLN| ¢NOIL1NT0S)
YIANIVINOO J11SVd NI
28-L0-L0 $G°Z 3S041X3a /M £30140THO
6L¢-81 S31Y0LVHOEYT L1088V W1=T10S43dNI
W00 | /9WBY Y
(IVANOL I ¥34VHLNI ¢NOILN10S)
Y3INIVLINOO J11SVd NI
¢8-L0-L0 $c°1 3soulx3a /M £301307HO
6LE-81 SI1¥OLVHOEVYT L1088V WI-T10SH3dN |
OO | /9WZ6S
(TVINOL I ¥3dVMINI ¢NOILNT0S) OO0 1 /9B ¥
U3INIVLINOO J11SVd NI
WNISINOVW MOT
¥8-0¢~11 $6Z°v 3S0MLX3A /M {301¥0HO
£88-81 a3w3aa X374730
(IV3NOL 1¥3dVALNI  NOILNTOS) TWOO 1 798t ¥
YINIVINOO J1LSVId NI
WNIS3NOVIW MO
¥8-0¢-11 $6°Z 3S041X3a /M {30180HO
£688-81 a3W130 X314730
(VINOL| ¥3dVHLINI {NOILNT0S) WOO | /79WBY Y
YINIVLINOO J11SVd NI
WN1SINOVW MO
¥8-0¢-11 $G°1 3soylx3a /M £301407HO
£88-81 a3w13a X37147134
aLva °dX3 ava °dx3 31va TWAON¥dIY (3LN0Y {WNO4 39VS0Q)
ALIAISNT0X3 # IN3LVd # VON JWVN LNVO | Tddv JWVYN 3aviL
NOILVWNOAN! IN3ILVd 31VIYJOYddY HLIM S.VON OGNV G68-1¢~1 OL Z8-1-1 WOY4 Q3AO¥ddVY S.VGN °Al 378Vl

Google

31V10V1 WN1Q0S
WNIQOS ¢3QI¥0THO WNISIANOVW
£35041X30 ¢3Q1¥0THO WNIOTVO

£MO00 1/9WBES £ W00 1/9WB0 °S
{00 1 /WDS °Z £IW00 | /9L °SZ

31VIOVT WNiaoS
WN1Q0S 3Q1Y0THO WNIS3INOVI
£35041X3a f3GI¥OTHO WNIOTVO

{00 1 /9WBES MO0 1 /9WB0 °S
SO0 1 /WDS° | £ TWOO | /9L °GZ

31VIOV1 WN100S
WNIQOS £3Q1YOTHO WNISINOVW
£3S0M1X30@ £30I1¥OTHO WNIOVO

£WO00 | /9WLIS £ TWOO | /9MZ °S |
{00 I /9WBES £ TWOO0 1 /980 °G

£M00 1 /WDSZ ¥ £IN00 1 /9WL 62T

ALVLOV WN1Q0S
WNIQOS f30Q1¥0THO WNISINOVW
{350M1X30 f3AI¥OTHO WNIOVD

£TM00 | /OWBES £ TNOO | /980 °S
TWOO0 1/WOS °Z £ W00 | /9NL °SZ

ALVIOVT WNIQoS
WNIQOS $3QIVOTHO WNIS3INOVW
£350ULX3@ ‘301¥OHO WNIOTWO

om0

{00 1 /79WBES £ OO0 1 /9WB0 °S
MO0 1 /WS ° | £IW00 | /9L °S2

31V1iOV1 WN1Q0S
WNI1COS f3AI1¥OTHO WNISINOVW
£35041X30 {3QI¥OTHO WNIOWO

(S)HLIONIULS
(S)IN3IQ3WONI 3A1L0V




TABLE 1V,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML; 15MG/100ML;
560MG/100ML; 390MG/| O0ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
33MG/100ML; 5GM/100ML ;
30MG/100ML; 860MG/ | OOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
16.5MG/ML; 25.4MG/ML; 74.6MG/ML;
12IMG/ML; 16. IMG/ML

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

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;

SODIUM CHLORIDE

17.6MG/100ML; 325.3MG/|00M.;
119.3MG/100ML; 643MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIWM ACETATE; SODIUM CHLORIDE
20MG/100ML ; 30MG/100ML ; 380MG/|OOML ;
600MG/ | OOML.

Google

TRADE NAME APPL ICANT NAME
(DOSAGE FORM; ROUTE)

DIALYTE AM MCGAW/AM HOSP
W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

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

TPN ELECTROLYTES ABBOTT LABORATORIES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

PLEGISOL ABBOTT LABORATORIES
IN PLASTIC CONTAINER
(SOLUTION;

PERFUS ION, CARDIAC)

ACETATED RINGER'S AV MCGAW/AM HOSP
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

V=23

NDA # PATENT # EXCLUSIVITY
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
18-899

10-31-83

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

11-29-82
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TABLE IV.

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

CAPTOPRIL
12.5M6G

CAPTOPRIL
25MG

CAPTOPRIL
50MG

CAPTOPRIL
100MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
29MG; I5MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
S50MG; |5MG

CAPTOPRIL; HYDROCHLOROTHIAZ IDE
SOMG; 25MG

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOZ IDE
(TABLET;

CAPOZ IDE
(TABLET;

CAPOZ IDE
(TABLET;

ORAL)

ORAL)

ORAL)

ORAL)

25/15
ORAL)

50/15
ORAL)

50/25
ORAL)

V=25

APPL ICANT NAME

ER SQUIBB AND SONS

ER SQUIBB 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
0l1-17-85 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
10~12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
D-7-
10~12-87
18-709 4105776 NC
10-12-84 08-08-95 10~12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10~-12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
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TABLE |V. 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) APPROVAL DATE EXP. DATE EXP. DATE
CARBIDOPA; LEVODOPA SINEMET MS&D/MERCK 17-555 3462536
25MG; 100MG (TABLET; ORAL) 05-02-75 08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
CARBOPROST TROMETHAMINE PROSTIN/ISM UPJOHN 1 7-989 3728382
EQ 0.25MG BASE/ML C(INJECTABLE; INJECTION) 01-09-79 04-17-90
CELLULOSE SODIUM PHOSPHATE CALCIBIND MISS ION PHARMACAL 18=757 NCE
2.5GM/PACKET (POWDER; ORAL) 12-28-82 12-28~-92
CERULETIDE DIETHYLAMINE TYMTRAN ADRIA LABORATORIES 18-296 3472832
0. O2MG/ML (INJECTABLE; INJECTION) 12-24-81 10-14-86
CHENOD I0L CHENIX ROWELL LABORATORIES 18-513 NCE
250MG (TABLET; ORAL) 07-28-83 07-28-93
CHLORD | AZEPOX IDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
25MG (TABLET; ORAL) 10~31-66 02-23-99
CHLORD | AZEPOX IDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
SMG (TABLET; ORAL) 10-31-66 02-23-99
CHLORD | AZEPOX IDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
IOMG (TABLET; ORAL) 10-31-66 02-23-99
CHLORD | AZEPOX IDE L IBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF
30MG (CAPSULE, CONTROLLED 09-12-83 02-23-99 09-24-86

RELEASE; ORAL)

1v=27
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORTHAL IDONE; CLONIDINE HYDROCHLORIDE

15MG; 0.3MG

CHOLESTYRAMINE
EQ 4GM RES IN/PACKET

CHOLESTYRAMINE
EQ 4GM RESIN/PACKET

CHYMOPAPAIN
12,500 UNITS/VIAL

CHYMOPAPA IN
10,000 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/VIAL

CICLOPIROX OLAMINE
}

CIMETIDINE
200MG

CIMETIDINE
300MG

Google

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

TRADE NAME

(DOSAGE FORM; ROUTE)

OOMB | PRES
(TABLET; ORAL)

QUESTRAN
(POWDER; ORAL)

QUESTRAN
(POWDER; ORAL)

DISCASE
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTION)

LOPROX
(CREAM; TOPICAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

V=29

APPL ICANT NAME

BOEHRINGER [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
04-10-84 07-08-86
16019 338328l 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
01-18-84 11=10-92
18-663 4439423 NCE
11-10-82 03-26-01 11=10-92
18-663 4439423 NCE
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

05-17-94
17-920 3950333
08-16-77 04-13-93

4024271

05-17-94
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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)

CLEMAST INE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLOR IDE
EQ IMG BASE; 75MG

CLOMIPHENE CITRATE
50MG

CLONAZEPAM
0. 5M6

CLONAZEPAM
IMG

CLONAZEPAM
M6

CLONIDINE
2,5M6

CLONIDINE
SMG

CLONIDINE
7.5MG

CLONIDINE HYDROCHLOR IDE
0. IMG

CLONIDINE HYDROCHLORIDE
0. 2M6

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

TAVIST D
(FABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET; ORAL)

CLONOPIN
(TABLET; ORAL)

CLONOPIN
(TABLET; ORAL)

CLONOP IN
(TABLET; ORAL)

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

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

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

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

Iv=31

APPL ICANT NAME

DORSEY LABS/SANDOZ

PLANTEX/ IKAPHARM

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

BOEHR INGER INGELHE IM

BOEHR INGER INGELHE IM

BOEHRINGER INGELHE IM

BOEHRINGER INGELHE IM

BOEHR INGER INGELHE IM

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18~-298 3933999 NDF
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

18-891 3454701 NR
10~-10-84 07-08-86 10~-10-87
18-891 3454701 NR
10-10-84 07-08-86 10~10-87
18-89I 3454701 NR
10-10-84 07-08-86 10-10-87
17-407 3454701

09-03-74 07-08-86

17-407 3454701

09-03-74 07-08-86
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TABLE 1V.

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTR IMAZOLE
[}

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

CLOTRIMAZOLE
)4

CLOTRIMAZOLE
100MG

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

LOTRIMIN
(CREAM; TOPICAL)

GYNE-LOTRIMIN
(CREAM; VAGINAL)

GYNE-LOTRIMIN
(TABLET; VAGINAL)

MYCELEX
(SOLUTION; TOPICAL)

MYCELEX-G
(TABLET; VAGINAL)

V=33

APPL ICANT NAME

SCHER ING

SCHER ING

SCHERING

MILES PHARMS/MILES

MILES PHARMSMILES

NDA #
APPROVAL DATE

PATENT #

EXCLUSIVITY

EXP. DATE

EXP. DATE

17-619
03-18-75

18-052
11-08-78

17-17
03-24-76

18-18I
0l=15-79

18-182
02-27-79

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

3839573
10-01-91
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

3839573
10-01-9I
3705172
12-05-89
3660577
05-02-89
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TABLE 1V,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

CODE INE PHOSPHATE ;
PROMETHAZ INE HYDROCHLOR IDE
10MG/5ML; 6. 25MG/5ML

CODE INE PHOSPHATE ;
"PSEUDOEPHEDRI NE HYDROCHLOR IDE ;
"TRIPROL IDINE HYDROCHLORIDE
IOMG/SML; 30MG/SML; |.25MG/5ML

OOLEST IPOL HYDROCHLORIDE
S5GM/PACKET

COLESTIPOL HYDROCHLOR IDE
' 500G6M/BOT

COPPER
BMG

COPPER
120MG

TRADE NAME

(DOSAGE FORM; ROUTE)

PHENERGAN W/ CODE INE
(SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP;. ORAL)

OOLESTID
(GRANULE; ORAL)

OOLESTID
(GRANULE; ORAL)

Cu-7
C(INTRAUTERINE DEVICE;
INTRAUTERINE)

TATUM-T
CINTRAUTERINE DEVICE;
INTRAUTER INE)

V=35

APPL I|CANT NAME

WYETH LABS/AMHO

BURROUGHS WELLCOME

UPJOHN

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 09-24-86
17-408 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

378386

01-08-9|

3803308

12-01-87

RE28399

04-29-92
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TABLE V.

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

ACTIVE INGRED IENT(S)
STRENGTH(S)

CROMOLYN SODIUM
10MG/ML

CYCLOBENZAPRINE HYDROCHLORIDE
MG

CYCLOBENZAPRINE HYDROCHLORIDE
10MG

CYCLOPHOSPHAM IDE
1GM/VIAL

CYCLOPHOSPHAM IDE
1GM/VIAL

CYCLOPHOSPHAM IDE
26M/VIAL

DANTROLENE SOD UM
25MG

DANTROLENE SODIUM
100MG

DANTROLENE SODIUM
50MG

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

INTAL
(SOLUTION; INHALAT ION)

FLEXERIL
(TABLET; ORAL)

FLEXERIL
(TABLET; ORAL)

CYTOXAN
(INJECTABLE; INJECTION)

NEOSAR
C(INJECTABLE; INJECTION)

CYTOXAN
C(INJECTABLE; INJECTION)

DANTRIUM
(CAPSULE; ORAL)

DANTRIWM
(CAPSULE; ORAL)

DANTRIWM
(CAPSULE; ORAL)

V=37

APPL | CANT NAME

FISONS

MS&D/MERCK

MS&D/MERCK

MEAD JOHNSON/B-M

ADRIA LABORATORIES

MEAD JOHNSON/B-M

NORW ICH EATON/P&G

NORWICH EATON/P&G

NORWICH EATON/P&G

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

3777033

08-22-89

3419578

12-31-85

3975536

08-17-93
1 7-821| 3454643
08-26-77 07-08-86

3882246

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

3882246

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
0l=-15-74 12-10-85
17-443 341582
0l1-15-74 12-10-85
17-443 3415821
10~-10-75 12-10-85
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DES IPRAMINE HYDROCHLORIDE
1 OOMG

DES IPRAMINE HYDROCHLOR IDE
150MG

DESIPRAMINE HYDROCHLOR IDE
10MG

DESMOPRESS IN ACETATE
0.01%

DESMOPRESS IN ACETATE
0. 004MG/ML

DESON IDE
0.05%

DESOX IMETASONE
0.05%

DESOX IMETASONE
0.05%

DESOXIMETASONE
0.25%

TABLE 1V,

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

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESOWEN
(CREAM; TOPICAL)

TOP I CORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

TOP | CORT
(OINTMENT; TOPICAL)

1vV=39

APPL ICANT NAME

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

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

3454554

07-08-86
14-399 3454698
03-01-77 07-08-86

3454554

07-08-86
14-399 3454698 NS
02-|1-82 07-08-86 09-24-86

3454554

07-08-86
17-922 349749
02-21-78 02-24-87
18-938 3497491 NDF
03-30-84 02-24-87 09-24-86
19-048
12-14-84
18-586 NDF
03-29-82 09-24-86
18-594 NDF
0l-17-85 09-24-86
18-763 NDF
09-30-83 09-24-86
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ACTIVE INGREDIENT(S)

TABLE 1V,

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

STRENGTH(S)

DEXAME THASONE
6MG

DEXAME THASONE
0.5MG/5ML

DEXAMETHASONE
0. 5MG/5ML

DEXAMETHASONE
0. 5MG

DEXAMETHASONE
0. 75MG

DEXAMETHASONE
1. 5MG

DEXAMETHASONE
4MG

DEXAMETHASONE
10MG/25GM

DEXAMETHASONE
0.04%

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

DEXAME 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)

1V-4)

APPL ICANT NAME

ROXANE LABORATORIES

MS&D/MERCK

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

MS&D/MERCK

ORGANON/AKZONA

NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
88-316 NS
09-15-83 09-24-86
12-376 3375261
09-02-60 03-26-85
RE28369
03-26-85
12-674 RE28369
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
07-01-74 03-26-85
12-731 3375261
03-29-61 03~-26-85
RE28369
03-26-85
13-304 RE28369
01 -09-67 03-26-85
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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)

DEXAMETHASONE SODIUM PHOSPHATE
EQ 0. IMG PHOSPHATE/ INH

DEXAMETHASONE SODIUM PHOSPHATE
EQ 0.IMG PHOSPHATE/ INH

DEXAMETHASONE SOD IUM PHOSPHATE
EQ 4MG PHOSPHATE/ML

DEXAMETHASONE SOD UM PHOSPHATE
EQ 10MG PHOSPHATE/ML

DEXAMETHASONE SOD (UM PHOSPHATE
EQ 20MG PHOSPHATEML

DEXAMETHASONE SODIUM PHOSPHATE ;
L IDOCAINE HYDROCHLORIDE
EQ 4MG PHOSPHATE/ML; |OMG/ML

DEXTROMETHORPHAN HYDROBROM IDE ;
PROMETHAZ INE HYDROCHLORIDE
I5MG/5ML; 6.25MG/SML

DEXTROSE
60GM/ | OOML

DEXTROSE
70GM/ 100ML

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

DECADRON
(AEROSOL ; INHALAT ION)

DECADRON
(AEROSOL ; NASAL)

HEXADROL
(INJECTABLE; INJECTION)

HEXADROL
(INJECTABLE; INJECTION)

HEXADROL
CINJECTABLE; INJECTION)

DECADRON W/ XYLOCAINE
C(INJECTABLE; INJECTION)

PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 70% IN PLASTIC

CONTAINER
(INJECTABLE; INJECTION)

1V=-43

APPL ICANT NAME

MS&D/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
13413 3375261
09-17-62 03-26-85
RE28369
03-26-85
14-242 3375261
12-17-65 03-26-85
RE28369
03-26-85
14-694 RE28369
03-14-75 03-26-85
14-694 RE28369
03-14-75 03-26-85
14-694 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 1V,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE
50MG/ML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
SGM/100ML; 8OMG/ | OOML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
SGM/100ML; 160MG/ 1 OOML

DEXTROSE; DOPAMINE HYDROCHLOR IDE
5GM/100ML; 8OMG/1OOML

DEXTROSE ; DOPAMINE HYDROCHLOR IDE
5GM/100ML; 160MG/ 1 OOML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
5GM/100ML ; 320MG/1 OOML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/I0OML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/|00OML

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

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXTROSE 5% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM |,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 2,000 UNITS
AND DEXTROSE 5S¢ IN
PLASTIC CONTAINER
C(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS
AND DEXTROSE 5 IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1V=45

APPL ICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

AM MCGAW/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
18-826 NC
09-30-83 09-24-86
19-130 NC
12=31-83 09-24-86
19-130 NC
12-31-83 09-24-86
19-130 NC
12-31-83 09-24-86
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TABLE 1V,

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

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GM/100ML; 400MG/ | OOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GM/100ML; 800MG/100ML

DEXTROSE; MAGNES IUM CHLORIDE ;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML; 31MG/100ML ;
130MG/100ML ; 26MG/100ML ;
320MG/1 00ML

DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 75MG/ | OOML

DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; |50MG/ | OOML

DEXTROSE; POTASSIUM CHLORIDE
5GM/100ML; 220MG/|OOML

Google

TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
LIDOCAINE HCL 0.4% A\ MCGAW/AM HOSP 18-967 NS

AND DEXTROSE 5% 03-30-84 09-24-86

IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

LIDOCAINE HCL 0.8% AM MCGAW/AM HOSP 18-967 NS

AND DEXTROSE 5% 03-30-84 09-24-86
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ISOLYTE P W/ AM MCGAW/AM HOSP 19-025
DEXTROSE 5% IN 12-27-84
PLASTIC CONTAINER

C(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASS IUM CHLORIDE 0.075% 11-09-82
IN PLASTIC OCONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASSIUM CHLORIDE 0. 15% | 1-09-82
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASS IUM CHLORIDE 0.22% 11-09-82
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

1v=-47
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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)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 300MG/100ML; 450MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 200MG/ 1 0OML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/10OML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/ | OOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML ; 224MG/100ML; 200MG/1 OOML

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

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

Google

TRADE NAME
(DOSAGE FORM; ROUTE)

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

DEXTROSE 5%, SODIUM CHLORIDE
0.2f AND POTASSIUM CHLORIDE
IOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

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

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

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5MEQ IN PLASTIC CONTAINER
CINJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

1V-49

APPL ICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA # PATENT #

EXCLUSIVITY

APPROVAL DATE EXP. DATE

18-566
02-10-83

18=567
02-16-83

18-567
02-16-83

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82
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ACTIVE INGREDIENT(S)
STRENGTH(S)
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