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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumuIative supplement is one of a series of monthIy updates to the
Approved Prescription Drug Products with Therapeutic Equjvaience EvaIuations,
5th EditioniTthe List), to cover interim revisions to the annuaI pubIication
of the List in its entirety. The List is comprised of severaI parts and some
by their nature, are identified by the term "Iist." The cumulative
suppIements routineIy provide updates to two of these Iists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectiveIy without the current cumuIative
suppIement. Users may wish to piace an asterisk (*) in the List to the Ieft
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 cumuiative
suppIement. It is aIso suggested that earIier cumuIative supplements be
discarded to avoid possibIe confusion. In this way, onIy the List and current
cumuIative suppIement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumuIative supplements include the changes made
since August I, 1984. Each subsequent cumuIative suppIement repIaces the
previous month's cumuIative suppIement.
Information in this cumuIative suppIement foIIows the format of the Drug
Product List. The presence of any therapeutic equivaIence code indicates
that the drug product is muItisource; the deIetion of a therapeutic
equivaIence code indicates that the drug product has become singIe source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deIetion of the therapeutic equivaience code is
foIIowed immediateIy by the addition of the revised one.)
Context information on drug products is provided in each cumuIative
suppIement for compieteness to assist in Iocating the proper piace in the
Drug Product List for the revision. (Strength(s) which aIready exist in
the pubIication wiII not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Iocated to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumuIative suppIement. Additions new to the current cumuiative suppIement
are indicated by the symboI >Ð00> to the Ieft of the Iine on which new
information exists. The A1222 symboI is dropped in subsequent cumuIative
suppiements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >DLT > (DELETE) to the left of the
line containing the overstruck print. The >oLT > symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (u) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT 0F COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Federal Register Reference
JUN 22, l984 (49 FR 25681)
AUG 3, 1984 (49 FR 31151)
JUL 15, 1983 (48 FR 32395)
ADDENDUM: DESI Pending List
Products
dicyclomine hydrochloride
isosorbide dinitrate
nandrolone decanoate
(continued)
ii



Products Federa1 Register Reference
(continued)
neomycin su1fate with either: NAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
f1uocinoIone acetonide,
f1urandreno1ide,
hydrocortisone, or
methy1predniso1one acetate.
[topica1 anti-infectives for
dermatoIogic use]
neomycin su1fate, poIymyxin B su1fate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topica1 ointment]
nitrog1ycerin (capsu1e,contro11ed re1ease;ora1) SEP 7, 1984 (49 FR 35428)
nitrog1ycerin (tab1et, contro11ed re1ease;ora1) SEP 7, 1984 (49 FR 35428)
parentera1 mu1tivitamin products SEP 17, 1984 (49 FR 36446)
phenazopyridine hydroch1oride and JUL 29, 1983 (48 FR 34516)
su1famethoxazo1e
su1fani1amide and aminacrine AUG 22, 1983 (48 FR 38097)
tranyIcypromine su1fate MAR 22, 1984 (49 FR 10708)
C. APPLICANT (NAME) CHANGES
Because it is not practica1 to identify in the cumu1ative supp1ement each
and every product invo1ved when an app1icant transfers its entire 1ine of
approved drug products to another app1icant, or when an app1icant changes
its name, the cumu1ation of these transfers and name changes wi11 be
identified in this Specia1 Notes section Ð¾Ð¿1Ñƒ. where on1y partia1
approved product 1ines are transferred between app1icants, each approved
product invo1ved wi11 appear as an app1icant name change in the cumu1ative
supp1ement. The current 1ist of app1icant ho1der changes f011ows.
APPLICANT (NAME) CHANGES
Former App1icant (Name) New App1icant (Name) New Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAOUEST ANAQUEST
D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supp1ement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."



DESCRIPTION OF REPORT
The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July â€˜84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.
USE OF REPORT
From the data presented under Section B., users should be able to observe such things as (l) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.
Drug Product Definition
For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.
New Molecular Entity
The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.
Drug Product Count
This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Feberal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided./ Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
,regarded as medical devices, biologics or foods.
iv
III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
OATEGORIES COUNTED IULY '84 (BASELINE) Ð¾ÑÑ‚ '84
DRUG PRODUCTS LISTED 7415 7609
SINGLE SOURCE 2005 (27.0%) 2045 (26.9%)
NULT1SOURCE(1) 541o (72.9%) 5564 (73.1%)
THERAPEUTICALLY EQUIvALENT 4393 (59.2%) 4497 â€¹59.1%â€º
NOT THERAPEUTIOALLY EQUIvALENT 999 |13.4$) 1032 â€¹13.5$â€º
EÐ¥Ð¡EPÐ¢10N$(2) 18 â€¹ 0.35) 26 I 0.3%)
NEW MOLECULAR ENTITIES APPROVED Â 4
NUMBER OP APPLICANTS 295 300
Ð’. ACTIVITY FOR SUPPLEMENT NUMBER 4
Nov '84 DEC '84 CUMULATIVE
DRUG PRODUCTS ADDED: 65 68 133
NEwLY APPROVED 65 68 133
DES1 EPEECTlvE Ð¾ O O
REMARKETED Ð¾ Ð¾ o
DRUG PRODUCTS REMOVED: 1 Ð¾ 1
WITHDRAWN APPROVAL Ð¾ O Ð¾
Rx To Ð¾Ñ‚Ñ SwITCH Ð¾ o Ð¾
DISCONTINUED NARKET1NG I 0 1
NET GAIN IN DRUG PRODUCTS 64 68 132
SINGLE SOURCE PRODUCTS APPROVED I6 26 42
MULT1SOURCE DRUG PRODUCTS APPROVED 49 42 91
NEW MOLECULAR ENTITIES APPROVED: 2 7 9
AS THE ENTITY O 2 2
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 5 7
(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE 1Â5 OF THE LIST)
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APPROVE D PRE SCRIPT ION DRUG PRODUCT S
CUMUL AT IVE SUPPL E ME NT NUMBE R 4 /  AUGUST
> ADD > ACE BUT OL OL HYDROCHL ORIDE (PAGE 3-1)
> ADD > CAPSUL E; ORAL
> AOD > SE CT RAL
> ADD > IVE S L ABS/AMRO E Q Z OOMG BASE!
> ADD > E Q 400MB BASE!
ACE T AMINOPHE N; BUT AL BIT AL (PAGE 3-1)
T ABL E T; ORAL
BUT AL BIT AL AND ACE T AMINOPHE N
DANBURY PHARMACAL 325MGÂ§50MGn
ACE T AMINOPHE N; BUT AL BIT AL; CAFFE INE (PAGE 3j1)
> ADD > CAPSUL E; ORAL
> ADD > E SGIC
> ADD > GIL BE RT L ABORAT ORIE S 325MG;50MG;40MGn
T ABL E T; ORAL
E SGIC
gg GIL BE RT L ABORAT ORIE S 525M5350M5340H3n
FIORICE T
Aâ€œ SANDOZ PHARMS/SANDOZ SZ E HG$5OHGÂ§QDMSn
ACE T AMINOPHE N; HYDROCODONE BIT ART RAT E (PAGE 3-2)
T ABL E T; ORAL

> ADD > HYDROCCDDHE BIT ART RAT E Ñ†/ ÐÑÐ²Ñ‚Ð´Ð½ ÑˆÐ½ ÐµÐ³Ð½ Ð²Ð½

> ADD > AQ BARR L ABORAT ORIE S Ð‘0Ð•ÐÐ— Ð— ÐÐÐV
ACE T AMINOPHE N; OXYCODONE HYDROCHL ORIDE (PAGE 3-2)
CAPSUL E; ORAL
> ADD â€º T YL OX
> ADD > MCNE IL PHARM 500MGÂ§5MGn
T YL OX-325
HCNE IL PHARM 325NS;5MSn
T ABL E T; ORAL
ÐœÐ«Ð¨Ð¬!â€œ
OXYCE T
A5 HAL SE Y DRUG 525863583X
DRUG PRODUCT L IST
N 18917
N 18917
N 87550
N 88825
> ADD >
> ADD )
N 87629 > ADD >
> ADD >
H 88616 > ADD >
H 88577
N 88790
N 88246
H 87663
â€˜84 Â DE CE MBE R â€˜84

ÐÐ¡E Ð¢1Ð¡ ACID: GL ACIAL (PAGE 3-3)
AI
SOL UT ION/DROPS; OT IC
T HANE S PHARMACAL
AL L OPURINOL (PAGE 3-5)

Iâ€ ID I2> 1â€ Iâ€™  1â€
Ð¨ Ð¨ Ð¨ Ð¨ Ð¨ Ð¨
AMIKACIN SUL FAT E (PAGE 3-6)
T ABL E T; ORAL
AL L PFURIHSL
BOL AR PHARMACE UT ICAL
CHE L SE A L ABORAT ORIE S
DANDURY PHARMACAL
> ADD > AMDINOCIL L IN (PAGE 3-6)
INJE CT ABL E; INJE CT ION
COACT IN
HOFFMANN-L A ROCHE
INJE CT ABL E; INJE CT ION
AMIKIN
BRIST OL L ABS/B-M
AMINO ACIDS (PAGE 3-6)
INJE CT ABL E; INJE CT ION
BRANCHAMIN QZ
T RVvE NoL L VBS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
Z SOMG/VIAL I
SOOMG/VIAL H
IGM/VIAL Ã¤
E Q 50ÐœG BASE/ML H
E Q 250MG BASE/ML N
42u
BRANCHAMIN 4Z IN PL AST IC CONT AINE R
42Ð¸
T RAVASOL 102 N/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
102H
T RAVASOL 5.52 N/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
5.5%n
T RAVASOL 8.52 Ð˜/O E L E CT ROL YT E S IN PL AST IC CONT AINE R
8.52Ð´
AMINO ACIDS; DE XT ROSE (PAGE 3-7)
INJE CT ABL E; INJE CT ION
AMINOSYN 3.52 N/ DE XT ROSE 5X IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S
3.5255GM/189ML
2 2 2 2 2 2
Z  V V
88658
18241
18241
18785
18785
1Ð— Â°32
18877
50565
50565
50565
62562
62562
18678
18684
18931
18931
18931
19120



59161 N ÐŸÐ—Ð—7Ð’ 250'0 53 N019-Ð¯A9/59VT Ð—SVÐ7Ð— as
XSH1VHÃTV
1131301 $1N3Ð˜1Ðœ10
(Ð³Ð°-Ã® 3973) 317N01606610 3N057N13Ð˜7139
/IÅ•Ã¯fÅ•l-'ÃN/ /WÃÃ®Ã¯ÃlÃ¯Ã®wlÃ¯Ã/ /SNIHPHÃNW
Ñ‚Ñ€ÑƒÑ…Ñƒ â€š
IMM. â€žÑˆÑ‚Ð°Ñ‚
Â«I2-Ã® wird1/_â€œâ€œâ€œ_â€˜_:1monomialâ€š â€šÐ·Ñ‚Ð¿Ñ‚Ð½Ð·Ñ/
45505 N IZSfZS NÐ—H3HV-HÐ—HDH/XINH3D
NI3ANVZN3Q
TV3IdD1 fT3S
(T2-Ã® 3873) N13AÐ˜06N1A63 Ã3DIXDH3d TÐDZN3Q
ZELSS N ÐšÐ•NÐ—9$Ð—NÐ§Â°Ð—Ð$5Ð¦592 831601760971 73513N3 _?
ENIÃ¬dÃ¡VD GÃ¼? NIÃ¤IdSV IM TDH 3HÃ¢HJÐXCÅ„CÃƒd
(Â£0Ã®8 N K3H5929N9â€˜29Ã5H692 S3IHD1VHDQVT H1IN3Z 96 â€¹ DDV â€¹
59 DNÃŸDdNOD Ð·Ð½Ð·Ñ‹Ñ†Ð¶XÐµÐ´Ð°Ð°Ð°
TVHD f31D96Ð£3
(91-Ã® Ð—976) 3DIHDTH3DHDAH 3N3HdAXOdDHd I3NI3JHVD fNIHIdSV
19958 N RSNDÃœÃSNDSfSNSIE S3IHD1VHDQVT HlIN3Z Ñ‘?
0NÃ‘06N00 TV1IQTV1ÃœE
TVHD f13T9V1
(9I-Ã® 39Vd) 3N136673 ÃTV1IQTV1Ã‘QTÃNIHIdSV
T0659 N HSNO1
10689 N ISHS 11ÐNNVT
31731ÐŸ8 3NINV13HHNV
TVHD f131SV1
(5I-Ã® Ð—SV3) 31731Ã‘5 3NINV13HHNV
99505 N RDI3V SNSZ1 D3fSNOOS Ð˜7N3339/3971 N7N3Ð—Ð—Ð•
.005| N11N3HSHV
99505 N XOI3V 9N521 D3fSNOSZ NVH333Q/SQVT HVH33Ð—Q
|052| N11NÐ—NSDV
TVHD f1Ð—TQV1
5L505 N RTNS/DI3V 9N5â€˜29 03fTN5/9N052 HVH333Q/SQVT Ð˜7N3339
â€š052. N11N3Ð¦9ÐŸ7
TVHD fNDI1H1I1SND33H HDJ H3DMDd
(5I-Ã® 3976) 317Ðœ71Ã‘Ð71Ð NDISSV1Dd ÃNITTIDIXDNV
5L505 N ITNS/DI3V SN52Â°1Ã® 03
STNS/SN521 Ð˜7N3339/89VT Ð˜7N3339
|521| N11N3NODV
TVHD Ã‰ND11DL11SND33H 603 H3DMDd
(Ã®I-Ã® 3973) 317NÐ£1ÐŸ^VT3 NÐŸISSV1Dd fNITTI3IXDNV
L5999 N ESNOO1 69
95999 N RSNSL 39
55999 N #SM05 69
95999 N KSNS2 69
Â£5999 N BSNO1 HHVHdH3dÐŸS dQ
99999 N KSNOS1 69
L9999 N RSNDO1 69
99999 N KSHSL 69
59999 N RSNOS 69
99999 N HSNS2 69
Â£9999 N RSHO1 S3IHD1VHDGVT NVHDIS 69
20L99 N ESH051 69
10L99 N KSNOO1 69
00L99 N RSNSL 69
66999 N ÐŸSN0Ð• 69
96999 N H9252 69
L6999 N RSNO1 113110337Ð˜87N6 HVd 69
SL99@ N RSHOOT d8
9L999 N KSNSL 69
Â£L999 N KSNOS 69
2L999 N BSNSZ OlinÐ—dVH3H1 NV31H3NV 39
TDH ENITA1HIH1INV
TVHD S131QV1
(0I-5 3976) 3DIHOTHDDHDÐH 3NITA1dIH1IHV
[9189 N ITHSO1/SNGS9ÃTHSD1/SHODZ SÐ—IHD1VHDQVT 110997 E? â€¹ DDV â€¹
ZSÃœ'D SÃœICDTHD NHIÃœÃ–S NI ZZ'D SMITTAHdDHINV
LÃ±TSS N HTKQÃœ1/Â¿Ã„DSÃ–ÃTZEO1/SHJO1 S3IHO1VHDQVT 110B97 a? â€¹ DDV â€¹
259â€˜0 361Ð¡01Ð4 KÃ‘IHJS NI Z1'D ENITTÃHdDNIHV
92691 N KTNOO1/SNOSÃœfTHOO1/SNOOS â€¹ DDV â€¹
92691 N RTNOO1/SHOSÃœfTNOO1/SHOOÃœ â€¹ DDV â€¹
ÃœESST N Ð¿1Ð«301/6ÐšÐ—Ð«Ð¹21ÐšÐÐ1/Ð—ÐÐ—ÐžÐ— ÐÐ£ â€¹ DDV â€¹
02681 N KTHDD1/SuSSÃœÃTHSST/SHBD1 S3IHO1VHDQVT 110997 i? â€¹ DDV â€¹
HÃ„NIV1NDD DI1SVTd NI 25%â€™0 ZDIHOTHD HDIDQS HI SHITTAHÃDHINV â€¹ DDV â€¹
NDI13Ð—FNI f31QV133FNI
(6_5 3976) 301601N3 HHIDDS ÃÐ—NITTAHHDNINY
61161 N TNOO1/HS52fZ52'9 S3IHD1VHDBVT 110997
63N171N03 3I1SVTd NI 252 38061Ð¥30 /M 252'9 NASDNINV
91161 N TNOO1/NSS2fZS'Ã® S3IHD1VHDQVT 110997
H3NIV1ND3 3I1SVTd NI 252 3$061Ð¥30 /M ZS'Ã® NÐSDNIHV
ND1133Ð“ NI f3197133Ð“ N1
(L-Ã® 3973) 38061Ð¥30 ÐÐ—ÐžÐ•37 DNIHV
2 99| H3GH333D Â 99| 1$ÐŸ9ÐŸ7 / 9 H3GNDN 1Ðœ3Ð¦3166ÐŸ5 3Ð11VTÐŸÐ˜ÐŸ3 / 1811 1300063 90H0



DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT
'84 Â DE CE MBE R '84 3
NUMBE R 4 /  AUGUST
BE T AME T HASONE DIPROPIONAT E (PAGE 3-22)
OINT ME NT; T OPICAL
BE T AME T HASONE DIPROPIONAT E

QQ E FOUGE RA/BYK-GL DN E Q 0.052 Ð‘ÐÐ— Ð•!
QQ PHARMADE RN/BYK-GL DN E Q 0.052 BASE!
DIPROL E NE
BX SCHE RING E Q 0.052
DIPROSONE
AQ SCHE RING E 0.052
BE T AME T HASONE VAL E RAT E (PAGE 3-22)
CRE AM;
BE T AT RE X

/ÃÃ‰/ _73ÃƒRAÃˆEfIÃ„ Ã‰ S/Ã‰ YKÃ‰ Ã‰ L UÃ‘/Ã‰ Ã¡fÃŸ512'Ã‰ ÃÃ‰ Ã‰/
T OPICAL
AÑ‘ SAVAGE L ABS/BYK-GL DN E Q 0.12 BASE
VAL HAG
AQ MC L ABORAT ORIE S E Q 0.12 BASE!
OINT ME NT; T OPICAL
VAL HAC
AB NMC L ABORAT ORIE S
E Q 0.12 BASE!
> AOD > BIT OL T E ROL ME SYL AT E (PAGE 3-24)
V
D
O
D
AE ROSOL; INHAL AT ION
T ORNAL AT E
NINT HROP-BRE ON/ST E RL 0.37MG/INHB
V
2
V
V
VV
BROMODIPHE NHYDRAMINE HYDROCHL ORIDE;
(PAGE 3-24!
CODE INE PHOSPHAT E
SYRUP;

ÐÐÐÐ?
BAY L ABORAT ORIE S
APIBE IIYL
MARION L ABORAT ORIE S 12.5HG/FML Ã® lDMG/E HL
BRUIIVNYL
NAT L PHARM MFG/BARRE 12.5HG/5HL310MG/5ML I
ORAL
lÃ¢
12.5MG/5ML310MG/5ML I
IÃ¢ I?
BROMPHE NIRAMINE MAL E AT E; PHE NYL PROPANOL AMINE
HYDROCHL ORIDE (PAGE 3-25)
E L IXIR; ORAL
BIPHE T AP

/Ã‰ L ÃˆQÃ‰ ÐL ÃˆÃ‰ SÃˆAÃƒÃˆÃˆÃE S 4nG/5nL;25nG/5MLn
/Ã„ HfRÃ–Ã‰ IÃ‘S/ /Ã¤Ã‘G/SNL ÃƒÃ‰ SNG/SNL/
H 191Q1
N 19140
N 18741
N 17691
/Ã‘fÃ¯Ã³ÃŸÃ© Ã‰/
N 18862
N 70050
N 70051
V
D
4
V
Â»C
D-I
VVVV
V
>
D
N 18770
N 88626
H 09519
N 88545
N 88687
/Ã‘fÃ¯ÃŸÅ„ ÃŸÅ•/
BROMPHE NIRAMINE MAL E AT E;
PHE NYL PROPANOL AMINE
HYDROCHL ORIDE (PAGE 3-25)
T"1â€˜, " i  " " s" '

/ .  1113153â€œ ROL L E R.  RÃ‰ L Ã‰ ÃSE.  .  ÃœRÃL/
/NII 12.
Ð¼ Ð¼ .  A45Ã¯8/ ÑˆÑ‚Ð°Ð¼ Ð¼ Ñ‹ Ñ‚.  12.436/

/ IIÃšPRÃ‰ IIÃ–RPHÃIIÃ‰ 'HVÃšFIÃ³Ã³HIÃORÃII Ã‰ Ã( PAGE 3-26)
â€˜Ð»Ð¸ÑˆÐ¸Ð¼
/IURIUOI E AT OÃ‘/Nw /E R 11.  im ; BÃ„ SH/RU MÃ¯Ã³48/
BUT ABÃ€RBIT Ã€L SOOIUM (PAGE 3-26)
E L IXIR; ORAL â€š

/Ã‰ Ã–ÃšÃÃšII Ã‰ ÃšT Ã„ 'Ã‰ ARBÃT Ã„ L/
CÃ€L CIT ONIN (PAGE 3-27)
INJE CT ABL E; INJE CT ION

CÃ® /'IÃ‰ IÃ‰ ÃÃˆÃˆ â€˜15H11117 /zdd â€˜Ð¼ Ñ 'm urs/)4 '/  /R 'Ã¯184/
II.  . â€š . . â€ž-. . â€ž  .  I â€š . â€š. .  .
/Ã„ RIIIIUR P4441/ Ð¼ Ð¼ .  III-Id.  INÃ¯T S/.vÃ¯m  /A ÑˆÑ‚
ARNOUR PHARM 200 IU/NL ' N 17769
400 IU/VIAL N 17497
CAL CIUM CHL ORIDE; OE XT ROSE; MAGNE SIUM CHL ORIOE; SOOIUH
CH L ORIDE ' SOI-)IL M L ACT Ã€T E I PAGE 3_'28I
SOL UT ION; INT RAPE RIT ONE AL
DE L FL E X Ð˜] DE XT ROSE 1.52 I" PL AST IC CONT AINE R
Ð¦ D E  L HE D z li 'Lq-L;
15.2H5/100NL;567H5/100HL;
392NG/100NL H N 18883
DE L FL E X N/ DE XT ROSE 2.52 IN PL Ã€Ã‰ T IC CONT AINE R
AI DE L ME D 25, Ã¯yO/L OCHL SZ. E R"/1Ã‘CHL:
15.2HE/100ML I567MS/100HL;
392HG/100ML Ãƒ N 16883

DE L FL E X Ð˜,  DE XT ROSE â€œ.252 IN PL ÃƒST IC COHT Ã€ÃPE Q
QI DE L NE D 25. T ÃœÃ‰/lCCML;Q. Z FPU/1CÃˆÃœL;
15. Z ÃœG/IODNL Ã® S6T MG/IOONL;
392NS/100MLn N 18883
DE L FL E X Nl DE XT ROSE 1.52 L CN HCPNE FT UN IN PL AST IC CONT AINE R
AI DE L ME O 25. T NÃˆ/ IOSNL;I. ÃˆPU/ICSNL;
5.0Ð’Ð˜Ð/1OOÐœL;538Ðš6/1OOÐœL;
448Ð˜Ð—/100ÐœL Ð¦ N 18883
DE L FL E X wl DE XT ROSE 2.52 L CN MAGNE ÃˆIUM IN PL AST IC CONT Ã€INE R
el Ð’E Ð¨E Ð’
5.08H6/100ML S538HG/100ML;
QQBMG/IOOML H N 18883



T9999
09939
56988
96988
89188
61688
81688
92888
25888
92L88
52488
SOLES
SOLES
59898
81888
21888
15L81
58505
58505
59505
59505
59505
69505
69505
19505
19505
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST
â€˜84 Â DECEMBER '84
V
b
U
>
Ñ€
2
V
CHYMDPAPAIN (PAGE 3-43)
INJECTABLE; INJECTION
CHYNO3IACTIN
SMITH LABORATORIES 4,000 UNITS/VIAL! N 18663
CISPLATIN (PAGE 3-44)
INJECTABLE; INJECTION
Ñ‚Ð¼Ð¸Ð½Ð¾Ð¼ â€ž â€š â€š â€š
/ÐÐÃ¯SÐÐ¨ L.LÃÐ5Ð™Ð:Ð™/ #IMG/m, Ð´Ñ‹ÑˆÑƒ
Ð¼Ð°Ñ‚/Ñ‚Ñ‹ Ñ‚. Ã¯15.65?
PLATINOL-AQ
BRISTOL LABS/B-M 0.5MG/ML N 18057
CLONIDINE (PAGE 3-45)
FILM, CONTROLLED RELEASE; PERCUTANEDUS
CATAPRES-TTS-l
BOEHRINGER INGELHEIM 2.5MGH N 18891
CATAPRES-TTS-Z
BOEHRINGER INGELHEIM SMG! N 18891
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGB N 18891
CODEINE PHDSPHATE; PHENYLEPHRINE HYDROCHLORIDEÃƒ
PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PHENERGAH VC Ð˜! CCDEINE
QA NYETH LABS/AMHO 10M6/5ML35MG/5MLÂ§6.ZEER/SML N 08306
PRGHETH VC Ð˜! CODEINE
NATL PHARM MFG/BARRE 10MG/EHL35MG/5MLÂ§6.2EME/SML! N 88764
lÃ¢
CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PHEHERGAN Nl CGNEINE
QQ NYETH LVBS/ANNO 10ME/5ML;6.25NG/5HL N 08306
PRCHETH Hl CPDEIHE
QQ NATL PHARM MFG/BARRE 10H3/5HL56.2Â§MG/5MLK N 83765
Ð ÐšÐ¡ÐÐ•Ð¢ÐÐ21ÐŸÐ• Ð˜! CCDEIHE
AQ BAY LABORATORIES 10HÃ‰/5HLz6.2EYS/5HLH N 88375
CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
ACTIFFD Ð« ! CODEINE
AA BURROUGHS NELLCOME ICMS/EMLÃ‰BQHS/5ML;1.2ENG/5ML N 12575
PSEUDCDIHE C
QQ BAY LABORATORIES IOHQ/SHLÃ„SDNS/EÃ¯L3l.ZEM$/5MLH_N 88333
V
V
>
2
V
> >
Ð¾ Ð¾
> >
CORTICOTROPIN (PAGE 3-47)
INJECTABLE; INJECTION
OORTIOOTROPIN
A! CARTER-GLOSAU LABS Â¿Q_ggglggygggn N
CROMOLYN sOnIUM (PAGE 3-48)
sOLuTION/OROPS; OPHTHALMIC
OPTICROM
FIsONs Â« zu N
DESERRIOINE; METHYCLOTHIAZIDE (PAGE 3-52)
TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES o.25MG;5Me N
ENDURONYL FORTE
BP ABBOTT LABORATORIES o.5Ms;5MG N
METHYCLOTHIAZIDE ANO OESERPIOINE
BP BOLAR PHARMACEUTICAL o.25Ms;5Msn N
BP o.5MG;5Msn N
DEsONIDE (PAGE 3-53)
CREAM; TOPICAL
Ð²Ð¿Ð³Ñ‡ÑˆÐ¿Ð¿
gg OREN LABs/OERM PRoos 0.052V N
TRInEsILcN
AB MILES PHARMs/MILES gÂ¿gÂ§g N
OEXAMETHASONE; NEOMYCIN suLEATE; PoLYMIxIN B sULFATE (PAGE
susPENsION/OROPS; ORHTNALMIC
OERAOTOIN
Q_ COOPERvIsION PHARMS o.12;Eg 5.5Ms BABE/ML:
AI Io one uRITs/NLn N
OEXTROMETMORPHAN HYDROBROMIDE; PROMETHAZINE
HYDROCHLORIDE LPAGE 3-57)
sYRuP; ORAL
Ñ€Ð³Ñ‚Ð¿Ð·Ð¿Ð¿̂ Ð½ w/ OEXTROMETRORPNAN
Â¿A RYETH LABS/AMRO 15Rs/5NL;6.25NÂ¢/5ML N
Ð¿Ð¿Ð¾Ð¿Ñ‡Ñ‚Ð½ u/ OEXTRRMETHORERAH
Â¿A NATL PHARM MFG/BARRE IgÃŸÂ§Â¿Â§ML:Â§;gÂ§gÂ§Â¿Â§gLn N
88772
18155
12775
12775
88486
88452
19048
17010
3-55)
62544
11265
88762
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '84 Â DECEMBER '84 7
DOXYCYCLINE HYCLATE (PAGE 3-70) ETHINYL ESTRADIOL; NORETHINDRONE ACETATE (PAGE 3-79)
CAPSULE; ORAL TABLET; ORALTZI
_wxL-LELHEB Ð»Ð¸ÑˆÐ¸Ñ‚ 1..5/335/
Ag LEHHON EQ Ð‘ÐžÐœÐ‘ BASEH N 62497 LOESTRIN 21 1.5/30
DOXYCYCLINE HYCLATE
AQ PAR PHARMACEUTICAL EQ SDNG BASSE N 62454
QQ SUPERPHARM Eg Ð·Ð¾Ð½Ð° BASEn N 62669 FLUNISOLIDE (PAGE 3-82)
Â¿g EQ 1Ð¾ÑÐ½Ñ BASSE N 62469
QQ WEST-HVRD EQ 5 HS Ð’ÐÐ—Ð•Ð¦ N 62336 AEROSOL; INHALATION
Ã¨@ ZENITH LABORATORIES EQ 50H8 BASE! N 62500 BRONALIDE
5g Eg IOGHG BASEH Ðœ 62500 SYNTEX LABS/SYNTEX 0.025MG/INHI N 18340
TABLET; ORAL
DOXYCYCLIHE HYCLATE FLUOCINOLONE ACETONIDE (PAGE 3-82)
QQ ZENITH LABORATORIES EQ 100MB BASE! N 62505
CREAM; TOPICAL
DOXYLAMINE SUCCINATE (PAGE 3-70) AI FHARMAFAIR 0.012! N 88499
Â¿I 0.0252Ð¿ N assos
TABLET; ORAL FLUCHID
DECVPRIH ÐÐ¢ HERBERT LABS/ALLERGN 6.0252n N 87156
Ð¼ MERRELL Ð¿Ð¾Ð /̧Ð¿Ð¾Ð  ̧CHEM _25M".__.Â«Â Ð½ Ð°Ð²Ñ‚ Ð´? /HÃ„RIÃ“N'LÃ„RQRÃIRRIESH Ñ Ã® C12! Ñ‚Ð°Ñ‚Ñƒ
OOXYLAMINE SUOOINATE /__/ /t .'UÃ‰.Ã/ [Ð´Ð²ÑƒÐ¼Ñ]
_A QUANTUM PHARMICS 25H8! H 88505
OINTMENT; TOPICAL
FLUQNTD
ESTROGENSZ CONJUGATED (PAGE 3-76) ÐÐ¢ HERBERT LABS/ALLERGN 0.025?! N 87157
/Ð•/ Ð»ÐµÑ‚Ð½Ð°Ñ. LÃ„BLÃ®RÃ„ÃÃ“RÃ¯ÃˆS//L Â¿LM Ñ‚. $15.433/
TABLET; ORAL
CONJUGATED ESTROGENS SOLUTION; TOPICAL
BS ZENITH LABORATORIES 0.3MGl N 88569 FLUTHTD 'I I I
/Ã¤/ Ñ‚Ðº, REÃ‘. LÃÃ‰Å„ÐÃ„ÃÃ“Å•Ã¯Å•S//J ~ dii Ñ‚. $55.432/
ETHINYL ESTRAOIOL; ETHYNOOIOL OIACETATE (PAGE 3-78) 'â€š â€š â€š â€š I I' â€š
Ð»Ð¸Ð¼Ñ„Ñ‹: ÑˆÐ¸Ñ‰ÑˆÐ³ÑÑ‘ HÃ©'Å•eÃ¯dÅ„Ã¡Ã Ð¼Ð½Ð¸Ð¼Ñ‹Ð¼ ÑŠÑ‘Ñ‘Ñ‚Ð¨ÑÐ•Ð/ (PAGE 3-85)
TABLET; ORAL-21 LuTEINIzINs Ð½Ð°Ñ€ÐºÐ¾Ð¼Ðµ; MENOTRORINS (PAGE 3-118)
/ISÃ‰HDLEÃ‘/
DEMULEN 1/50-21
FLUOROURACIL (PAGE 3-83)
TABLET; ORAL-28
/OEHULEÃ‘Ã‰Ã‰ÃŸ/ INJECTVBLE; INJECTION
DEMULEN 1/50-28 FLUORÃœURACIL
> ADD > Ã¨! SOLOPAK LABORATORIES Ð—0NÐ•/108!!! N 88766
â€º ADD > Â¿g SOMG/IOOMLn Ð  ̧88767
ETHINYL ESTRVDIOL; LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-21 FUROSEMIDE (PAGE 3-86)
TRIPHASIL-Zl
NYETH LABS/AMHO 0.03MGÂ»0.04MG,0.03MGÂ§ TABLET; ORAL
0.05MGÂ»0.075MG,0.125MGn N 19192 FUROFEHTQÃˆ
Â¿Q CORD LABORATORIES 80H8! N 18569
TABLET; ORAL-28 Â¿Q LEDERLE LABS/AM CYAN Ð—Ð¡ÐÐ—Ð¦ N 18415
TRIPHASILÂ28 AQ PARKE-DAVIS/N-L 80H3! N 18419
NYETH LABS/AMHO 0.03MGÂ»0.04MGâ€™0.03MG; LASIX
0.05MG,0.075MS,0.125MG! N 19190 QQ HOECHST-ROUSSEL Ð—ÐžNÐ• N 16275
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DRUG PRODUCT LIST l CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '84 Â DECEMBER '84 9
HYDROCORTISONE (PAGE 3-99) INDOMETHACIN (PAGE 3-108)
CREAM; TOPICAL CAPSULE; ORAL
NYDROCCRTISPHE Ñ‚ÑƒÑ…Ð½ÑƒÑ‚-â€žÐ´ÐµÐ¿
Â¿I THAMEs PHARMACAL 2.52u N 88799 Ag PAR PHARMACEUTICAL 25H88 Ð½ 18829
Â¿B Ð²ÐµÐ½ÐµÑ† N 18829
Ñ€Ð¾Ð¼Ð°Ð½Ð°; FOR Rx COMPOUNBINB Ag PARKE-OAvIs/w-L VsusV N 12866
H-CBRT 'â€š I 5g suman N 18806
/MJ Ð¨Ð˜ÐÐ«. Ð¼BÑˆÐºÐ°Ð¼Ð /̧16627 Ñ‚. $153.4/
AA TORCH LABORATORIES 1002 N 87854 SUPPOSITORY; RECTAL
INBOCIN
N520 Ð¿Ð°Ð· LABs/MERCK 50MBV N 17814
HYOROCORTISONE ACETATE (PAGE 3-102)
/Ã„ERÃ“SBIÂ¿JTOAIÂ¢Ã„I/ > Ann > IOOOHIPPURATE sOBIUM, 1-123 (PAGE 3-109)
/REEPAEÃ„RÃ‘RIEN'Å•flÅ„PMS/Ã¯Å„/ Ð–ÐœÐ  ̃â€º Ð¼ÑŽ > INJECTABLE; INJECTION
> Ann > NEPHROFLON
> AOD > MEDI-PHYSICS IMCI/NLn N 18269
HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE (PAGE 3-103)
AEROSOL; TOPICAL IsOETHARINE MEsYLATE (PAGE 3-110)
EPIEOAM ,
REEOACARNRICK PHARMS 1Ð ;̧1Ð  ̧N 66457 AEROSOL; INHALATION
BRONKOMETER â€š â€š â€š
Ñ‚Ð¸Ð½Ñ‹. ÐœÐÐ‘/Ð®â€˜ÐÐÐ¦Ðœ/ÐœÐ±Ð¹/ Ñ‚. 1233.4/
HLQRQELUMEIHIAIIOE (PAGE 3-104) BN BREON LABS/STERLING o.34Ms/INH N 12339
IsOETHARINE MEsYLATE
TABLET; ORAL BN NATL PHARM MFG/BARRE o_IQMB/INHn N 87858
HigpOELUNETHIAIIOE
_All CHELSEA LABORATORIES 50H3!! N 88528
KANAMYCIN SULFATE (PAGE 3-112)
HYDROxYzINE HYBROCHLORIOE (PAGE 3-105) INJECTABLE; INJECTION
KANTREX
TABLET; ORAL A! BRISTOL LABS/B-M E 75MB BASE/2ML! N 62564
HYBROxvzIHE HOL Â¿g EO Ð³Ð¸ÐµÐ½Ð° Ð²Ð´Ð¿Ð¿/Ð³Ð½ÑŒÐ¿ N 62554
99 PUREPAC/KALIPHARMA 10888 N 88120 Ag EÐž IOM BABE/IRLu N 62564
Ð•Ð 255-332: N 88121
Â¿g Ð·Ð¾Ð½Ð°Ð¼ N 88122
> Ann > A@ SUPERPHARM 10H38 N 88794 LABETALOL HYDROCHLORIOE (PAGE 3-113)
> ADD > gg 25MBV N 83795
> ABO > Ag Ð·Ð¾Ð½Ð°Ð¼ N 88796 INJECTABLE; INJECTION
NORMOBYNE
. sCHERINB 5MG/MLN N 18687
IMIPRAMINE HYOROCHLORIBE (PAGE 3-107)
TABLET; ORAL
TABLET; ORAL NQRHOOYHE
sx-:RAHINE AB sCHERINB Ð³Ð¾Ð²Ð½ÐµV N 18686
>_QLI_>/Â§Ã¤/ ÃÃ‰RAE_Â£ÃƒÃ‰PRÃ„ÃÂ¢R1Ã‰S/ /idÅ„f/ /Ã‘fÃ¯Ã¡Å„ÃŸi/ AB BGOHGP N 18586
> OLT >/ /252,Â§â€œ/ /Ã‘fÃ¯gÃÃ³Ã¡j/ Ñ‰ Â«cousn N 18686
>_D__LT > 7 P/ /Ã¡fÅ•-.G/ Ñ‚fÑ…Ð²Ñˆ/ _TRAEPATE
â€º AOD > AÐ  ́5Ðº2Ð³ LVBORATORIES 16H6 N 85827 AB eLAxO zooNBn N 18716
> Ann > 5g 25H8 N 81821 Ag suenan N 18716
N 83827 AB Â«Baarn N 18716
> ADD > BP Ð‘0ÐœG
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L E VONORDE FRINÃ¬ ME PIVACAINE HYDROCHL ORIDE (PAGE

Ãâ€ž Â«lINJE CT ABL E; INJE CT ION
sc ANnc NEsT L
A! DE PROCO 0.05MG/HL SÃ‰ Z K
L INDANE (PAGE 3-116]
L OT ION? T OPICAL
L INDANE
51 BAY L ABORAT ORIE S Â¿ El
SHAMPOO; T OPICAL
L INDANE
A! BAY L ABORAT ORIE S la !
ME PE RIDINE HYDROCHL ORIDE (PAGE 3-122)
INJE CT ABL E; INJE CT ION
ME PE RIDIHE HOL
Â¿g ABBOT T L ABORAT ORIE S Ions/ML N
5g INT L ME DICAT ION Ð²ÑƒÐ· :ens/ML
T ABL E T; ORAL
' ME E E RIDINE Nc L
Â¿ Â¿ BARR L ABORAT ORIE S Icons:
ME PHE NT E RMINE SUL FAT E (PAGE 3-123)
INJE CT ABL E; INJE CT ION
NYAMINE SUL FAT E

Ni Ã f'ÃÃ‰ T Ð™  â€™

/ Ð Ð 1 ÐÐ™ ÐÐ™ Ð§Ðž/ ÃÃ¤Ã¤Å„ ÃªÃgÃ® /
NYE T H L ABS/Anno E Q 15MÐ· BASE/ML
E Q Ð·Ð¾ Ð½ Ðµ BASE/ML
ME PIVACAINE HYDROCHL ORIDE (PAGE 3-125)
INJE CT ABL E; INJE CT ION
OAQBOOAIRE
A! BRE ON L ABS/ST E RL ING gz
ME PIVAOAIHE HOL
Ã¨! CART E R-GL OSAU L ABS Â¿gl
La  Ð¨
POL OOAINE
e! AST RA PHARM PRODS Ð´Ð°!
SCAHUONE ST PL AIN
Ð° Ñˆ
DE PROCO
3-114)
N 88588
N 88190
N 88191
N 88052
N 86552
N 88640
Ñ‚.  '. Ã“ Ã¡Ã¤Ã¤ÃŸ/
Ñ‚.  '5552.435/
N 08248
N 08248
N 12250
N 88769
N 88770
N 88655
N 88587
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ME PROBAMAT E (PAGE 3-123)
T ABL E T; ORAL
NE PROBAMAT E
Ã¡Ã® / 7W  â€š Ð¼ Ñ‹Ñ‚:
_/  /  1:1â€ž7/
HE T NOT RE XAT E SODIUH (PAGE 3-128)
INJE CT ABL E; INJE CT ION

ÐœÐ•Ð¥ÐÐ¢Ð•
BRIST OL L ABS/B-M E Q 250MG BASE/VIAL H
ME T HYCL OT HIAZ IDE (PAGE 3-129)
T ABL E T; ORAL
ME T HYOL OT HIAZ IOE
AQ CHE L SE A L ABORAT ORIE S 2.5ÐšÐ— ÐŸ
ÐµÐ´ Ð´Ð¸Ð²Ð¸
ME T RONIDAZ OL E (PAGE 3-133)
INJE CT ABL E; INJE CT ION
ME T PÃœNIOAZ OL E
AP L YPHOME D 500MG/100ML!
E E IE II_I!
Ñ† ÑˆÐ¿ Ð¸Ð¾ Ð½  Ð© Ð¸
T ABL E T; ORAL
E E IE Ã‰ HIQÃˆZ QL E
QQ SIDMAK L ABORAT ORIE S 250MB!
gg 500MG:
QQ SUPE RPHARM Z SUNGR
gg seem s:
ME T RYL

Ð•Ð L E MMON 250MB!
MICONAZ OL E NIT RAT E (PAGE 3-154)
SUPPOSIT ORY; VAGINAL
MONIST AT 3
ORT HO PHARMACE UT ICAL Z OOMGI
MORPHINE SUL FAT E (PAGE 5-135)
INJE CT ABL E; INJE CT ION
DURAMCRPH PF
E L KINS-SINN/AHROBINS 0.5MS/ML I
1MG/ML B
86558
88750
88724
70071
70042
70027
70055
70008
70009
70055
18888
18565
18565
'84 10
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST â€˜84 Â DECEMBER â€˜84 11
NVFCILLIN SODIUM (PAGE 3Â135) OXYPHENBUTVZONE (PAGE 3-143)
INJECTABLE; INJECTION TABLET; ORAL
NAFCIL OXYFNEHSUTAZONE
A! BRISTOL LABS/B-M E@ 10PM BASE/VIAL! N 62527 AÐµ BOLAR PHARMACEUTICAL 100M5l N 88399
NALLPEN TANTEARIL
AÐ² EEECHAM LABS/BEECHAM EQ 10SM BASE/VIAL N 61999 AÐµ GEIGY/CIBA-GEIGY 100MB N 12542
NVLTREXONE HYDROCHLORIDE (PAGE 3-136) PENTAMIDINE ISETHIONATE (PAGE 3-148)
TABLET; ORAL INJECTABLE; INJECTION
TREXAN PENTAM 300
DUPONT PHARMS/DUPONT SOMS! N 18932 LYPHOMED BOOMG/VIALI N 19264
NEOMYCIN SULFATEÃ¬ POLYMYXIN B SULFATE (PAGE 3-137) PHENTERMINE HYDROCHLORIDE (PAGE 3-151)
SOLUTION/DROPS; OPHTHALMIC CAPSULE; ORAL
STATROL PHENTERMINE HCL
ALCON LABORATORIES EQ 3.5MG BASE/ML; > ADD â€º Ðµ_ PHARM BASICS 50H8! N 88797
16,250 UNITS/NLE N 62339
PENTOXIFYLLINE (PAGE 3-149)
> ADD > NOMIFENSINE MALEATE (PAGE 3-140)
TABLET, CONTROLLED RELEASE; ORAL
> ADD > CAPSULE? ORAL TRENTAL
> ADD > MERITAL HOECHST-ROUSSEL QOOMGH N 18631
> AOD > HOECHSTâ€”ROUSSEL 25H6! N 18224
> ADD > Ð‘0ÐœG! N 18224
PHENYLEPHRINE HYDROCHLORIDEÃ® PROMETHAZINE HYDROCHLORIDE
(PAGE 3-153)
NYSTATIN (PAGE 3-141)
SYRUP; ORAL
SUSPENSION; ORAL FHEHÃ‰RG^N VC
NYSTATIN AA NYETH LABS/AMHO 5MG/5ML36.25NS/Â§ML N 08604
AA BAY LABORATORIES 1002000 UNITS/ML! N 62512 Ð ÐÐ ÐÐÐ¢N VC PLAIN
AA NATL PHARM MFG/BARRE 5MG/5ML36.25HS/SMLB N 88761
TABLET; ORAL
NYSTATIN
AA QUANTUM PHARMICS 5002000 UNITS! N 62525 PHENYTOIN SODIUM (PAGE 3-153)
INJECTABLE; INJECTION
OXTRIPHYLLINE (PAGE 3-143) PHENYTOIN SODIUM
> ADD â€º A! SOLOPAK LABORATORIES 50MB/ML! N 88519
ELIXIR; ORAL > VDD > 52 SOHG/MLH N 83520
CHQLEDYL > ADD > Q2 SÃ±HG/HLH N 88521
AA PARKE-DAVIS/N-L 100MB/5ML! N 09268
OXTRIPHYLLINE
AA BAY LABORATORIES 100MB/5ML N 88245 PHENYTOIN SODIUM, EXTENDED (PAGE 3-153)
CAPSULE; ORAL
DILANTIN
> AOD > AÐµ PARKE-DAVIS/N-L 100MG Ð 84349
> ADD > EXTF"WED PHENYTOIN SODIUM
> ADD > A_ BOLAR PHARMACEUTICAL IQCMGN N 83711
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DRUG PRODUCT LIST /
CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '84 Â DECEMBER '84 13
RITODRINE HYDROCHLORIDE (PAGE 3-173)
INJECTABLE; INJECTION
/RÃÅ•dÅ„Å„iÅ„Ã©'Å„Ã©Å„
Ð©/ Ð³ A ,I Ð´Ñ‹ÑˆÐ¸
YUTGPAR
/ÃP/ ASTRA PHARM PROOS Ions/ML
ISHS/HLV
TABLET; ORAL
/RÃTÃ©dRÅ•RE'HÃ³L
/ÃÃ¡/ 75ÃœFHÃƒÂ§.LÃƒÃˆÂ§/ /Ã¯Å„Å„Ã©/
YUTOPAR
ASTRA PHARM PRODUCTS 10MG
/ÃÃ©/
SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION
LIPOSYN 11 10X
ABBOTT LABORATORIES SZÃ¬SZl
LIPOSYN II 202
ABBOTT LABORATORIES 10ZÃ¬102l
SCOPOLAMINE (PAGE 3-174)
FILM, CONTROLLED RELEASE; PERCUTANEOUS
/ÃRÃ„ÃœSÃ“ÃˆÐHÃ‰Ã‘/ â€š
/ÃLZÃ„/ /Ã¯â€ž5Å„ÃŸ/
TRAHsDERM-SCOP
CIBA/CIBA-GEIGY 1.5Ð¼Ñ
SODIUM CHLORIDE (PAGE 3-176)
INJECTABLE; INJECTION
SOOIHH cHLÃŸRIOE IH RLASTIC CONTAINER
/ÃÃ‰/ /ÃƒH.Ã‘SÃ‰ÃƒHÃÃ„Ã‘JÃ‰Ã–SP/ /Ã“Ã« Å•Ã®ffiÃ« zÃ l̄/
SODIUM CHLCRIDE 0.92 IN PLASTIC CCNTAINER
Ag An ncsAH/An HOSP soÅ“HR/IocHL
SODIUM LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM LACTVTE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5MEQ/MLn
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORALÂ»  RECTAL
KAYEXVLATE
QA BREON LABS/STERLING 055.6FM/BBT
/Ã‘fÃ¯ÃŸÅ•ÃŸÅ„/
N 18580
N 18580
/Ã‘fÃ¯Å„Å•ÃŸÅ„/
N 18555
N 18997
N 18991
/Ã‘fÃ¯ÃÃŸjÃ¤/
N 17874
/Ã‘fÃ j̄Ã« Ã³Ã¤/
N 17466
N 18947
N 11287
/
/
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORAL; RECTAL
SODIUM POLYSTYRENE SULFONATE
QQ BAY LABORATORIES 455.66N/BOTI
SUSPENSION; ORALÂ»  RECTAL
SODIUM PDLYSTYRENE SULFONATE
AA BAY LABORATORIES 15GHÃ60MLI
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYN III 102
A! ABBOTT LABORATORIES 12g!
LIPSSYH III 202
ABBOTT LABORATORIES 202!
lÃ¢
SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION
SUSBINYLCHQLIHE CNLORIDE
Ð IOAWE@ADEQ /75
l
SULFAMETHOXAZOLEÃƒÃTRIMETHOPRIM (PAGE 3-183)
TABLET; ORAL
SULFAMETHPXAZDLE 8 TRIMETNBPRIM
gg HEATHER DRUG aÃŸrwszrevsx
gg anckszlscxsn
SULFAHETHOXAZOLE AHD TR1v=Tuâ€ERIM
Â¿g BARR LABORATORIES Ñ‡ ÐÐ—Ð‘ fn
SHLFAHETROXAZOLE ANO TREHETHSERIM DOUBLE STRENGTH
Â¿g BARR LABORATORIES Ð°ÑÐ°Ð½Ð·;16Ð³Ð¿Ñ‡Ñ†
TRIHETH/EULFA n/s
5g CHELSEA LABORATORIES aoonsÃ¢lecnsn
TRIHETHfSHLFA s/s
AE CHELSEA LABORATORIES aeovszanven
TERBUTALINE SULFATE (PAGE 3-187)
AEROSOL; INNALATION
BRETHAIRE
GEIGY/CIBA-GEIGY 0.2MG/INHI
N 88786
N 88717
18969
18970
18906
18946
70006
70007
70000
70002
18762



THIORIDAZINE HYDROCHLORIDE (PAGE 3-192)
TABLET; ORAL
THIORIDAZINE HCL
Â¿g BARR LABORATORIES IseÅ“sn
Ãª@ ÃªÃ¢Ã¢Ã« ÃªÃŸ
Ag CORD LABORATORIES IOcHsn
TOBRANYCIN (PAGE 3-194)
SOLUTION/DROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES 0.32!
TOCAINIDE HYDPOCHLORIDE (PAGE 3-194)
TABLET; ORAL
TONOOARO
"Ð·Ð°Ð¿/Ð¿ÐµÐ½ÐµÐº Â« Ð¿Ð¾Ð¸ÑÐº
Ð²Ð¿Ð¾Ð¿Ð°Ð´
TOLAZAMIOE (PAGE 3-1941
TABLET; ORAL
TOLAzVHInE
Ag ZENITH LABORATORIES IconsV
Ag Ð·Ð²ÐµÐ½ÐµV
Ñˆ Samira
TOLIRASE
Ag UPJOHN Icons
Ag Vsexs
Ag 500MG
TOLBUTAMIOE (PAGE 3-1941
TABLET; ORAL
TOLBUTAMIOE
Ag SUPERPHARM suenan
TRIAMCINOLONE ACETONIDE (PAGE 3-195)
CREAM; TOPICAL
ARISTCSORT Ð
51 LEDERLE LABS/AM CYAN 0.0252n
A; 0.12n
A1 0.52n
OINTMENT; TOPICAL
ARISTCCORT A
LEDERLE LABS/AM CYAN 0.12!
.5.R
lÃ¤lÃ¤
Ðž
Y
zizi: zizi:
88757
88738
85155
62535
18257
18257
18896
18394
18394
15500
15500
15500
88895
88818
88819
88820
88780
88781
TRIAMCINOLONE ACETONIDE (PAGE 5-195)
OINTMENT; TOPICAL
TPIQYOINOLCHE ACETONIDE
QI PHARMADERM/BYK-GLDN 0.0252!
Ð” 0.12Ð¿
TRYMEX
QI SAVAGE LABS/BYK-GLDN 0.0252!
M O.1'.n
> ADD > TRILOSTANE (PAGE 3-199)
> CAPSULE; ORAL
> MODRASTANE
> NINTHROP LABS/STERL Ð·Ð°Ð¼ÐµÐ½
â€º Ð²ÐµÐ½ÐµÑ†
TRISULFAPYRIMIDINES (PAGE 3-200)
Ð¼Ñ‹ 7m? Ð•ÐÐÐÐ. L/
SUSPENSION; ORAL
/TRÅ•ÃiEâ€™SÃºiEÃ³iÅ„
/SdÃ©Ã©Ã¡Ã¬Å„Å„Ãº
VERAPAMIL HYDROCHLORIDE (PAGE 3-202)
lÃ¢lÃ¤ lÃ¤lÃ¤
TABLET; ORAL
Ð¡ÐÐ”!"
SEARLE/SEARLE PHARNS 80MB!
Ñ‰Ð¸
ISOPTIN
KNOLL PHARMACEUTICAL 80H8
120MB
N 88692
N 88690
N 88595
N 83691
N 18719
N 18719
/Ã‘fÃŸÅ„Ã¯Å•Ã/
N 18817
N 18817
N 18595
N 18595
14
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/Ã:â€˜ RÃ¡Å•Ã³'ÃÃ³ÃÅ„ Ã'Ã‰fÃ³T ÃNÃ'Ã³YÃ¡NOÃ³OBÃL Å„ NÃBÃ

ÑŒ y 'UÃ‰ Å„ RAÅ„ T HÃ‰ Ã¡Ã© Ã‰ Ã/
/E RrÃÅ•AiÃ³Ã¯Å•Ã‰ Å•ÃL;'EdiiÃ³'Ã¡Ã¶fÃ±Ã'Ã¤iÃ«Ã«Å•Å„dfÅ•Å„i
_ "Å•Å„ifÃ±fididÅ„ Ã¡â€˜

/ IY ÃdÃ© Ã¡iÅ¯Ã© 'rÃ¬Ã¤Ã¤Ã«Ã® Ã±idÃ¡Å•Å„ Ã¢f'RÅ•Ã¤Ã© Å•Ã±Ã¡Å¯Å•râ€™ Ãˆ- " Ã«Ã¯Ã¬Ã® Å¯ÃÃªÃ
L, . : . _<L Ñ† .  Y .

/T RE ÃƒÃ‘INÃ‰'HT E ÃƒÃˆÃˆÃ‰ L Ã–RÃÃœÃ‰ Ã‰'Ã–ÃT ÃƒÃ‘ÃÃ‘'ÃƒÃ' ÃT ÃÃšÃÃ‘IÃ‰/(PAGE A02)
/Ã¯nnfÂ¢xÃŸggfjfxNJfÂ¢xÃ¯Ã“ Ã‘/
/Å„ J9â€ž Ã¯Â¢. PÅ•Å„ Ã¯Ã„ IRÃ¯Â¢/ â€š â€šâ€š â€š â€šâ€š â€š â€šâ€š

/DSv PHÃ„ RHÃ„ Â¢Ã‰ HIIÂ¢Ã„ L/ /ÐQHG/vIAL59â€ž Å„ Ã¡Å„ G/vÃ¯AA5Â§â€ž ÃŸÅ„ Ã¯HÃŸ/vAAL5/
/SNS/YIÃ„ L Â¿ Qâ€ž QÃ¯Å„ G/vÃ¯AAÂ¿ Å„â€ž Ã¯Ã© Ã±S/YIÃ„ L5/
/Ã¯jÅ„ Ã¡Â¿9iÃ„ L;ÃŸâ€ž Ã‰ Å„ Ã¡4y ALs/ â€šâ€š

/E Â¢â€ž1HÃŸ. BASE/vÃ¯AL51â€ž4nÃŸÂ¿vÃ¯Ã„ L Â¿ ÃÐž
/Ã‰ Q. Ã¯â€ž Ã© Ã¼ $. BÃ¡SÅ•/vÃ¯Ã„xÃŸÅ„â€ž jnÃŸ/vÃ¯AL ÃŸ/,
/ JNS/vÃ¯Ã„ L/ /Ã‘. Ã¯ÃŸÃ¡Ã© ÃŸ/
Ã¡Ã© ddÃ¡Ã¡fÃ³'Å„ Ã³fÅ„"Ã¡fdÅ•fH"Ã³YÂ¿ HfÃ© dÅ„ AÂ£Â¿ HfH"dÃ‰ RÂ¢Â¿ HfHÃ¡HÃ© Lâ€˜
/  Â«E .  Ñ€ â€ž Â«IT 'za Ã® Ã® ÃªT Ã¯BÃ¬BgigEz Ã«BRYBT BE"IBT ITâ€œ ,

â€ž ÑŒ Ð¼  .  . _ â€š 1, .  ;  Ð¸Ð»Ð¸) '. Ãc . .
/ rÃrÅ„ Å•Ã© Ã¬gÃ© fÃ¯csirÃ«Å•Ã© Ã¡Å•iÃ¡ÃÃ«Ã¤Ã¯ÃŸÅ„ ÃÃ® Å•Å„ Ã¡fs'Ã«Å•ÃÅ•Ã¼ Ã±f'Ã¯Å„ Å•ÃÅ„_nÃ¤/

/rYrRÃ„ Ã«tLd IÃ¡EgÃÃiT AÅ¯Å•N A; Ã“ ÃT ANÃN E (PAGE A02)
(SE E SPE CIAL NOT E Ð². )

/Ã¯ÐÐ” Ð%ÐÃ„$ÐÐÃÐÃÐJÐÐ¡%Ã¯Ã“ Ðœ/

/ÐŸ$Ð£ÐÐ ÐÃ„ ÐÐÃ„ Ð¡ÐÐ¦Ñ‚Ñ… Ð¡Ã„ Ð›/ / IAnng/vxAÃŸsgÃŸnAAÂ¢/vÃ¯AginÂ¿nngnÃŸ/AIAL Â§/
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DESI PENDING LIST Â OTHER THAN 'EXEMPT'
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(COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST â€˜84 Â DECEMBER '64
CURRENT STATUS - INEFFECTIVE
/BEÃ‘ÃYLfN/fPHÃ‰Ã‘Ã“ÐÃRBIÃÃ„L/ /HERRÃ‰LLfÃšÃšH/
/Ð±1Ð¡Ð£Ð¡Ð›Ã“Ð™1ÐÐfÐÐ£Ð™ÐÃ“Ð¡ÐÐ”Ð¡ÐÐÐ™ÐÃÐÐ ÐÐÐÃ“ÐÐÐÐ Ã
BEROCCA C HOFFMANN-LA ROCHE
ASCCRBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
Å„QHfÂ¢HEÅ„/
AL/
BEROCCA C 500 HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
/ÃÃˆRÐÃ„Ã„Â¢Ã“RÃÐIL/ ,ÃFFÃZERfLÃ„Ã‰SKPFIZERÃ
/HYÃœRÃ“Â¢Ã“RÃISÃ‰Ã‘Ã‰5.Ã“XÃÃÃ‰ÃÐÃÂ¢ÃÂ¢LÃÃ‘E.HÂ¢L/
TUSS-ORNAOE SKaF LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
CURRENT STATUS Â EFFECTIVENESS TO BE DETERMINED
M.V.I. PEDIATRIC USV PHARMACEUTICAL
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PHYTONADIONE;
PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM;
THIAMINE HYDROCHLORIDE; VITAMIN A; VITAMIN E
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
On September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) 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 after 1981; and
3) whether in vitro and/or jp vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescription Dru Products with Therapeutic Equivalence
Evaluations, 5th Edition, (ÐÐ  PT anÃ¶ 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 AHDAs or paper NDAs. It does not
prevent the filing or approval of a second NDA. Applications qualifying for
periods of exclusivity are:
(l) Ð new drug application approved between January l, 1982,
and September 24, 1984, for a drug product involving an
active ingredient (including any ester or salt of the
active ingredient) 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.



(2)
(4)
(5)
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(including any ester or salt of the active ingredient)
which has never been approved in any other new drug
application. Generally, no subsequent ANDA or paper NDA
for the same drug may be submitted for a period of five
years from the date of approva) of the original
application, except that such an application may be
submitted after four years if it contains a certification
that a patent claiming the drug is invalid or will not be
infringed by the product for which approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been sponsored by the applicant and must have been
essential to approval of the application. If these
requirements are met, the approval of a subsequent ANDA or
NDA may not be made effective for the same drug before the
expiration of three years from the date of approval of the
original application.
A supplement to a new drug application approved after
September 24, l984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the firm submitting the supplement. The
approval of a subsequent application for a change approved
in the supplement may not be made effective for three years
from the date of approval of the original supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or the change made in a supplement may not be made
effective for twg years from September 24, 1984.



The Act requires 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, WlthOUt the pertinent patent information.
he patent numbers and the expiration dates of any appropriate product or use
patent Ð¾Ð¿ Ð° 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 of the Act will not be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include
antibiotic and insulin products. Because of this, (l) 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 (Ð—)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in Appendix D of the APDP will
enable firms to determine whether ip vitro and/or in vivo
bioavailability/bioequivalence study data must be included with their ANDA
submissions.
Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (l) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) tFOse which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstraÃ¯Ã«d (tHe list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after l962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the Agency to waive demonstration of jp 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.



Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of
reasons. The new law requires information to show that the proposed ANDA drug
product is bioequivalent to the listed drug. Therefore, new applications for
drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in_vivo study as a condition
for approval under the new Act.
Topicals
In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of pre-T962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products
initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be evaluated as therapeutically equivalent.
The new Act requires applicants to demonstrate the bioequivalence of their
topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the
"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT topical products unless a waiver or in vitro alternatives can
be justified by the applicant.
OTC Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded OTC drug products because the main
purpose of that publication was to provide information to states regarding
FDAs recommendation as to which generic prescription drug products were
acceptable candidates for drug product selection. with the passage of the
Drug Price Competition and Patent Term Restoration Act of 1984, the Agency now
has the responsibility to publish an up-to-date list of all marketed drug
products, ÐžÐ¢Ð¡ as well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved ÐžÐ¢Ð¡ drug products in
the market place. This situation occurs as a result of the Agency's current
ÐžÐ¢Ð¡ compliance policy which allows the marketing of various unapproved ÐžÐ¢Ð¡
drug products pending the effective date of the applicable final ÐžÐ¢Ð¡
monograph. The ÐžÐ¢Ð¡ products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers and expiration dates are
also included.



NDA's Approved by the Office of Biological Research and Review Not Previously
Published in thelAPDP
All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers 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
approved after 1982, the date of approval and application number as required
by the Act.
Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should now amend their applications with the
appropriate patent certification statement.
Table IV now also identifies drugs which qualify under the new statute for
periods of 5 or lO years exclusivity. To qualify for 10 years exclusivity, a
new drug application must have been approved between January l, 1982, and
September 24, 1984, for a drug product involving a new chemical entity (NCE),
including any ester or salt of the chemical entity, which had never been
approved in any other application. To qualify for 5 years exclusivity, the
NCE must have been approved after September 24, 1984.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.
FDA plans to publish the remaining exclusivity information, drugs which
qualify for 2 or 3 years exlusivity, in the 5th supplement to the the APDP.
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TABLE I.
LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE
IN ,VI VO
BIOAVAILABILITY ONLY IF PRODUCT FAILS Ð¢O 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
lÃ´O-165MG; 160Â165MG; 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;
CAFFEINE
CAPSULE OR TABLET; ORAL
32 5MG; Ð²Ð¾Ð¼Ñ; 4Ð¾Ð¼Ñ
650MG; 50MG; 40MG
AMINOPHYLLINE
TABLET; ORAL
IOOMG
ZOOMG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50MG
650; 50MG
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 50MG; 4OMG;
650MG; 50MG; 40MG;
ASPIRIN; CAFFEINE; cARlsoPRoooL
TABLET; ORAL
Ñ‚Ð¾Ð¼Ðµ; 32Mo; 2Ð¾Ð¾Ð¼Ðµ
ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE
TABLET; ORAL
16OMG; 32MG; 200MG; IGMG
ASPIRIN; CARISOPRODOL
TABLET; ORAL
325MG; ZOOMG
ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE
325MG; 200MG; 1OMG
ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 2OOMG
ASPIRIN; METHOCARBAMOL
TABL ET; OR AL
325MG; 2OOMG
CHLOROTHIAZIDE
TABLET; ORAL
250MG
ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL
0.4MG; 2OOMG
0.4M6; 4OOM6
HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL
IOMG
25MG
50MG
IOOMG
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TABLE
II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENT(S)
STRENGTH(S)
ACETAMINOPHEN
IZOMG
ACETNWINOPHEN
Ð±5ÐžWG
ACETAMINOPHEN
12UWG
ACETAMINOPHEN
120MG
ÐÐ¡EÐ¢ÐU1NOPÐEN
Ð±50MÐ¡
ACETAMINOPHEN
Ð±50MG
ACETAMINOPHEN
12OMG
ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
Ð‘0MG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
16GWG; 4OMG
BROMPHENIRAMINE MALEATE
8MG
TRADE NAME
(DOSAGE FORM;
NEOPAP
(SUPPOSITORY;
TYLENOL
(SUPPOSITORY3
TYLENOL
(SUPPOSITORY;
ACEPHEN
(SUPPOSITORY;
ACEPHEN
(SUPPOSITORY;
ACETAMINOPHEN
(SUPPOSITORY;
ACETAMINOPHEN
(SUPPOSITORY;
GAVISCON
(TABLET, CHEWABLE; ORAL)
GAVISCON-Z
(TABLET, CHEWABLE; ORAL)
DIMETANE
ROUTE)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
RECTAL)
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT 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 i
APPROVAL DATE
16-4O1
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 ÃŸ
EXP. DATE
EXCLUSIVITY
ÃˆXP. DATE
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TABLE
II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE 1NGREDIENT(S)
STRENGTH(S)
CHLORPHEN IRAM I NE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
12MG; 75MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
4MG; 25MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG
CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
BMG; IZGWG
CHLORPFENIRAMINE FOLISTIREX;
PHENYLPROPANOLAMINE POLISTIREX
EQ 4MG MALEATE/5ML;
EQ 37.5MÐ‘ HCL/5ML
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
6MG; 120MG
TRADE NAME
(DOSAGE FORM; ROUTE)
CONTAC
(CAPSULE, CONTROLLED
RELEASE; ORAL)
TRIAMINICÂI2
(TABLET, CONTROLLED
RELEASE; ORAL)
DEMAZIN
(TABLET, CONTROLLED
RELEASE; ORAL)
PHENYLPROPANOLAMINE HCL
W/ CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
CORSYM
(SYRUP; ORAL)
DRIxoRAL
(TABLET, coNTRoLLEo
RELEASE; ORAL)
APPLICANT NAME
MENLEY & JAMES/SKF
DORSEY LABS/SANDOZ
SCHERING
CENTRAL PHARMS
SCHERING
PENNWALT PHARM
SCHERING
NDA #
APPROVAL DATE
18Â099
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
13-483
09- I 3-82
PATENT #
EÐ¥P. DATE
EXCLUSIVITY
EXP. DATE



ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
OMG; 120MG
DEXTROME THORPHAN RES 1N Å“MPLEX
EQ SOVIG IBR/5M.
DIPHENHYDRAMINE HYDROCHLORIDE
I2.5MG/5ML
DOXYLAMINE SUCCINATE
25MG
IBUPROFEN
ZOOMG
IBUPROFEN
200MG
INSULIN SUSPENSION, ISOPHANE,
BEEF
40 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
D ISOPI~ROL
(TABLET, CONTROLLED
RELEASE; ORAL)
DELSYM
(SUSPENSION, CONTROLLED
RELEASE; ORAL)
BENYLIN
(SYRUP: ORAL)
UNISOM
(TABLET; ORAL)
ADVIL
(TABLET; ORAL)
NUPRIN
(TABLET; ORAL)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN (BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
SCHERING
PENNWALT PHARM
PARKEÂDAVIS/WÂL
PFIZER
WHITEHALL LABS/AMHO
UPJOHN MANUFACTURING
SQUIBB-NOVO
SQUIBB-NOVO
ELI LILLY
LILLY RES LABS DIV
NDA #
APPROVAL DATE
13-483
09-13-82
18-658
10-08-82
06-514
08-07-81
18-066
10-06-78
18-989
05-18-84
19-012
05-18-84
17-929
02-08-77
17-929
02-08-77
18-781
10-28-82
17-936
02-08-77
PATENT #
EXP. DATE
3385886
05-28-85
3385886
05-28-85
EXCLUSIVITY
Ð¨
OÐ¢C DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING



TABLE
OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
II.
ACTIVE INGREDIENT(S)
STRENGTH(S)
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
1OO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
1OO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
1OO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
1OO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK
1OO UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
INSULIN, MIXED BEEF AND PORK
100 UNITS/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
NPH ILETIN (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
PROTAPHANE
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN
(BEEF-PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC Ãƒ ILETIN
(BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
LILLY RES LABS DIV
ELI LILLY
NORDISK
ELI LILLY
SQUIBB-NOVO
NORDISK
ELI LILLY
ELI LILLY
NDA #
APPROVAL DATE
17-936
02-08-77
18-479
06-12-80
18-194
01-16-80
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
17-932
02-08-77
PATENT #
Ð¨
EXCLUSIVITY
EXP. DATE
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENT(S)
STRENGTH(S)
INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
1OO UNITS/ML
INSULIN ZINC SUSPENSION,
BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED PORK
1OO 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
1OO UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML
INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/NL
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ULTRALENTE INSULIN SQUIBB-NOVO 17Â997
(INJECTABLE; INJECTION) 02-08-77
PROMPT, SEMILENTE INSULIN SQUIBB-NOVO 17Â996
(INJECTABLE; INJECTION) 02-08-77
PROMPT, SEMITARD SQUIBB-NOVO 18-382
(INJECTABLE; INJECTION) 03-17-80
LENTE ILETIN Il ELI LILLY 18-477
(INJECTABLE; INJECTION) 06ÂI2-80
LENTARD SQUIBB-NOVO 18Â384
(INJECTABLE; INJECTION) 03-17-80
LENTE ILETIN II (PORK) ELI LILLY 18-347
(INJECTABLE; INJECTION) 12-05-79
MONOTARD SQUIBB-NOVO 18-383
(INJECTABLE; INJECTION) 03-17-80
ACTRAPID HUMAN SQUIBB-NOVO 18-778
(INJECTABLE; INJECTION) 08-30-83



ACTIVE INGREDIENT(S)
STRENGTH(S)
INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN, PORK
40 UNITS/M_
INSULIN, PORK
100 UNITS/NL
INSULIN, PURIFIED BEEF
100 UNITS/NL
INSULIN, PURIFIED PORK
100 UNITS/NL
INSULIN, PURIFIED PORK
IOO UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
NONOXYNOLÂ9
IGM
POTASSIUM IODIDE
IBOWG
POTASSIUM IODIDE
IGM/ML
POTASSIUM IODIDE
IBOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
HUMULIN R
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK QUICK
(PORK)
(INJECTABLE;INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)
ACTRAPID
(INJECTABLE; INJECTION)
TODAY
(SPONGE; VAGINAL)
THYRO-BLOCK
(TABLET; ORAL)
POTASSIUM IODIDE
(SOLUTION; ORAL)
IOSAT
(TABLET; ORAL)
APPLICANT NAME
ELI LILLY
SQUIBB-NOVO
SQUIBB-NOVO
ELI LILLY
NORDISK INSULIN LABS
ELI LILLY
SQUIBB-NOVO
VLI CORPORATION
WALLACE LABS/C-W
ROXANE LABORATORIES
ANBEX
NDA #
APPROVAL DATE
18Â780
IOÂ28-82
17Â926
02-08-77
17Â926
02-08-77
18-478
06-12-80
18Â193
0IÂ16-80
18-344
12-05-79
I8Â3BI
03Â17Â80
18-683
04-01-83
18-307
IIÂ09Â79
I8Â551
02ÂI9-82
18Â664
IOÂ14-82
PATENT l
EXP. DATE
EXCLUSIVITY
EXP. DATE
OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
TABLE II.



TABLE
II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE 1NGREDIENT(S)
STRENGTH(S)
PSEUDOEPHEDRINE HYDROCHLORIDE
IZOMG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; I.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
Ð±ÐžÐ˜G; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30WG/5ML; I.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
6GWG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
3GWG/5ML; I.25MG/5ML
PSEUDOEPHEDRINE SULFATE
IZQWG
T Ð½Ð¾ÑÐ¾Ð¼/Ð²Ð¾Ñ‰Ð°
12
TRADE NAME
(DOSAGE FORM; ROUTE)
SUDAFED S.A.
(CAPSULE, CONTROLLED
RELEASE; ORAL)
ACTIFED
(SYRUP; ORAL)
ACTIFED
(TABLET; ORAL)
ALLERBAN PLUS
(SYRUP; ORAL)
TRI-SUDO
(TABLET; ORAL)
TRIPODRINE
(TABLET; ORAL)
TRIOFED
(SYRUP; ORAL)
AI'R INOL
(TABLET, CONTROLLED
RELEASE; ORAL)
TROSYD
(CREAM; TOPICAL)
APPLICANT NAME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BAY LABORATORIES
MD PHARMACEUTICAL
DANBURY PHARMACAL
NATL PHARM MFG/BARRE
SCHER I NG
PFIZER CEN RES/PFIZR
11-9
NDA #
APPROVAL DATE
17-941
01-15-79
11-935
11-26-82
11-936
11-26-82
88-116
03-04-83
85-024
01-10-84
88-112
01-20-83
88-115
03-04-83
18Â191
10-30-80
18-682
02-18-83
PATENT #
EXP. DATE
4062966
12-13-94
EXCLUSIVITY
Ð. DATE
NCE
02-18-93
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT Ã EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ANTICOAGULANT CITRATE DEXTROSE NONE .â€š.CUTTER BIOL/MILES 10-102 6
SOLUTION USP (INJECTABLE; INJECTION) I2ÂI4-6I
ANTICOAGULANT CITRATE DEXTROSE NONE DELMED 11-912
SOLUTION USP (INJECTABLE; INJECTION) 9-2-59
ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOL LABS 10-855
SOLUTION USP (INJECTABLE; INJECTION) 06ÂIIÂ59
ANTICOAGULANT CITRATE DEXTROSE NONE DQAVENOL LABS I6Â918
SOLUTION USP (INJECTABLE; INJECTION) 3-17-78
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-77
PHOSPHATE DEXTROSE ADENINE-I (INJECTABLE; INJECTION) 11-6-80
SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE NONE DELMED 78-519
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 4-23-80
ANTICOAGULANT CITRATE PHOSPHATE NONE TERUMO AMERICA 82-528
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 11-3-82
ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL LABS 77-420
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 5-12-78
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 16-527
PHOSPHATE DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-22-70
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-222
PHOSPHATE DEXTROSE SOLUTION (INJECTABLE; INJECTION) 8-23-82
USP
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TABLE Ill.
NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENT(S)
STRENGTH(S)
ANTICOAGULANT CITRATE PHOSPHATE
DOUBLE DEXTROSE SOLUTION WITH:
ASÂ3: CITRIC ACID USP 0.042
GM/IOOML, MONOBASIC SODIUM
PHOSPHATE USP 0.276GM/IOOML,
SODIUM CHLORIDE USP 0.410
ÐÐ§/100ML, ADENINE 0.30
GM/IOOML, DEXTROSE USP 1.10
ÐÐ§/1OOML, SODIUM CITRATE USP
0.588GM/IOOML
ANTICOAGULANT HEPARIN SOLUTION
USP
ANTICOAGULANT HEPARIN SOLUTION
USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
TRADE NAME
(Ð²Ð¾Ð·/Ð¶ÐµÐ³ FORM; ÐºÐ¾Ð²Ñˆ
ÐS-3 NUTRICEL ADDITIVE
SYSTEM
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
APPLICANT NAME
CUTTER BIOL/MILES
DELMED
TRAVENOL LABS
ALPHA THERAPEUTIC
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
111-3
APPROVAL DATE
NDA # PATENT #
EXCLUSIVITY
82Â9I5
10-19â€”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
QP. DATE
EXP. DATE



III-4
ACTIVE 1NGREDIENT(S)
_STRENGTIR s)
DEXTRAN 40, IOS
IOGM/IooML IN
DEXTROSE 5%
5GvI/IooI/IL
DEXTRAN 40, 10%
IoevI/IooML IN
Ð·Ð¾Ð¾ÑˆÐ¼ cHLoRIOE 0.9%
0.9Gv1/IOOML
DEXTRAN 75, 6%
Ã“ GN/IOOML IN
DEXTROSE 5%
5GW/IOOML
DEXTRAN 75, 6%
6GW/IOOML IN
SODIUM CHLORIDE 0.9%
O.QGW/IOOML
DEXTRAN 75, 6%
SGM/100ML IN
sooIuM cHLoRIoE 0.91
o.9GvI/IOOML
DEXTRAN 40, IOZ
IOGW/IOOML IN
DEXTROSE 5%
5GM/IOOML
DEXTRAN 40, IOZ
IOGM/IOOML IN
SODIUM CHLORIDE 0.91
0.99W/IOOML
TRADE NAME
I
(DOSAGE FORM; ROUTE)
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AMERICAN MCGAW
AMERICAN MCGAW
APPROVAL DATE
NDA # PATENT #
ExcLus I v I TY
EXP. DATE
1Ð±-375
7-25-67
I6Â375
7-25-67
8-8I9
3Â3IÂ53
8-819
3Â31-53
18-253
2-4-83
1Ð±-7Ð±7
4-6-70
1Ð±-767
4-6-70
EXP. DATE
TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED



ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTRAN 70, 6%
6GW/IOOML IN
SODIUM CHLORIDE 0.9%
O_QGW/IOOML
DEXTRAN 40, IO%
IOGW/IOOML IN
DEXTROSE 5%
5GW/IOOML
DEXTRAN 40, IO%
IOGM/IOOML IN
SODIUM CHLORIDE 0.9%
0.9GW/IOOML
DEXTRAN 70, 6%
EGM/IDDML IN
soDluM CHLORIDE 0.9%
o.QGM/1ooML
DEXTRAN 40, IO%
IOGW/IOOML IN
DEXTROSE 5%
5GM/IOOML
DEXTRAN 40, Ioz
loew/1OOML IN
soDIuM CHLORIDE 0.9%
Ðž. 9Ð¡Ðœ/ 1 OÐžM1.
DEXTRAN 75, 6%
Ã–GW/IOOML IN
SODIUM CHLORIDE 0.9%
0.9GW/IOOML
NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL
RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED
TRADE NAME
(DOSAGE FORM; ROUTE)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
APPLICANT NAME
AMERICAN MCGAW
CUTTER BIOL/MILES
CUTTER BIOL/MILES
CUTTER BIOL/MILES
PHARMACHEM
PHARMACHEM
PHARMACHEM
III-5
NDA # PATENT #
EXCLUSIVITY
APPROVAL DATE EXP. 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
EÐ¥P. DATE



III-6
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTRAN 75, Ð²;
Ð²ÐµÐ¼/ÑŽÐ¾Ð¼ÑŒ IN
SODIUM CHLORIDE 0.9%
Ð¾.9ÐµÐ¼/1Ð¾Ð¾Ð¼1_
DEXTRAN I
I5OMG/ML IN
SODIUM CHLORIDE 0.6%
GMG/ML
DEXTRAN 40, IO%
IOGW/IOOML IN
DEXTROSE 5%
5GM/IOOML
DEXTRAN 40, IO%
IOGM/IOOML IN
SODIUM CHLORIDE 0.95
O.9GW/IOOML
DEXTRAN 70, 6%
GGM/IOOML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 70, 6%
GGM/IOOML IN
SODIUM CHLORIDE 0.9%
0.96M/IOOML
DEXTRAN 40, 10%
IOGM/IOOML IN
DEXTROSE 5%
SGW/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
NONE
(INJECTABLE; INJECTION)
PROWIT
(INJECTABLE;INJECTION)
RHEoMAcRooExR
(INJECTABLE; INJECTION)
RHEoMAcRooExR
(INJECTABLE; INJECTION)
NAcRopExR
(INJECTABLE; INJECTION)
Ð¼ÐÑÐ°Ð¾Ð¾EÑ…Ð²
(INJECTABLE; INJECTION)
GENTRANR 40
I INJECTABLE; INJECTION)
APPL I CANT NAME
PHARMACHEM
PHARMACIA LABS
PHARMAC I A LABS
PHARMACIA LABS
PHARMACIA LABS
PHARMACIA LABS
TRAVENOL LABS
NDA # PATENT #
EXCLUSIVITY
APPROVAL DATE EXP. DATE
16Â759
8-19-70
83-715
10-30-84
14-716
1-18Â67
14-716
IÂ18Â67
6-826
6-8-54
6-826
6Â8-54
I6Â628
1IÂ4-68
EXP. DATE
NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED
TABLE III.



NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTRAN 40, IO%
IOGM/IOOML IN
SODIUM CHLORIDE 0.9%
0.9GM/IOOML
ommmiÃ¯ez
Ð±ÑˆÐ»Ð¾ÑˆÑŒÐ»Ð¼
soDIuM CHLORIDE 0.9%
o.QeM/IO0ML
DEXTRAN 75, 6%
INVERTED SUGAR IO%
6GW/IOOML;IOGM/IOOML
IN SODIUM CHLORIDE 0.9%
0.9GM/IOOML
HETASTARCH, 6%
6GM/IOOML IN
SODIUM CHLORIDE 0.9%
O.9GM/IOOML
PROPIOLACTONE 99%
99GM/IOOML
UROKINASE
50OO IU/VIAL
UROKINASE
250,0OO IU/VIAL
UROKINASE
250,OO0 IU/VIAL
TRADE NAME
(DOSAGE FORM; ROUTE)
GENTRANR 40
(INJECTABLE; INJECTIoN)
GENTRANR 75
(INJECTABLE; INJECTION)
6% GENTRANR 75 AND
lÐ¾; TRAVERTR
IINJECTABLE; INJECTION)
HESPANR
(INJECTABLE; INJECTION)
BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM CRITICAL CARE
ONEAL JONESÃƒFELDMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG
111-7
NDA # PATENT #
APPROVAL DATE EXP. DATE
I6Â628
11-4-68
16Â607
1-26-70
8-788
2-9-53
16-889 3523938
7-17-72 8-11-87
11-657
9-11-59
76-1021
12-15-83
76-1021
7-31-78
17-873
8-28-79
EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
ACEBUTOLOL HYDROCHLORIDE
EQ ZOOMG BASE
ACEBUTOLOL HYDROCHLORIDE
EQ 3OOMG BASE
ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
625MG; EQ 25MG BASE
ACETAZOLAMIDE
5OOMG
ACETIC ACID, GLACIAL
250MG/IOOWL
ACETOHYDROXAMIC ACID
25OMG
AcYcLov IR
5%
TRADE NAME
(DOSAGE FORM; ROUTE)
SECTRAL
(CAPSULE; ORAL)
SECTRAL
(CAPSULE; ORAL)
SECTRAL
(CAPSULE; ORAL)
TALACEN
(TABLET; ORAL)
DIAMOX
(CAPSULE, CONTROLLED
RELEASE; ORAL)
ACETIC ACID 0.25%
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)
LITHOSTAT
(TABLET; ORAL)
ZOVIRAX
(OINTMENT; TOPICAL)
APPLICANT NAME
IVES LABS/AMHO
IVES LABS/AMHO
IVES LABS/AMHO
STERLING DRUG
LEDERLE LABS/AM CYAN
TRAVENOL LABS
URO-RESEARCH
BURROUGHS WELLCOME
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-458 4105659
09-23-82 08-08-95
12-945 3544OO5
01-25-62 06-08-88
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
1VÂ1



Z-AI
7BÂ9IÂII
I7Z-BI
78Â9IÂII
I7Z-BI
ZÃ³-7I-ZI QÃ´-LO-II ZB-7I-ZI
Ð—ÐžÐ LOL7ZI7 LOL-81
ZÃ³-vl-ZI SG-LO-II ZB-7I-ZI
30N LOL7ZI7 20L-91
68-90-21
EEZQOLE
68ÂZZÂZO ZB-LO-SO
ESS779E EQB-LI
68-90-21
EEZQOLE
68-22-20 28-10-90
EQ{vvQÃ EQB-LI
68Â9OÂZI
EEZSOLE
68-22-20 18-10-90
EQE77QE {L7-81
68Â9OÂZI
EEZSOLE
68-22-20 IB-IO-QO
ESE77QE 699ÂL1
Z6Â6ZÂEO L6ÂZZÂ7O 28-22-01
Ð—0N 7LÐ•66I7 E09-91
31VG Â°dX3 31VG 'dX3 31VG TVAO8ddV
A1IAI80T0X3 # 1N31Vd # VGN
TVOI103OVN8VHd 8VTOB
TVOI103OVN8VHd 8VTOB
ON183HOS
ONI83HOS
ONI83HOS
ON183HOS
OXVTO
ONI83HOS
Ð—N00TTÐ—M SHOnO88OB
3NVN 1NVOI7ddV
(TV80 t13TBV1)
ToNl9ndOTTV
(TV80 f13TBV1)
TONI8ndOTÃ®V
(TVOIdO1 Ð•NVÐ—8Ðž)
Ð˜8Ð—ÐžVÐ
(TV01&01 f1N3I/II1NIO)
NN3GVA
(TV8O z.L3`I9V.L)
1I1N3A08d
(TV8D t13'IBV1)
111N3A08d
(NOI1VTVHNI tTOSO83V)
N1101N3A
(NO11VTVHNI f'IOSO83W
TI1N3AO8d
(NOI103FNI f3TBV103FNI)
XV8IAOZ
(31008 fN903 3OVSOO)
3NVN 30V81
ONOOE
TON18OdOTTV
ONOOI
TONI8ndOTTV
#so â€˜o
a1vNo I Ð´Ð¾Ð½Ð° I cI EINosv1z,INOÂIOTV
Seo 'o
:I1vNoI Ð´Ð¾Ð½Ð° I o aNosv1zwoioiv
Ð—SVB ON? O3
31V310S TO8310BTV
3SVB ONZ 03
31V3T0S 10931nBTV
HNI/ON6O'O
108310B7V
HNI/ON6O'O
T09310B1V
TVIA/3SV8 ONOOS 03
NOIGOS 8IAOTOAOV
(S)H19N391S
(S)1N3IO38ONI 3A110V
NOI1VN803NI 1N31Vd 31Vl9dO9ddV H1IM SIVON ÐžNV 78-1E-21 01 ZB-I-I N08Ð« GaAoaaav SIVON
'AI 3TBV1



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
ALLOPURINOL
IOOMG
ALLOPURINOL
300MG
ALLOPURINOL
IOOMG
ALLOPURINOL
300MG
ALLOPURINOL
IOOMG
ALLOPURINOL
300MG
ALLOPURINOL
IOOMG
ALLOPURINOL
300MG
ALPRAZOLAM
O.25MG
d'
ALPRAZOLAM
O.5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
ALLOPURINOL
(TABLET; ORAL)
ALLOPURINOL
(TABLET; ORAL)
ALLOPURINOL
(TABLET; ORAL)
ALLOPURINOL
(TABLET; ORAL)
ZYLOPRIM
(TABLET; ORAL)
ZYLOPRIM
(TABLET; ORAL)
LOPURIN
(TABLET; ORAL)
LOPURIN
(TABLET; ORAL)
XANAX
(TABLET; ORAL)
XANAX
(TABLET; ORAL)
APPLICANT NAME
CHELSEA LABORATORIES
CHELSEA LABORATORIES
DANBURY PHARMACAL
DANBURY PHARMACAL
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
UPJOHN
UPJOFN
NDA # PATENT #
APPROVAL DATE EXP. DATE
18Â785
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
01-14-74 11Â30-88
18-297 3624205
06-10-80 11-30-88
18-297 3624205
06-10-80 11-30-88
18-276 3987052
10-16-81 10-19-93
3980789
09-14-93
18-276 3987052
10-16-81 10-19-93
3980789
09-14-93
EXCLUSIVITY
EXP. DATE
IVÂ3



IVÂ4
ACTIVE INGREDIENT(S)
STRENGTH(S)
ALPRAZOLAM
IMG
AMCINONIDE
0.11
PMCINON IDE
o.I%
AMILORIDE HYDROCHLORIDE;
HYDROCHLOROTHIAZIDE
5MG; 50MG
ÐMINO ACIDS
6.9%
AMINO ACIDS
6.51
ÐM1Ð¼0 ACIDS
8.5%
AMINO AcIos
II.4%
NnINo ACIDS
8%
AMINO ACIDS
4Z
TRADE NAME
(DOSAGE FORM; ROUTE)
XANAX
(TABLET: ORAL)
CYCLOCORT
(CREAM; TOPICAL)
CYCLOCORT
(OINTMENT; TOPICAL)
MODURETIC 5/50
(TABLET; ORAL)
FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)
RENAMIN W/O ELECTROLYTES
(INJECTABLE; INJECTION)
NOVAMINE 8.5%
(INJECTABLE; INJECTION)
NOVAMINE II.4%
(INJECTABLE; INJECTION)
HEPATAMINE 8%
(INJECTABLE; INJECTION)
BRANCHAMIN 4%
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
MSÃƒD/MERCK
AM MCGAW/AM HOSP
TRAVENOL LABS
CUTTER LABS/MILES
CUTTER LABS/MILES
AM MCGAW/AM HOSP
TRAVENOL LABS
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â276 3987052
10-16-81 10-19-93
3980789
09-14-93
18-116 4158055
10-18-71 06-12-96
18-498 4158055
11-13-81 06-12-96
18-201 3781430
10-05-81 12-25-90
16-822
05-17-83
17-493
10-15-82
17-957
08-09-82
17-957
08-09-82
18-676 3950529
08-03-82 04-13-93
18-678 4438144
09-28-84 03-20-01
NDA'S APPROVED FROM IÂ1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 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
NAINO ACIDS BRANCHAMIN 4% TRAVENOL LABS 18Â684 4438144
4% IN PLASTIC CONTAINER 09-28-84 03-20-01
(INJECTABLE; INJECTION)
AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM 18-792
6.5% (INJECTABLE; INJECTION) 01-17-84
AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-804
3.5% IN PLASTIC CONTAINER 05-15-84
(INJECTABLE; INJECTION)
AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-875
3.5% IN PLASTIC CONTAINER 08-08-84
(INJECTABLE; INJECTION)
AMINO ACIDS AMINESS 5.2% ESSENTIAL CUTTER-VITRUM 18-901
5.2% AMINO ACIDS W/ HISTADINE 04-06-84
(INJECTABLE; INJECTION)
AMINO ACIDS TRAVASOL 5.5% TRAVENOL LABS 18-931
5.5% W/O ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIDS TRAVASOL 8.5% TRAVENOL LABS 18-931
8.5% W/O ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIDS TRAVASOL IO% TRAVENOL LABS 18-931
10% W/O ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IVÂ5



IVÂ6
ACTIVE INGREDIENT(S)
STRENGTH(S)
AMINo AcIOs
6%
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/IOOML; 3GM/IOOML;
54MG/IOOML; 4IMG/IOOML;
qI49MG/IOOML; 204MG/IOOML;
I17MG/IOOML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; ZIMG/IOOML; 4OMG/IOONL;
I28MG/IOOML; 234MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
TROPHAMINE 6%
(INJECTABLE; INJECTION)
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
w/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%
W/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
NNINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
APPROVAL DATE
NDA # PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
19-018
07-20-84
18Â582
05-08-82
19-120
10-11-84
19-118
10-11-84
19-119
10-11-84
18-804
05-15-84
NDA'S APPROVED FROM IÂ1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 21MG/IOOML; 4OMG/IOOML;
I28MG/IOOML; 234MG/IOOML
AMINOACETIC ACID
I.5GM/IOOML
AMINOCAPROIC ACID
250MG/ML
AMINOGLUTETHIMIDE
25OMG
AMINOPHYLLINE
30OMG/5ML
AMINOPHYLLINE; SODIUM CHLORIDE
IOOMG/IOOML; 45OMG/IOOML
AMINOPHYLLINE; SODIUM CHLORIDE
2OOMG/IOOML; 45OMG/IOOML
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMINOSYN 3.5% M ABBOTT LABORATORIES 18-875
IN PLASTIC CONTAINER 08-08-84
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5% TRAVENOL LABS 18Â522
IN PLASTIC CONTAINER 02ÂI9-82
(SOLUTION; IRRIGATION)
AMINOCAPROIC ACID ELKINS-SINN/AHROBINS 18-590
(INJECTABLE; INJECTION) I0Â29-82
CYTADREN CIBA/CIBA-GEIGY 18Â202 3595960
(TABLET; ORAL) 10-29-80 07-27-88
3944671
03-16-93
SOMOPHYLLIN FISONS 18Â232
(ENEMA; RECTAL) 04-02-82
AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOPHYLLINE W/ ABBOTT LABORATORIES I8Â924
SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IVÂ7



8-Ð1
66-92-20
168919?
98-12-90 11-92-21
Qooveff 696Â9I
98-12-90 19-11-70
9997899 7OL-ZI
98-12-90 91-11-60
9997899 901-21
98-12-90 91-82-01
999Ð£899 EOL-ZI
98-12-90 91-82-01
9997899 {OL-ZI
98-12-90 19-10-70
9997899 901-21
98-12-90 71-90-10
9997899 EOL-ZI
98-12-90 19-L0-70
999Ð¹899 EOL-ZI
9BÂZIÂZI
7ZÃ¶-BI
78ÂZIÂZ1
7ZÃ -́BI
31VG 'dX3 31VG Â°dX3 31VG TVAO8ddV
A1IAISOTOX3 # 1N31Vd # VGN
3HOO8 VT-NNVN33OH
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NO83N/GYSN
NO83N/GYSN
S31801V80BVT 110BBV
S3I801V8OBVT 110BBV
3NVN INVO11ddV
(TV8O f1378V1)
108118Ð 1́1
(N01103FN1 f3'IBV1O3Ð“NI)
TIAVT3
(TV8O f13TBV1)
TIAVT3
(TV8O f13T8V1)
TIAVT3
(TV80 f131BV1)
TIAvia
(TV8O f13TBV1)
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA II( PATENT II( EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMITRIPTYLINE HYDROCHLORIDE; LIMBITROL HOFFMANN-LA ROCHE 16â€”949 3384663
CHLORDIAZEPOXIDE (TABLET; ORAL) I2Â23Â77 05-21-85
25MG; IOMG 4316897
02-23-99
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON A SCHERING 14-713 3384663
PERPHENAZINE (TABLET; ORAL) I2Â30ÂÂ65 05-21-85
IOMG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3384663
PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85
25MG; 2ÐœG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING I4-7I3 3384663
PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-10 SCHERING I4-7I3 3384663
PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85
IOMG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 MS&0/MEÐÐ¡Ðš 14-715 3384663
PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85
IOMG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25 MSÃƒD/NERCK 14-715 3384663
PERPHENAZINE (TABLET; ORAL) 08-23Â65 05-21-85
25MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-IO MSÃƒD/MERCK 14-715 3384663
PERPHENAZINE (TABLET; ORAL) 04-04-67 05-21-85
IOMG; 2ÐœG
IVÂÂ9



IV-IO
ACTIVE 1NGRED1ENT(S) TRADE NAME APPLICANT NAME NDA i PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-25 MS&D/MERCK 14-715 3384663
PERPHENAZINE (TABLET; ORAL) 08-25-65 05Â2I-85
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-50 MSÃƒD/MERCK 14-715 3384663
PERPHENAZINE (TABLET; ORAL) 03-15-78 05-21-85
5OMG; 4MG
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
25MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
50MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN I8Â02I 3546226
IOOMG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08Â01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
I5OMG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
AMRINONE LACTATE
EQ 5MG BASE/ML
ASPIRIN; CAFFEINE;
DIHYDROCODEINE BITARTRATE
356.4MG; 30MG; 16MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
ÐŸÐ°ÑŽ;Ð±ÑˆÑŽ;5ÑˆÐµ
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389Mo; 32.4Ð¼Ðµ; 32Mo
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 65MG
ASPIRIN; CARISOPRODOL
325MG; 2OOMG
ASPIRIN; CARISOPRODOL;
CODE INE PHOSPHATE
325MG; ZOOMG; 16MG
ASPIRIN; MEPROBAMATE
325MG; ZOOMG
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
INOCOR WINTHROP LABS/STERL 18Â7OO 4072746 NCE
(INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31Â94
SYNALGOS-DC IVES LABS/AMHO 11-483
(CAPSULE; ORAL) 09-06-83
NORGESIC RIKER LABS/3M 13-416
(TABLET; ORAL) I0Â27-82
NORGESIC FORTE RIKER LABS/3M I3Â4I6
(TABLET; ORAL) I0Â27-82
DARVON COMPOUND ELI LILLY INDSTRS/PR 10-996
(CAPSULE; ORAL) ' 03-08-83
DARVON COMPOUND-65 ELI LILLY INDSTRS/PR 10-996
(CAPSULE; ORAL) 03-08-83
SOMA COMPOUND WALLACE PHARMS/C-W I2Â365
(TABLET; ORAL) 07-11-83
SOMA COMPOUND W/ CODEINE WALLACE PHARMS/C-W 12-366
(TABLET; ORAL) 07-11-83
EQUAGESIC WYETH LABS/AMHO 11-702
(TABLET; ORAL) I2Â29-83
IV-II



1VÂI2
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT Ã EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ASPIRIN; PENTAZOCINE HYDROCHLORIDE TALWIN COMPOUND WINTHROP LABS/STERL 16-891 4105659
325MG; EQ I2.5MG BASE (TABLET; ORAL) 11-12-75 08-08-95
ATENOLOL TENORMIN STUART PHARMS/ICI AM 18-240 3663607
50M0 (TABLET; ORAL) 08-19-81 05-16-89
3934032
01-20-93
3836671
09-17-91
ATENOLOL TENORMIN STUART PHARMS/ICI AM 18-240 3663607
IOOMG (TABLET; ORAL) 08-19-81 05-16-89
3934032
01-20-93
3836671
09-17-91
ATENOLOL; CHLORTHALIDONE TENORETIC 100 STUART PHARMS/ICI AM 18Â760 3663607
IOOMG; 25MG (TABLET; ORAL) 06-08-84 05-16-89
3934032
01-20-93
3836671
09-17-91
ATENOLOL; CHLORTHALIDONE TENORETIC 50 STUART PHARMS/ICI AM 18Â760 3663607
5OMG; 25MG (TABLET; ORAL) 06-08-84 05-16-89
3934032
01-20-93
3836671
09-17-91
TABLE IV. NDA'S APPROVED FROM 1-I-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
ATRACURIUM BESYLATE
IOMG/ML
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
O.025MG; O.5MG
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; ÐÐ®
AZATADINE MALEATE
IMG
AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
IMG; I2OMG
BACLOFEN
1 0MG
BACLOFEN
ZOMG
BENDROFLUMETHIAZIDE
2.5MG
BENDROFLUMETHIAZIDE
BWG
TRADE NAME
(DOSAGE FORM; ROUTE)
TRACRIUM
(INJECTABLE; INJECTION)
MOTOFEN HALF-STRENGTH
(TABLET; ORAL)
MOTOFEN
(TABLET; ORAL)
OPTIMINE
(TABLET; ORAL)
TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)
LIORESAL
(TABLET; ORAL)
LIORESAL DS
( TABLET; ORAL)
NATURETINÂ2.5
(TABLET; ORAL)
NATURETINÂ5
(TABLET; ORAL)
APPLICANT NAME
BURROUGHS WELLCOME
MCNEIL LABORATORIES
MCNEIL LABORATORIES
SCHERING
SCHERING
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
ER SQUIBB AND SONS
ER SQUIBB AND SONS
NDA #
APPROVAL DATE
18-831
11-23-83
17-744
07-14-78
17-744
07-14-78
17-601
03-29-77
18Â506
03-23-82
17-851
11-22-77
17-851
01-20-82
I2Â164
12-07-59
I2-164
12-07-59
PATENT #
EXCLUSIVITY
EXP. DATE
4179507
12Â18Â96
3646207
02-28-89
3646207
02-28-89
3366635
01-30-85
3419565
12-31-85
3717647
02-20-90
3366635
01-30-85
3419565
12-31-85
3717647
02-20-90
3471548
10-07-86
3471548
10-07-86
3392168
07-09-85
3392168
07-09-85
EÐ¥P. DATE
NOE
11-23-93
IVÂI3



1VÂ14
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
BENDROFLUMETHIAZIDE NATURETIN-IO ER SQUIBB AND SONS I2ÂI64 3392168
IOMG (TABLET; ORAL) 03-29-77 07-09-85
BENDROFLUMETHIAZIDE; NADOLOL CORZIDE ER SQUIBB AND SONS 18Â647 3982021
5MG; 4OMG (TABLET; ORAL) 05-25-83 09-21-93
3935267
01-27-93
BENDROFLUMETHIAZIDE; NADOLOL CORZIDE ER SQUIBB AND SONS 18-647 3982021
5MG; BOMG (TABLET; ORAL) 05-25-83 09-21-93
3935267
01-27-93
BENTIROMIDE CHYMEX ADRIA LABORATORIES 18Â366 3801562 NCE
5OOMG/7.5ML ($0LUTION; ORAL) 12-29-83 04-02-91 12-29-93
3745212
07Â10Â90
BETAMETHASONE CELESTONE SCHERING I2Â657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23Â86
BETAMETHASONE CELESTONE SCHERING I4Â215 3485854
0.6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86
BETAMETHASONE CELESTONE SCHERING 14-762 3485854
0.2% (CREAM; TOPICAL) 04-10-64 12-23-86
BETAMETHASONE ACETATE; CELESTONE SOLUSPAN SCHERING 14-602 3485854
BETAMETHASONE SODIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/ML; EQ 3MG BASE/ML
BETAMETHASONE DIPROPIONATE DIPROLENE SCHERING 18-741
EQ 0.05% BASE (OINTMENT; TOPICAL) 07-27-83
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ñ‚Ð¾ 12-31-84 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
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-136
EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-137
EQ 0.05% BASE (CREAM; TOPICAL) 06Â26-84
Ð’EÐ¢ÐÐ˜EÐ¢ÐÐÐ—ONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138
EQ 0.051 BASE (CREAM; TOPICAL) 06Â26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-140
EQ 0.05% BASE IOINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19Â141
E0 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19Â143
EQ 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE LOTRISONE SCHERING 18-827 3660577
EQ 0.05% BASE; Iz (CREAM; TOPICAL) 07-10-84 05-02-89
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
BETAMETHASONE VALERATE BETA-VAL LEMMON 18-642
EQ O.1% BASE (CREAM; TOPICAL) 03-24-83
BETAMETHASONE VALERATE BETADERM TJ ROAcO 18-839
EQ O.I% BASE (CREAM; TOPICAL) 06-30-83
IVÂI5



ACTIVE INGREDIENT(S)
STRENGTH(S)
BETAMETHASONE VALERATE
EQ 0.I% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
EQ O.I% BASE
BETAMETHASONE VALERATE
EQ 0.I% BASE
BETAMETHASONE VALERATE
EQ O.I% BASE
BETAMETHASONE VALERATE
EQ 0.I% BASE
BETAMETHASONE VALERATE
EQ 0.I% BASE
BETAMETHASONE VALERATE
EQ 0.1% BASE
BETAMETHASONE VALERATE
EQ O.I% BASE
BETHANIDINE SULFATE
IOMG
BETHANIDINE SULFATE
25MG
eIToLTERoL Ð¸ÐµÐ·ÑƒÐ¸Ñ‚Ð°
o . 8%
TRADE NAME
(DOSAGE FORM; ROUTE)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETATREX
(CREAM; TOPICAL)
BETATREX
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(01NTMENT; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
BETATREX
(LOTION; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
TENATHAN
(TABLET; ORAL)
TENATHAN
(TABLET; ORAL)
TORNALATE
(AEROSOL; INHALATION)
APPLICANT NAME
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18-860
08-31-83
18-861
08-31-83
18-862
08-31-83
18-863
08-31-83
18-864
08-31-83
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
17-675
05-29-81
17-675
05-29-81
18-770
12-28-84
3495013
02-10-87
3495013
02-10-87
4138581 NCE
02-06-96 12-28-89
NDA'S APPROVED FROM 1-1-82 T0 I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 12-31-84 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
BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618
5OMG/ML (INJECTABLE; INJECTION) 07-18-78 04-29-86
BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17Â962 3752888
EQ 2.5MG BASE (TABLET; ORAL) 06-28-78 08Â14-90 u
3752814
08-14-90
BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17Â962 3752888
EQ 5MG BASE (CAPSULE; ORAL) 03-01-82 08-14-90
3752814
08-14-90
BROMODIPHENHYDRAMINE HYDROCHLORIDE; AMBENYL MARION LABORATORIES 09-319
CODEINE PHOSPHATE (SYRUP; ORAL) 01-10-84
I2.5MG/5ML; IOMG/5NL
BROMPHENIRAMINE MALEATE; DIMETANE-DC AH ROBINS IIÂ694
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; I2.5MG/5ML
BROMPHENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 11-694
DEXTROMETHORPHAN HYDROBROMIDE; (SYRUP; ORAL) 03-29-84
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; 30MG/5ML
BROMPHENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 19Â279
DEXTROMETHORPHAN HYDROBROMIDE; (SYRUP; ORAL) 08-24-84
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; IOPB/5ML; 3OMG/5ML
IVÂ17
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NDA'S APPROVED FROM IÂI-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
Ã‰ÃšRENGTH(S)
BUTORPHANOL TARTRATE
IMG/ML
BUTORPHANOL TARTRATE
2MG/ML
CALCEFEDIOL, ANHYDROUS
0.02MG
CALCEFEDIOL, ANHYDROUS
0.05MG
CALCITRIOL
0.25 UGM
CALCITRIOL
0.5 UGM
TRADE NAME
(DOSAGE FORM; ROUTE)
STADOL
(INJECTABLE; INJECTION)
STADOL
(INJECTABLE; INJECTION)
CALDEROL
(CAPSULE; ORAL)
CALDEROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
APPLICANT NAME
BRISTOL LABS/B-M
BRISTOL LABS/B-M
UPJOHN
UPJOHN
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA I PATENT # EXCLUSIVITY
APPROVAL DATE EÐ¥P. DATE EÐ¥P. DATE
17-857 3819635
08-22-78 06-25-91
17-857 3819635
08-22-78 06-25-91
18-312 3833622
Ð¾Ðµ-Ð¾5-Ð²Ð¾ Ð¾9-Ð¾3-91
3565924
03-23-86
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
18-044 3697559
08-17-78 1Ð¾-10ÂÐ²9
4391802
07-05-OO
4341774
O7-27-99
4225596
09-30-97
18-044 3697559
08-17-78 10-10-89
4391802
07-05-OO
4341774
Ð¾7-27-99
4225596
09-30Â97
IVÂI9



1VÂ20
ACTIVE INGREDIENT(S)
STRENGTH(S)
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/IOOML; 5GM/IOOML; 3OMG/IOOML;
74MG/IOOML; 640MG/IOOML; 5OOMG/IOOML;
74MG/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
5IOMG/IO0ML; 3OGM/IO0ML; ZOOMG/IOONL;
9.2GM/IOOML; 9.66M/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
5IOMG/IOOML; 5OGM/IOOML; ZOOMG/IOOML;
9.2GM/IOOML; 9.66M/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
5IOMG/IOOML; 3OGM/IOOML; 2OOMG/IOONL;
9.4GM/IOOML; IIGM/IOOML
cALcIuM CHLORIDE; OExTRosE;
MAGNESIUM CHLORIDE; sODIuM ACETATE;
soOIuM CHLORIDE
SIOMG/IOOML; SOGM/IOOML; zooMo/IOOML;
9.4ÐµÑ‡/ÑŽÐ¾Ð¼ÑŒ; IIGM/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
IsOLYTE E w/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DIALYTE CONCENTRATE
W/ DEXTROSE 30%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE CONCENTRATE
W/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE CONCENTRATE
W/ DEXTROSE 30%
IN PLASTIC CONTAINER
($0LUTION; INTRAPERITONEAL)
DIALYTE CONCENTRATE
W/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
AM MCGAW/AM HOSP
AM MCGAW/ AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
NDA #
APPROVAL DATE
18Â269
01-17-83
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
PATENT i EXCLUSIVITY
EXP. DATE EXP. DATE
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FRO4 1-1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/IOOML; I.5GM/IOOML;
I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/IOOML; 2.5GM/IOOML;
I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/IOOML; 4.25GW/IOOML;
I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/IOOML; I.5GM/IOOML;
5.08MG/IOOML; 538MG/IOOML; 448MG/IOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/IOONL; 2.5GM/IOOML;
5.08MG/IOOML; 538MG/IOOML; 448MG/IOOML
lRADE NAME
(DOSAGE FORM; ROUTE)
DELFLEX
w/ DEXTROSE I.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE I.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
DELMED
DELMED
DELMED
DELMED
DELMED
NDA #
APPROVAL DATE
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
IVÂ2I
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
STRENGTH(S)
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
16.5MG/ML; 25.4MG/ML; 74.6MG/ML;
I21MG/ML; 16.IMG/ML
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
35MG/IOOML; 3GAG/IOOML; 74MG/IOOML;
640MG/IOGWL; 500MG/IOOWL; 74MG/IOOML
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE
17.6MG/IOOML; 325.3MG/IOOML;
II9.3MG/IOOML; 643MG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
2OMG/ 100Ð¼1_; 3OMG/I OOML; 380Mo/ I OOML;
6OOMG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/IOOML; 3OWG/IOOML; B6OMG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/IOOML; 30MG/IOOML; 860MG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/IOOML; 30MG/IOOML; 860MG/IOOML
TPN ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ISOLYTE E
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
PLEGISOL
IN PLASTIC CONTAINER
(SOLUTION;
PERFUSION, CARDIAC)
ACETATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
RINGERS INJECTION
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
18-895
O7-20-84
I8-899
10-31-83
18-608
02-26-82
18-725
11-29-82
18-495
02-19-82
18-648
02-07-83
18-721
11-09-82



IVÂ24
ACTIVE INGREDIENT(S)
STRENGTH(S)
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
200G/IOOML; 30MG/IOOML;
6OOMG/IOOML; 3IOMG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
Ã¬OMG/IOOML; 3GAG/IOOML;
Ã´OOMG/IOOML; 3IOMG/IOOML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
ZOMG/IOOML; 3OMG/IOOML;
600MG/IOOML; 3IOMG/IOOML
CALCIUM METRIZOATE; MAGNESIUM METRIZOATE;
NEGLUMINE METRIZOATE; METRIZOATE SODIUM
O.78MG/ML; O.I5MG/ML; 75.9%G/ML; 16.GWG/ML
CALCIUM; MEGLUMINE; METRIZOIC ACID
O.35MG/ML; I40.IMG/ML; 461.8MG/ML
CAPTOPRIL
5OMG
CAPTOPRIL
25MG
CAPTOPRIL
IOOMG
CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; I5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
ISOPAQUE 440
(INJECTABLE; INJECTION)
ISOPAQUE 280
(INJECTABLE; INJECTION)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOZIDE 25/I5
(TABLET; ORAL)
APPLICANT NAME
TRAVENOL LABS
AM MCGAW/AM HOSP
TRAVENOL LABS
WINTHROP LABS/STERL
WINTHROP LABS/STERL
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
18-494
02-19-82
18-681
12-27-82
18-921
04-03-84
16Â847 3476802
11-17-73 11-04-86
17Â506 3476802
04-30-74 11-04-86
18-343 4105776
04-06-81 08-08-95
18-343 4105776
04-06-81 08-08-95
18-343 4105776
04-06-81 08-08-95
18-709 4105776
10-12-84 08-08-95
4217347
08-12-97
12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
NDA'S APPROVED FROM 1-1-82 Ð¢O
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 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
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 4 ER SQUIBB AND SONS 18Â709 4105776 Ã§
5ÐžMG; I5MG (TABLET; ORAL) 10-12-84 08-08-95
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ` ER SQUIBB AND SONS 18Â709 4105776
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16Â608 4409212
2OOMG (TABLET; ORAL) 03Â1IÂ68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
IOOMG (TABLET, CHEWABLE; ORAL) 12-14-81 10-11-OO
CARBIDOPA LODOSYN MSÃƒD/MERCK 17-830 3830827
25MG (TABLET; ORAL) 04-25-77 08-20-91
3781415
12Â25Â90
CARBIDOPA; LEVODOPA SINEMET MSÃƒD/MERCK I7Â555 3769424
IOMG; IOOMG (TABLET; ORAL) 05-02-75 10-30-90
3781415
12Â25Â90
3830827
08-20-91
RE29892
10-30-90
CARBIDOPA; LEVODOPA SINEMET MSÃ¢D/MERCK 17-555 3769424
25MG; 250MG (TABLET; ORAL) 05-02-75 10-30-90
3781415
12Â25Â90
3830827
08-20-91
RE29892
10-30-90
1VÂ25



1VÂ26
ACTIVE INGREDIENT(S)
STRENGTH(S)
CARBIDOPA, LEVODOPA
25MG; IOOMG
CARBOPROST TROMETHAMINE
EQ 0.25MG BASE/ML
CELLULOSE SODIUM PHOSPHATE
2 . 5GM/ PACKET
vCERULETIDE DIETHYLAMINE
0.02MG/ML
CHENODIOL
25GUG
CHLORDIAZEPOXIDE
25MG
CHLORDIAZEPOXIDE
5MG
CHLORDIAZEPOXIDE
IOMG
CHLORDIAZEPOXIDE
30MG
TRADE NAME
(DOSAGE FORM; ROUTE)
SINEMET
(TABLET; ORAL)
PROSTIN/I5M
(INJECTABLE; INJECTION)
CALCIBIND
(POWDER; ORAL)
TYMTRAN
(INJECTABLE; INJECTION)
CHENIX
(TABLET ; ORAL)
LIBRITABS
(TABLET ; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
APPLICANT 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 3769424
03-13-80 10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
17-989 3728382
01-09-79 04-17-90
18-757 NCE
I2Â28-82 12-28-92
18-296 3472832
12Â24-81 10-14-86
18-513 NCÐ•
07Â28-83 07Â28Â93
13-071 4316897
10-31-66 02-23-99
13-071 4316897
10-31-66 02-23-99
13-071 4316897
10-31-66 02-23-99
17-813 4316897
09-12-83 02-23-99
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME â€š APPLICANT NAME IDA II( PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE)_ APPROVAL DATE EXP. DATE EXP. DATE
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
5MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS I2Â249 43I6897
IUVIG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
25MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOFFMANN-LA ROCHE 12-301 4316897
IOOMG/AMP ( INJECTABLE; INJECTION) 07-21-61 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX I-DFFMANN-LA ROCHE 12-750 4316897
CLIDINIUM BROMIDE (CAPSULE; ORAL) 05-02-61 02-23-99
5MG; 2.5MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 mFFMANN-LA ROCHE 14-740 4316897
5MG; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, OONJUGATED MENRIUM 5-4 Ð®Ð Ð MÐNN-Ð¦ ROCHE 14-740 4316897
5MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, OONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897
1040; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
CHLOROXINE CAPITROL WESTWOOD PHARMS I7Â594 3886277
2% (SHAMPOO; TOPICAL) 10-19-76 05-27-92
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE OOMBIPRES BOEHRINGER INGELHEIM 17Â503 3454701
I5MG; 0.1MG (TABLET; ORAL) 08-22-74 07-08-86
IVÂ27



IVÂ28
ACTIVE INGREDIENT(S)
STRENGTH(S)
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE
I5MG; 0.2M@
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE
I5MG; O.3MG
CHOLESTYRAMINE
EQ 4GM RESIN/PACKET
CHOLESTYRAMINE
EQ 4GM RESIN/PACKET
CHYMOPAPAIN
I2,500 UNITS/VIAL
CHYMOPAPAIN
10,000 UNITS/VIAL
CHYMOPAPAIN
4,000 UNITS/VIAL
cIcLoPmox oLmmE
11
CIMETIDINE
2OOMG
CIMETIDINE
SOOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
COMBIPRES
(TABLET; ORAL)
COMBIPRES
(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)
APPLICANT NAME
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
MEAD JOHNSON/B-M
NEAD Ð©ONNÐ—ON/Ð’Ð§Ð§
TRAVENOL LABS
SMITH LABORATORIES
SMITH LABORATORIES
HOECHST-ROUSSEL
SK&F LAB
SK&F LAB
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE
EXP. DATE
17-503
08Â22-74
17-503
04-10-84
16-019
12-06-66
16-640
08-03-73
18-625
01-18-84
18-663
11-10-82
18-663
08-21-84
18-748
12-30-82
17-920
08-16-77
17-920
08-16-77
3454701
07-08-86
3454701
07-08-86
3383281
05-18-85
_3383281
05-18-85
4439423 NCE
03-26-01 11-10-92
4439423
03-26-01
3883545 NCE
05-13-92 12-30-92
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
CIMETIDINE
4OOMG
CIMETIDINE HYDROCHLORIDE
EQ 3OOMG BASE/5ML
CIMETIDINE HYDROCHLORIDE
EQ I5OMG BASE/ML
CINOXACIN
25OMG
CINOXACIN
5OOMG
CISPLATIN
O.5MG/ML
CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GW/IOOML; 380MG/IOOML; 430MG/IOOML
CITRIC ACID: MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/IOOML; 380MG/IOOML; 430MG/IOOML
CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
EQ IMG BASE; 75MG
TRADE NAME
(DOSAGE FORM; ROUTE)
TAGAMET
(TABLET; ORAL)
TAGAMET
(SOLUTION; ORAL)
TAGAMET
(INJECTABLE; INJECTION)
CINOBAC
(CAPSULE; ORAL)
CINOBAC
(CAPSULE; ORAL)
PLATINOL-AQ
IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)
IVÂ29
APPLICANT NAME
SKÃƒF LAB
SKÃ€F LAB
SK&F LAB
ELI LILLY
ELI LILLY
BRISTOL LABS/B-M
TRAVENOL LABS
ABBOTT LABORATORIES
DORSEY LABS/SANDOZ
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â920 3950333
12-14-83 04-13-93
4024271
05-17-94
17-924 3950333
08-16-77 04-13-93
4024271
05-17-94
17-939 3950333
08-16-77 04-13-93
4024271
05-17-94
18-067 3669965
06-13-80 06-13-89
18-067 3669965
06ÂI3-80 06ÂI3-89
18-507 4177263
07-18-84 12-04-96
18-519
06-22-82
18-904
05-27-83
18-298 3933999
12-15-82 01-20-93



17-30
ACTIVE INGREDIENT(S)
STRENGTH(S)
CLOMIPHENE CITRATE
50MG
CLONAZEPAM
O.5MG
CLONAZEPAM
IMG
CLONAZEPAM
ZMG
CLONIDINE
2.5MG
CLONIDINE
5MG
CLONIDINE
7.5MG
CLONIDINE HYDROCHLORIDE
O.1MG
CLONIDINE HYDROCHLORIDE
0.2MG
CLONIDINE HYDROCHLORIDE
0.3M0
CLORAZEPATE DIPOTASSIUM
3.75MG
TRADE NAME
(DOSAGE FORM; ROUTE)
CLOMIPHENE CITRATE
(TABLET; ORAL)
CLONOPIN
(TABLET; ORAL)
CLONOPIN
(TABLET; ORAL)
CLONOPIN
(TABLET; ORAL)
CATAPRES-TTS-I
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)
CATAPRESÂTTSÂ2
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)
CATAPRESÂTTSÂ3
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)
CATAPRES
(TABLET; ORAL)
CATAPRES
(TABLET; ORAL)
CATAPRES
(TABLET; ORAL)
TRANXENE
(CAPSULE; ORAL)
APPLICANT NAME
PLANTEX/IKAPHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
ABBOTT LABORATORIES
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
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 02Â23-99
18-891 3454701
10-10-84 07-08-86
18-891 3454701
10-10-84 07-08-86
18-891 3454701
10-10-84 07-08-86
17-407 3454701
09-03-74 07-08-86
17-407 3454701
09-03-74 07-08-86
17-407 3454701
09-20-79 07-08-86
17-105 8E28315
06-23-72 06-23-87
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
NDA'S APPROVED FROM 1-I-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
CLORAZEPATE DIPOTASSIUM
7.5MG
CLORAZEPATE DIPOTASSIUM
I5MG
CLORAZEPATE DIPOTASSIUM
22.5MG
CLORAZEPATE DIPOTASSIUM
II.25MG
CLORAZEPATE DIPOTASSIUM
3.75MG
CLORAZEPATE DIPOTASSIUM
7.5MG
CLORAZEPATE DIPOTASSIUM
I5MG
CLOTRIMAZOLE
I1
CLOTRIMAZOLE
Ii
TRADE NAME
(DOSAGE FORM; ROUTE)
TRANXENE
(CAPSULE; ORAL)
TRANXENE
(CAPSULE; ORAL)
TRANXENE SD
(TABLET; ORAL)
TRANXENE SD
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
LOTRIMIN
(SOLUTION; TOPICAL)
LOTRIMIN
(CREAM; TOPICAL)
ABBOTT
ABBOTT
ABBOTT
ABBOTT
ABBOTT
ABBOTT
ABBOTT
APPLICANT NAME
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
LABORATORIES
SCHERING
SCHERING
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-105 RE283I5
06-23-72 06-23-87
17-105 RE28315
06-23-72 06-23-87
17-105 RE283I5
03-31-75 06-23-87
17-105 RE283I5
08-04-76 06-23-87
17ÂIO5 RE28315
03-10-80 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-105 RE283I5
03Â10-80 06-23-87
17Â6I3 3660577
02-03-75 05-02-89
3705172
12-05-89
3839573
10-01-91
17-619 3660577
03-18-75 05-02-89
3705172
12-05-89
3839573
10-01-91
IVÂ31



17-32
ACTIVE INGREDIENT(S)
STRENGTH(S)
cLoTR Ñ‚Ð¸ÑˆÐµ
l1
CLOTRIMAZOLE
IOOMG
CLOTRIMAZOLE
15
CLOTRIMAZOLE
IOOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
GYNE-LOTRIMIN
(CREAM; VAGINAL)
GYNE-LOTRIMIN
(TABLET; VAGINAL)
MYCELEX
(SOLUTION; TOPICAL)
MYCELEX-G
(TABLET; VAGINAL)
APPLICANT NAME
SCHERING
SCHERING
MILES PHARMS/MILES
MILES PHARMS/MILES
NDA l
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18-052
11-08-78
17-717
03-24-76
18-181
01-15-79
18-182
02-27-79
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
10-01-91
3705172
12-05-89
3660577
05-02-89
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 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
CLOTRIMAZOLE MYCELEX MILES PHARMS/MILES 18Â183 3839573
I% (CREAM; TOPICAL) 01-15Â79 10-01-91
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE MYCELEX-G MILES PHARMS/MILES 18-230 3839573
I% (CREAM; VAGINAL) 02ÂI6Â79 1OÂ0IÂ9I
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE MYCELEX MILES PHARMS/MILES 18Â7I3 3839573
IOMG (TROCHE/LOZENGE; ORAL) 06Â17-83 IOÂOIÂ9I
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE LOTRIMIN SCHERING 18-8I3 3839573
I% (LOTION; TOPICAL) 02Â17-84 10-01-91
3705172
12-05-89
3660577
05-02-89
CGJEINE PHOSPHATE; PHENERGAN VC W/ CODEINE WYETH LABS/AMHO 08-306
PHENYLEPHRINE HYDROCHLORIDE; (SYRUP; ORAL) 04-02-84
PROMETHAZINE HYDROCHLORIDE
IGWG/5ML; 5MG/5ML; 6.25MG/5ML
IVÂ33



IVÂ34
ACTIVE INGQEDIENUS)
STRENGTH(S)
Å“ DEINE PHOSPHATE;
PROMETHAZ I Nz'. HYDROCHLOR I DE
I OMG/5ML; 6. 25MG/5ML
CODEINE PHOSPHATE;
PSEUDOEPHEDR I NE HYDROCHLOR IDE ;
TRIPROLIDINE HYDROCHLORIDE
IOMG/5ML; 3MG/SML; 1.25MG/5ML
Å“ LEST IPOL HYDROCH_OR IDE
5G4/PAO<ET
COLEST I POL HYDROCHLOR I DE
SOOGM/ BOT
Å“ PPER
89V1G
COPPER
I ZOVIG
TRADE NAME
(DOSAGE FORM; ROUTE)
PHENERGAN W/ CODEINE
(SYRUP: ORAL)
ACTIFED W/ CODEINE
(SYRUP; ORAL)
COLEST ID
(GRANULE; ORAL)
Å“ LEST I D
(GRANULE: ORAL)
CU-7
(INTRAUTER INE DEV ICE;
INTRAUTER I NE)
TATUM-T
( I NTRAUTER I NE DEV ICE;
I NTRAUTER 1 NE)
APPL ICANT 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
12Â575
04-04-84
17Â563 3692895
04-04-77 09-19-89
17Â563 3692895
04-04-77 09-19-89
17-408 3563235
02-25-74 02Â1 6-88
4o4o417
08-09-94
3783861
01-08-91
3803308
12-01-87
ÐšE28399
04-29-92
18-205 3563235
08-16-79 02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
OROMOLYN SODIUM
2ÐžMÐ‘
CROMOLYN SODIUM
4%
CROMOLYN SODIUM
4%
TRADE NAME
(DOSAGE FORM; ROUTE)
INTAL
(CAPSULE; INHALATION)
NASALCROW
(SOLUTION; NASAL)
OPTICROM
(SOLUTION; OPHTHALMIC)
APPLICANT NAME
FISONS
FISONS
FISONS
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
I6Â990
06-20-73
18-306
03-18-83
18-155
10-03-84
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
1VÂ35



IVÂ36
ACTIVE INGREDIENT(S)
STRENGTH(S)
CROMOLYN SODIUM
IOMG/ML
CYCLOBENZAPRINE HYDROCHLORIDE
SWG
CYCLOBENZAPRINE HYDROCHLORIDE
IOMG
CYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIDE
ZGM/VIAL
DANTROLENE SODIUM
25MG
DANTROLENE SODIUM
IOOVIG
DANTROLENE SODIUM
50MG
TRADE NAME
(DOSAGE FORM; ROUTE)
INTAL
(SOLUTION; INHALATION)
FLEXERIL
(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
cYToxVN
(INJECTABLE; INJECTION)
CYTOXAN
(INJECTABLE; INJECTION)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
APPLICANT NAME
FISONS
MS&D/MERCK
MSÃ D/MERCK
MEAD JOHNSON/B-M
MEAD JOHNSON/B-M
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P86
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â596 3686412
05-28-82 08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
17-821 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
08-30-82
12-142
08-30-82
17-443 3415821
01-15-74 12-10-85
17-443 3415821
01-15-74 12-10-85
17-443 3415821
10-10-75 12-10-85
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DANTROLENE SODIUM
2OMG/VIAL
DEFEROXAMINE MESYLATE
500MG/VIAL
DESIPRAMINE
25MG
DESIPRAMINE
5OMG
DESIPRAMINE
25MG
DESIPRAMINE
50MG
DESIPRAMINE
75MG
DESIPRAMINE
IOOMG
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
TRADE NAME
(DOSAGE FORM; ROUTE)
DANTRIUM
(INJECTABLE; INJECTION)
DESFERAL MESYLATE
(INJECTABLE; INJECTION)
PERTOFRANE
(CAPSULE; ORAL)
PERTOFRANE
(CAPSULE; ORAL)
NORPRAMIN
(TABLET; ORAL)
NORPRAMIN
(TABLET; ORAL)
NORPRAMIN
(TABLET; ORAL)
NORPRAMIN
(TABLET; ORAL)
APPLICANT NAME
NORWICH EATON/P&G
CIBA/CIBA-GEIGY
USV LABORATORIES
USV LABORATORIES
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
NDA A PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â264 3415821
09-18-79 12-10-85
16-267 3471476
04-01-68 10-07-86
13-621 3454698
12-18-64 07-08-86
3454554
07-08-86
13-621 3454698
04-10-68 07-08-86
3454554
07-08-86
14-399 3454698
11-20-64 07-08-86
3454554
07-08-86
14-399 3454698
01-09-67 07-08-86
3454554
07-08-86
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
IVÂ37



1VÂ38
ACTIVE INGREDIENT(S)
STRENGTH(S)
DESIPRAMINE HYDROCHLORIDE
I50MG
DESIPRAMINE HYDROCHLORIDE
IOMG
DEsMoPREss IN ACETATE
Ð¾. Ð¾ 1 Il
DESMOPRESSIN ACETATE
0.004MG/ML
DESONIDE
0.05%
DEsox 1MEÐ¢ÐS0NE
Ð¾. 05%
DESOXIMETASONE
0.25%
DEXAMETHASONE
O.5MG
DEXAMETHASONE
0.75MG
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
NORPRAMIN IERRELL DOW/DOW CHEM 14-399 3454698
(TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
NORPRAMIN MERRELL DOW/DOW CHEM I4-399 3454698
(TABLET; ORAL) 02-11-82 07-08-86
3454554
07-08-86
DDAVP ARMOUR PHARM 17-922 3497491
(SOLUTION; NASAL) 02-21-78 02-24-87
DDAVP ARMOUR PHARM I8-938 3497491
(INJECTABLE; INJECTION) 03-30-84 02-24-87
DESOWEN OWEN LABS/DERM PRODS 19-048
(CREAM; TOPICAL) 12-14-84
TOPICORT HOECHST-ROUSSEL 18-586
(GEL; TOPICAL) 03-29-82
TOPICORT HOECHST-ROUSSEL 18-763
(01NTÐœENT; TOPICAL) 09-30-83
DECADRON MSÃƒD/MERCK I1-664 3375261
(TABLET; ORAL) 10-30-58 03-26-85
RE28369
03-26-85
DECADRON MSÃƒD/MERCK 11Â664 3375261
(TABLET; ORAL) 10-30-58 03-26-85
RE28369
03-26-85
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXAMETHASONE
I . 5MG
DEXAMETHASONE
0.25MG
DEXAMETHASONE
4MG
DEXAMETHASONE
6MG
DEXAMETHASONE
O.5MG/5ML
DEXAMETHASONE
O.5MG/5ML
DEXAMETHASONE
0.540
DEXAMETHASONE
0.75MG
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DECADRON MSÃ¢D/MERCK 1IÂ664 3375261
(TABLET; ORAL) IO-30-58 03-26-85
RE28369
03-26-85
DECADRON MSÃƒD/MERCK 1IÂ664 3375261
(TABLET; ORAL) 07-26-79 03-26-85
RE28369
03-26-85
DECADRON MSÃ„D/MERCK 1IÂ664 3375261
(TABLET; ORAL) 07-26-79 03-26-85
RE28369
03-26-85
DECADRON MSÃ„D/MERCK 1IÂ664 3375261
(TABLET; ORAL) 07-30-82 03-26-85
RE28369
03-26-85
DECADRON MSÃ¢D/MERCK I2Â376 3375261
(ELIXIR; ORAL) 09-02-60 03-26-85
RE28369
03-26-85
HEXADROL ORGANON/AKZONA 12-674 RE28369
(ELIXIR; ORAL) 04-23-64 03-26-85
HEXADROL ORGANON/AKZONA 12Â675 RE28369
(TABLET; ORAL) O7Â01-78 03-26-85
HEXADROL ORGANON/AKZONA I2Â675 RE28369
(TABLET; ORAL) 07-01-78 03-26-85
IVÂ39



ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXAMETHASONE HEXADROL ORGANON/AKZONA 12-675 RE28369
I.5MG (TABLET; ORAL) 09Â24-65 03-26-85
DEXAMETHASONE HEXADROL ORGANON/AKZONA 12Â675 RE28369
4MG (TABLET; ORAL) 07-01-74 03-26-85
DEXAMETHASONE DECASPRAY MSÃƒD/MERCK 12-731 3375261
IOMG/256M (AEROSOL; TOPICAL) 03-29-61 03-26-85
RE28369
03-26-85
DEXAMETHASONE HEXADROL ORGANON/AKZONA 13-304 RE28369
0.04% (CREAM; TOPICAL) 01-09-67 03-26-85
DEXAMETHASONE DECADERM MSÃƒD/MERCK 13-538 3375261
0.11 (GEL; TOPICAL) 05-03-65 03-26-85
RE28369
03-26-85
DEXAMETHASONE ACETATE DECADRON-LA MSAD/MERCK 16Â675 3375261
EQ SMG BASE/ML (INJECTABLE; INJECTION) 09-06-73 03-26-85
RE28369
03Â26-85
DEXAMETHASONE SODIUM PHOSPHATE DECADRON MSÃƒD/MERCK 1IÂ977 3375261
EQ 0.05% PHOSPHATE (01NTMENT; OPHTHALMIC) 09-02-59 03-26-85
RE28369
O3-26-85
DEXAMETHASONE SODIUM PHOSPHATE DECADRON MSÃƒD/MERCK IIÂ983 3375261
EQ 0.I$ PHOSPHATE (CREAM; TOPICAL) 08-26-59 03-26-85
RE28369
03-26-85
TABLE IV. NDA'S APPROVED FROM lÂ1-82 TO 12Â31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXAMETHASONE SODIUM PHOSPHATE
EQ O.I% PHOSPHATE
DEXAMETHASONE SODIUM PHOSPHATE
EQ 4MG PHOSPHATE/ML
DEXAMETHASONE SODIUM PHOSPHATE
EQ 24MG PHOSPHATE/ML
DEXAMETHASONE SODIUM PHOSPHATE
EQ 0.IMG PHOSPHATE/INH
DEXAMETHASONE SODIUM PHOSPHATE
EQ 0.1MG PHOSPHATE/INH
DEXAMETHASONE SODIUM PHOSPHATE
EQ 4MG PHOSPHATE/ML
DEXAMETHASONE SODIUM PHOSPHATE
EQ IOMG PHOSPHATE/ML
DEXAMETHASONE SODIUM PHOSPHATE
EQ 20MG PHOSPHATE/ML
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DECADRON MSÃƒD/MERCK 11-984 3375261
(SOLUTION; 09-23-59 03-26-85
OPHTHALMIC, OTIC) RE28369
03-26-85
DECADRON MSÃƒD/MERCK 12-071 3375261
(INJECTABLE; INJECTION) 05-12-61 03-26-85
RE28369
03-26-85
DECADRON MSÃƒD/MERCK 12-071 3375261
(INJECTABLE; INJECTION) 03-01-77 03-26-85
RE28369
03Â26-85
DECADRON MSÃƒD/MERCK 13-413 3375261
(AEROSOL; INHALATION) 09ÂI7Â62 03-26-85
RE28369
03-26-85
DECADRON MSÃƒD/MERCK 14-242 3375261
(AEROSOL; NASAL) I2Â17Â65 03-26-85
RE28369
03-26-85
HEXADROL ORGANON/AKZONA 14-694 RE28369
(INJECTABLE; INJECTION) 03-14-75 03-26-85
HEXADROL ORGANON/AKZONA I 4-694 RE28369
(INJECTABLE; INJECTION) 03-14-75 03-26-85
HEXADROL ORGANON/AKZONA I4-694 RE28369
(INJECTABLE; INJECTION) 04-27-81 03-26-85
IVÂ4I



IVÂ42
( 1 NJECTABLE; INJECTION)
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME IDA # PATENT #I EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXN'IETHASONE SODIUM PHOSPHATE; DECADRON W/ XYLOCAINE MS&D/MERCK 13-334 3375261
1. IDOCA INE HYDROCHLORIDE ( INJECTABLE; INJECTION) 07-1 1 -62 03-26-85
EQ 4MG PHOSPHATE/ML; IOMG/ML RE28369
03-26-85
DEXTRONETI-DRPHAN HYDROBROMIDE; PHENERGAN W/ DEXTROMETHORPHAN WYETH LABS/AMHO 11-265
PRCMETHAZINE HYDROCHLORIDE (SYRUP; ORAL) 04-02-84
I5MG/ 5ML; 6.25MG/5ML
DEXTROSE DEXTROSE 60% IN PLASTIC TRAVENOL LABS 17-521
60014/ I 00ML CONTA INER 03Â26-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 701 IN PLASTIC TRAVENOL LABS 17-521
7OGM/ I 00Ðœ1. Å“NTAINER 03-26-82
( INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 60% IN PLASTIC AM MCOAW/AM HOSP 17-995 3729568
60614/ 1 OOVIL CONTAINER 04-27-78 04-24-90
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 60% AM MCGAW/AM HOSP 17Â995 3729568
Ð²Ð¾ÐµÐ¼/100171 ( INJECTABLE; INJECTION) 09-22-82 04-24-90
DEXTROSE DEXTROSE 701 IN PLASTIC ABBOTT LABORATORIES 18-561
7OGM/ IOfML Å“NTA INER 03-23-82
( INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 401 IN PLASTIC ABBOTT LABORATORIES 18Â562
4OGM/ I 00M1. CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 501 IN PLASTIC ABBOTT LABORATORIES 18Â563
5OGM/ I 00M1. Å“NTAINER 03-23-82
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 ÐND NDA'S WITH APPROPRIATE PATENT INFORMATION
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18Â564
ZOGM/IOOML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES 18Â923
38.5GM/IOOML CONTAINER 09-19-84
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19Â222
5OMG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18ÂI32
5GM/IO0ML; 80MG/IOOML (INJECTABLE; INJECTION) 02-04-82
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132
5GM/IOOML; 16OMG/IOOML (INJECTABLE; INJECTION) 02-04-82
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826
5GM/IO0ML; SOMG/IOOML CONTAINER 09-30-83
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826
5GM/IOOML; 160MG/IOONL CONTAINER 09-30-83
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826
Ð‘GÐœ/1OÐžÐœ1_; 32OMG/ 100Ðœ1. OOIITA INER 09-30-83
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 1,0OO UNITS AM MCGAW/AM HOSP 19-130
5GM/1OÐžÐ§1; 200 UNITS/IOOML AND DEXTROSE 5% IN 12-31-83
IVÂ43



IVÂ44
ACTIVE INGREDIENT(S)
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
STRENGTH(S)
DEXTROSE; HEPARIN SODIUM
50M/IOOML; 200 UNITS/IOOML
DEXTROSE; HEPARIN SODIUM
5GM/IOOML; 1,000 UNITS/IOOML
DEXTROSE; HEPARIN SODIUM
5GM/IOOML; 4,000 UNITS/IOOML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GW/IOOML; SOOMG/IOOML
DEXTROSE ; L l DOCAI NE HYDROCHLOR IDE
SGM/IOOML; BOOIIG/IOONL
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGW/IOOML; ZOOMG/IOOML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/IOOML; 400MG/IOOML
HEPARIN SODIUM 2,000 UNITS
AND DEXTROSE 55 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5,000 UNITS
AND DEXTROSE 55 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 55 IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.85
IN DEXTROSE 55
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.85
AND DEXTROSE 55
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.25
AND DEXTROSE 55
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.45
AND DEXTROSE 55
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
TRA VE NOL LABS
ABBOTT LABORATORIES
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
I9ÂI30
12-31-83
19-130
12-31-83
18-814
10-31-83
18-388
11-05-82
18-461
02-22-82
18Â967
O3Â30-84
18Â967
03-30-84
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GW/IOOML; BOOMG/IOOML
DEXTROSE; MAONES I uM CHLoR I DE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5eM/IOOML; 3IÐ˜G/IOOML;
I3OMG/IOOML; 26MG/IOOML;
32OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; 75MG/IO0NL
DEXTROSE; POTASSIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
5GH/IOOML; 22OMG/IOOML
DEXTROSE; POTASSIUM CHLORIDE
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
LIDOCAINE HCL 0.8% AM MCGAW/AM HOSP I8Â967
AND DEXTROSE 5% 03-30-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ISOLYTE P W/ AM MCGAW/AM HOSP I9Â025
DEXTROSE 5% IN I2Â27-84
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND AM MCGAW/AM HOSP 18Â744
POTASSIUM CHLORIDE 0.075% 11-09-82
1Ð¼ PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASSIUM CHLORIDE 0. I5% I IÂ09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASSIUM CHLORIDE 0.22% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
POTASSIUM CHLORIDE 0.3% 11-09-82
5GW/IOOML; 300MG/IOOML
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
1VÂ45
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TABLE IV. NDA'S APPROVED FROM IÂI-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
5GM/IOOWL; 224MG/IOOML; 330MG/IOOML
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTEL APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18Â567
CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83
5GM/IOOML; I5OWG/IOOML; 2OOMG/IOOML IOMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18Â567
CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02ÂI6-83
5GM/IOOML; 22MWG/IOOML; 200MG/IOOML I5MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18Â567
CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83
5GM/IOOML; I5OMG/IOOML; 2OOMG/IOOM_ 20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-567
CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83
5GM/IOOML; 224MG/IOOML; 2OOMG/IOOML 30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18Â629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82
SGM/IOOML; 75MG/IO0ML; 33OMG/IOOML 5MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE O3-23-82
5GM/IOOML; I5OMG/IOOML; 330MG/IOOML IOMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE O3Â23-82
I5MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IVÂ47



1VÂ48
ACTIvE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
>STRENGTH(S) (DOSAGE FORM; ROUTE) APPROvAL DATE EXP. DATE EXP. DATE
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE o3-23-82
5GM/IO0ML; I5OMO/IO0ML; 330MG/IO0ML 20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82
50M/IOOML; 75MG/IOOML; 330M0/IO0ML IOMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82
5GM/100ML; 3OOMG/I00ML; 330MG/IOOML 20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82
50M/IOOML; 224MG/IO0ML; 330MG/IOOML 30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629
CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82
5GM/IOOML; 3OOMG/IOOML; 330MG/IO0ML AOMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES I9-2II
5GM/IO0ML; 40M8/IO0ML DEXTROSE 5% I2-I4-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TABLE IV. NDA'S APPROVED PROMÃ„I-I-ez Ñ‚Ð¾ I2-3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



NDA'S APPROVED FROM 1-1-82 TO I2Â31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; THEOPHYLLINE
5GM/I OWL; 4Ð¾Ð¼Ðµ/1Ð¾Ð¾Ð¼1
DEXTROSE; THEOPHYLLINE
SGM/IOOML; Ð²Ð¾Ð¼ÐµÐ»Ð¾Ð¾Ð¼.
DEXTROSE; THEOPHYLLINE
5GM/IOOML; BOWG/IOOML
DEXTROSE; THEOPHYLLINE
5GM/IOOML; I6OMG/IOOML
DEXTROSE; THEOPHYLLINE
5GM/IOOML; I6OMG/IOOML
DEXTROSE; THEOPHYLLINE
5GM/IOOML; ZOOMG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
THEOPHYLLINE 0.04%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.08%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.16%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
NDA #
APPROVAL DATE
I9Â083
11-07-84
19-211
12-14-84
19-083
11-07-84
I9Â2II
12-14-84
19-083
11-07-84
19-211
12-14-84
PÐÐ¢ENÐ¢ # EXCLUSIVITY
EXP. DATE EXP. DATE
IVÂ49



IVÂ5O
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; THEOPHYLLINE
5GM/IO0ML; 200MG/IOOML
DEXTROSE; THEOPHYLLINE
50M/IOOML; 4OOWG/IOOML
DEXTROSE; THEOPHYLLINE
SGM/IOOML; 4OOMG/IOOML
DEXTROSE; THEOPHYLLINE
5G4/I 00ML; 400MG/ I OONL
DEXTROSE; THEOPHYLLINE
5GM/IO0ML; 80MG/IOOML
DEXTROSE; THEOPHYLLINE
5GW/IOOML; I6OMG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
THEOPHYLLINE 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA #
APPROVAL DATE
I9Â2I2
IIÂ07-84
I9Â2II
I2Â14-84
I9Â212
I1-07-84
18-649
07-26Â82
I8-649
07-26-82
18Â649
07-26-82
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
NDA'S APPROVED FROM IÂI-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢0 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DEXTROSE; THEOPHYLLINE
5GM/IOOML; ZOGWG/IOOML
DEXTROSE; THEOPHYLLINE
5GM/IOOML; 400MG/IOOML
DIAZEPAM
2MG
DIAZEPAM
5MG
DIAZEPAM
IOMG
DIAZEPAM
5MG/ML
DIAZEPAM
I5MG
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18Â649
IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18Â649
IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
VALIUM HOFFMANN-LA ROCHE I3Â263 43I6897
(TABLET; ORAL) 11-15-63 02-23-99
3371085
02-27-85
VALIUM HOFFMANN-LA ROCHE I3Â263 43I6897
(TABLET; ORAL) IIÂI5Â63 02-23-99
3371085
02-27-85
VALIUM HOFFMANN-LA ROCHE I3Â263 43I6897
(TABLET; ORAL) 1IÂI5Â63 02Â23-99
3371085
02-27-85
VALIUM HOFFMANN-LA ROCHE 16Â087 43I6897
(INJECTABLE; INJECTION) 08-24-66 02-23-99
3371085
02-27-85
VALRELEASE HOFFMANN-LA ROCHE 18Â179 43I6897
(CAPSULE, CONTROLLED 03-12-81 02-23-99
RELEASE; ORAL) 337I085
02-27-85
IVÂ5I
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TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DIGOXIN
O.IMG
DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
O.5MG/0.5WL; 2500 UNITS/O.5ML;
5.33MG/0.5ML
DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
O.5MG/0.7ML; 5OO0 UNITS/0.3WL;
7.46MG/0.7NL
DILTIAZEM HYDROCHLORIDE
30MG
DILTIAZEM HYDROCHLORIDE
60MG
DINOPROST TROMETHAMINE
EQ 5MG BASE/ML
DINOPROSTONE
20MG
DIPIVEFRIN HYDROCHLORIDE
0.1%
Ð¨
(DOSAGE FORM; ROUTE)
LANOXICAPS
(CAPSULE; ORAL)
EMBOLEX
(INJECTABLE; INJECTION)
EMBOLEX
(INJECTABLE; INJECTION)
CARDIZEM
(TABLET; ORAL)
CARDIZEM
(TABLET; ORAL)
PROSTIN F2 ALPHA
(INJECTABLE; INJECTION)
PROSTIN E2
(SUPPOSITORY; VAGINAL)
PROPINE
(SOLUTION; OPHTHALMIC)
APPLICANT NAME
BURROUGHS WELLCOME
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MARION LABORATORIES
MARION LABORATORIES
UPJOHN
UPJOHN
ALLERGAN PHARMS
NDA # PÐÐ¢ENÐ¢ # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-118
07Â26-82
18-885
11-30-84
18-885
11-30-84
18Â602 3562257 NCE
IIÂO5-82 02-09-88 11-05-92
18Â602 3562257 NCE
11-05-82 02-09-88 11-05-92
17-434 3706789
IIÂ26Â73 I2-19-89
3778506
12-11-90
17-810 3899587
08-23-77 08-12-92
3598858
08-10-88
18-239 3839584
05-02-80 10-01-91
3809714
05-07-91
IVÂ53



IVÂ54
ACTIVE INGREDIENT(S)
STRENGTH(S)
DI SOPYRAM I DE PHOSPHATE
EQ IOOMG BASE
DISOPYRAMIDE PHOSPHATE
EQ I5OMG BASE
DIVALPROEX SODIUM
EQ 25OMG BASE
DIVALPROEX SODIUM
EQ 500MG BASE
DOBUTAMINE HYDROCHLORIDE
EQ 250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE
80MG/ML
DOPAMINE HYDROCHLORIDE
BOMG/NL
DOPNWINE HYDROCHLORIDE
4OMG/ML
DOPAMINE HYDROCHLORIDE
4OMG/ML
DOXEPIN HYDROCHLORIDE
EQ 25MG BASE
TRADE NAME
(DOSAGE FORM; ROUTE)
NORPACE CR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
NORPACE CR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DOBUTREX
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
SINEQUAN
(CAPSULE; ORAL)
APPLICANT NAME
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ELI LILLY
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
BRISTOL LABS/B-M
ASTRA PHARM PRODS
PFIZER LABS/PF I 2ER
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18-655
O7Â20-82
18Â655
07-20-82
18Â723
O3ÂIO-83
18Â723
O3ÂI0-83
17-820
O7Â18Â78
I8ÂI32
07-09-82
18Â398
03-22-82
18Â549
O3ÂII-83
18Â656
06-28-83
I6Â798
09-23-69
3987200
IOÂI9Â93
342085I
OIÂO7-86
NDA'S APPROVED FROM IÂI-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM IÂ1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
DOXEPIN HYDROCHLORIDE
EQ 50MG BASE
DOXEPIN HYDROCHLORIDE
EQ IOMG BASE
DOXEPIN HYDROCHLORIDE
EQ IOOMG BASE
DOXEPIN HYDROCHLORIDE
EQ 75MG BASE
DOXEPIN HYDROCHLORIDE
EQ I50MG BASE
DOXEPIN HYDROCHLORIDE
EQ IOMG BASE
DOXEPIN HYDROCHLORIDE
EQ 25MG BASE
DOXEPIN HYDROCHLORIDE
EQ 50MG BASE
DOXEPIN HYDROCHLORIDE
EQ IOOMG BASE
DOXEPIN HYDROCHLORIDE
EQ 75MG BASE
DOXEPIN HYDROCHLORIDE
EQÐ®Ð®Ð’Ð®ÐÐ©
ECONAZOLE NITRATE
IZ
TRADE NAME
(DOSAGE FORM; ROUTE)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
SINEQUAN
(CONCENTRATE; ORAL)
SPECTAZOLE
(CREAM; TOPICAL)
APPLICANT NAME
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PENNWALT PHARM
PENNWALT PHARM
PENNWALT PHARM
PENNWALT PHARM
PENNWALT PHARM
PFIZER LABS/PFIZER
ORTHO PHARMACEUTICAL
NDA # PÐÐ¢ENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
16-798 3420851
09-23-69 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
03-31â€”75 0IÂ07-86
16-798 3420851
06-04-76 0IÂ07-86
16Â798 3420851
03-15-78 01-07-86
16-987 3420851
01-31-72 0IÂ07-86
16Â987 3420851
01-31-72 0IÂ07-86
16Â987 3420851
01-31-72 0IÂ07-86
I6â€”987 3420851
12-12-77 01-07-86
16-987 3420851
04-15Â80 01Â07Â86
17Â516 3420851
03-11-74 01-07-86
18-751 3717655 NCE
I2Â23-82 02-20-90 12-23-92
3839574
10-01-91
IVÂ55



1VÂ56
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ENFLURANE ETHRANE ANAQUEST/BOC 17Â087 34690II
99.9% (LIQUID; INHALATION) 08-28-72 09-23-86
35278I3
09Â08-87
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17Â75I 386232I
0.005M0/ML; 0.5% (INJECTABLE; INJECTION) 08-30-76 OIÂ21Â92
38I2147
O5-21-9I
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17Â75I 3862321
0.005MG/ML; I% (INJECTABLE; INJECTION) 08-30-76 0IÂ21Â92
38I2147
O5-21Â9I
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE DURANEST ASTRA PHARM PRODS 17Â75I 3862321
0.005MG/ML; 1.5% (INJECTABLE; INJECTION) 08-30-76 O1â€”21Â92
38I2147
O5-21Â9I
ERGOLOID MESYLATES HYDERGINE LC SANDOZ PHARMS/SANDOZ I8Â706
IMG (CAPSULE; ORAL) OIÂI8-83
ESTROGENS, CONJUGATED PREMARIN AYERST LABS/AMHO 04-782
0.9Ð§6 (TABLET; ORAL) 0IÂ26-84
ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTEÂ2I WYETH LABS/AMHO 18Â668 3666858
0.03MG; 0.I5MG (TABLET; ORAL-21) O5Âl0-82 05-30-89
3850911
I1-26Â91
3959322
1IÂ26Â9I
TABLE IV. NDA'S APPROVED FROM IÂ1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 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
ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTEÂ28 WYETH LABS/AMHO 18-782 3666858
O.03MG; O.I5MG (TABLET; ORAL-28) 07-21-82 05-30-89
3850911
11-26-91
3959322
11-26-91
ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASILÂ28 WYETH LABS/AMHO I9ÂI90 3666858
0.03MG; 0.05MG (TABLET; ORAL-28) 11-01-84 05-30-89
0.04MG; 0.075MG 3850911
0.03MG; 0.125MG 11-26-91
3959322
IIÂ26Â9I
3957982
05-18-93
ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASILÂ2I WYETH LABS/AMHO I9ÂI92 3666858
0.03MG; 0.05MG (TABLET; ORALâ€”2I) 11-01-84 05-30-89
0.04MG; 0.075MG 3850911
0.03MG; O.I25MG 11-26-91
3959322
11-26-91
3957982
05-18-93
ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 10/11-21 ORTHO PHARMACEUTICAL 18-354
0.035MG; O.5MG AND IMG (TABLET; ORAL-21) 01-11-82
ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 10/II-28 ORTHO PHARMACEUTICAL 18-354
0.035MG; O.5MG AND IMG (TABLET; ORAL-28) 01-11-82
ETHINYL ESTRADIOL; NORETHINDRONE TRI-NORINYL 21ÂDAY SYNTEX (FP) 18-977 4390531
0.035MG; O.5MG AND IMG (TABLET; ORAL-21) 04-I3-84 06-28-OO
1VÂ57
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ONS'O f0N9OÂ°O
TE81S3O80N fTOIGV81S3 TANIH13
ONI GNV ONS'O fONSEO'O
3NO8GNIH1380N fTOIGV81S3 TANIH13
ONI GNV ONQ'O fOwgÃo'O
3NO8ONIH138ON tTOIOV81SÃˆI TANIHi3
ONI ÐžNV ON91Â°0 â€˜ONÐ'0 fONQEO'O
3NO8ONIH1380N fTOICIV8IS3 TANIH13
Owl Ð¾Ð¼Ñƒ ONsL'o â€˜Ows'o fswgfo'o
3NO8ON I I-II380N ÐŸÐ¾ I OVLIJS3 TAN I H13
SNI ÐžNV ONQ'O fONSEO'O
3NO8ONIHI380N fTOIOV81SEI TANIH13
(S)H1ON381S
(S)1N3I0380NI 3AIIOV
I6Â9ZÂII
ZZE696E
I6Â9ZÂII
116098Ã
68ÂOÃÂ90 89Â9ZÂII (QZ-TV8O f13TSV1)
898999Ã 908Â9I OHNV/SGVT H13AM GZ-TVBAO
I6Â9ZÂ11
22:656:
16Â9ZÂII
II6OQBE
68ÂOEÂ9O 89â€”91-7O (IZ-TV80 f13TSV1)
898999Ã ZL9Â9I OHNV/SBVT Hi3AM TV8AO
78-70-70 (BZ-TV8O f13TBV1)
7OO-61 TVOI1n3OVNBVHd OH18O SZ-7I/L N0AON-OH180
7BÂ7OÂ7O (IZ-TV8O f1Ã¬THV1)
7OO-6I TVOI10EOVN8VHd OH180 IZ-7I/L NOAON-OH180
78Â7OÂ7O (BZ-TV80 f13TSV1)
986Â8I TVOI1n3OVN8VHd OH180 BZ-L/L/L N0AON-OH180
78-70-70 (IZ-TV80 t'13TBVJJ
C86-81 TVOI1D3OVN8VHd OH180 IZ-L/L/L N0AON-OH180
OOÂ8ZÂ90 78ÂEIÂ7O (BZ-TV8D f13TSV1)
IEQO6E7 LL6Â8I (dd) X31NAS AVO-OZ TANI80N-I91
31VG â€™dX3 31VG 'dX3 31VG TVAO8ddV (31008 fN80d 3OVSOG)
A_LIAISOTOXB # .I.N3.I.Vd )II VCN 3NVN .LNVOITdcIV Ð—Ð˜ÐœÐ« 3OV8J.
NOI1VN803NI 1NÃ¬1Vd 31VI8dO8ddV H1IM SIVGN GNV 78ÂIEÂZI O1 ZB-I-I N0ÐÐ« GÃ¤Aoaddv SIVON â€™AI 3TBVL



TABLE IV.
NDA'S APPROVED FROM IÂI-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3M@
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; O.3MG
ETIDOCAINE HYDROCHLORIDE
0.5%
ETIDOCAINE HYDROCHLORIDE
11
ETIDRONATE DISODIUM
200M@
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)
APPLICANT NAME
WYETH LABS/AMHO
WYETH LABS/AMHO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
NORWICH EATON/P&G
NDA #
APPROVAL DATE
17Â612
03-17-75
I7-802
03ÂI6Â76
17Â75I
08-30-76
17-751
08-30-76
17-831
09-01-77
Ð ÐÐ¢ENÐ¢ # EXCLUSIVITY
EXP. DATE EXP. DATE
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3862321
01-21-92
3812147
05-21-91
3862321
01-21-92
3812147
05-21-91
4254114
03-03-98
4216211
09-05-97
4137309
01-30-96
3683080
08-08-89
IVÂ59
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SNIBO8HV/NNIS-SNIXT3
ATTIT/SGO8d V1SIO
ATTIT/SGO8d V1SIG
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ACTIVE INGREDIENT(S)
STRENGTH(S)
FLUCYTOSINE
500MG
FLUNISOLIDE
0.025MG/INH
FLuoc I NON IDE
0.05%
FLuoc I NON IDE
0.05%
FLUPHENAZINE DECANOATE
25MG/ML
F LUPHENAZ I NE ENANTHATE
25MG/ML
FLURANDRENOLIDE
0.004MG/SQ CM
FLURAZEPAM HYDROCHLORIDE
I5MG
FLURAZEPAM HYDROCHLORIDE
30HG
FUROSEMIDE
2OMG
FUROSEMIDE
40MG
NDA'S APPROVED FROM IÂI-82 TO I2-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TRADE NAME
(DOSAGE FORM; ROUTE)
ANCOBON
(CAPSULE; ORAL)
BRONALIDE
(AEROSOL; INHALATION)
LIDEX
(SOLUTION; TOPICAL)
VASODERM
(CREAM; TOPICAL)
PROLIXIN DECANOATE
(INJECTABLE; INJECTION)
PROLIXIN ENANTHATE
(INJECTABLE; INJECTION)
CORDRAN
(TAPE; TOPICAL)
DALMANE
(CAPSULE; ORAL)
DALMANE
(CAPSULE; ORAL)
FUROSEMIDE
(TABLET: ORAL)
FUROSEMIDE
(TABLET; ORAL)
Ð¨
HOFFMANN-LA ROCHE
SYNTEX LABS/SYNTEX
SYNTEX LABS/SYNTEX
K-LINE PHARMS
ER SQUIBB AND SONS
ER SQUIBB AND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS
ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABORATORIES
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
17Â00I
11-26-71
18-340
08-17-84
18-849
04-06-84
19-117
06-26-84
16-727
06-20-72
16-110
03-15-67
16-455
07-29-69
16-721
04-07-70
16-721
04-07-70
18-369
05-14-82
18-369
05-14-82
3368938
02-13-85
3394131
07-23-85
3394131
07-23-85
3632740
01-04-89
4316897
02-23-99
4316897
02-23-99
IVÂ6I



1VÂ62
ACTIVE INGREDIENT(S)
STRENGTH(SL
FUROSEMIDE
4OMG
FUROSEMIDE
2OMG
FUROSEMIDE
2006
FUROSEMIDE
4OMG
FUROSEMIDE
2OWG
FUROSEMIDE
4OMG
FUROSEMIDE
804C
FUROSEMIDE
ZOMG
FUROSEMIDE
40%0
FUROSEMIDE
SONG
FUROSEMIDE
IOMG/ML
FUROSEMIDE
IOMG/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
APPLICANT NAME
SUPERPHARM
SUPERPHARM
ZENITH LABORATORIES
ZENITH LABORATORIES
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
LYPHOMED
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18Â37O
O2ÂIO-83
18Â37O
06-26-84
18-413
I1-30-83
18Â4I3
I1-30-83
I8-4I5
O7Â27-82
18Â415
O7Â27-82
18Â415
11-2Ð±-84
18Â4I9
OIÂ3I-83
18Â4I9
OIÂ31-83
18Â4I9
I1-I3-84
18Â420
02-26-82
18-507
07-30-82
NDA'S APPROVED FROM 1ÂI-82 TO I2-3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
FUROSEMIDE
80MG
FUROSEMIDE
IOMG/ML
FUROSEMIDE
IOMG/NL
FUROSEMIDE
IOMG/ML
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FDROSFMIDF
4OMG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
TRADE NAME
(DOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
APPLICANT NAME
CORD LABORATORIES
NATCON
ABBOTT LABORATORIES
WYETH LABS/AMHO
DRUMMER/PHOENIX
INTL MEDICATION SYS
INTL MEDICATION SYS
BARR LABORATORIES
ROXANE LABORATORIES
ROXANE LABORATORIES
KALAPHARM
KALAPHARM
NDA #
APPROVAL DATE
PATENT #
EXCLUSIVITY
EXP. DATE
EXP. DATE
18-569
08-14-84
18-579
11-30-83
18-667
05-28-82
18-670
07-20-82
18-750
07-30-84
18-753
02-28-84
18-753
02-28-84
18-790
11-29-83
18-823
11-10-83
18-823
11-10-83
18-868
06-28-83
18-868
06-28-83
IVÂ63
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TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
GLYBURIDE
5MG
GLYBURIDE
I.25MG
GLYBURIDE
2.5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
MICRONASE
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
APPLICANT NAME NDA #
APPROVAL DATE
PATENT #
EXCLUSIVITY
EXP. DATE
EXP. DATE
UP JOHN I 7-498
05-01-84
HOECHST-ROUSSEL 17Â532
05-01-84
HOECHST-ROUSSEL 17-532
05-01-84
3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04Â2IÂ92
4060634
09-07-93
NCE
05-01-94
NCE
05-01-94
NCE
05-OIÂ94
1V-65



IVÂ66
ACTIVE INGREDIENT(S)
STRENGTH(S)
GLYBURIDE
5MG
GONADORELIN HYDROCHLORIDE
EQ O.IMG BASE/VIAL
GONADORELIN HYDROCHLORIDE
E0 0.5MG BASE/VIAL
GUANABENZ ACETATE
EQ 4MG BASE
GUANABENZ ACETATE
EQ GMG BASE
GUANADREL SULFATE
IOMG
GUANADREL SULFATE
25MG
TRADE NAME
(DOSAGE FORM; ROUTE)
DIABETA
(TABLET; ORAL)
FACTREL
(INJECTABLE;
FACTREL
(INJECTABLE;
WYTENSIN
(TABLET;
WYTENSIN
(TABLET;
HYLOREL
(TABLET;
HYLOREL
(TABLET;
ORAL)
ORAL)
ORAL)
ORAL)
INJECTION)
INJECTION)
APPLICANT NAME
HOECHST-ROUSSEL
AYERST LABS/AMHO
AYERST LABS/AMHO
WYETH LABS/AMHO
WYETH LABS/AMHO
UPJOHN
UPJOHN
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â532 3426067 NCE
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
18ÂI23 3947569 NCE
09-30-82 03-30-93 09Â30Â92
4110438
08-29-95
18-123 3947569 NCE
09-30-82 03-30-93 09-30-92
4110438
08-29-95
18-587 3658993 NCE
09-07-82 04-25-89 09-07-92
18-587 3658993 NCE
09-07-82 04-25-89 09-07-92
18-104 3547951 NCE
12-29-82 12-15-87 12-29-92
18-104 3547951 NCE
12-29-82 12-15-87 12-29-92
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 ÐNÐŸ NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
HALAZEPAM
2ÐžMG
HALAZEPAM
4ÐžWG
HALOPERIDOL
O.5MG
HALOPERIDOL
IMG
HALOPERIDOL
2MG
HALOPERIDOL
5MG
HALOPERIDOL
IOMG
HALOPERIDOL
20MG
HALOPERIDOL LACTATE
EQ 2MG BASE/NL
HALOPERIDOL LACTATE
EQ 5MG BASE/ML
HEPARIN SODIUM
10 UNITS/NL
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
PAXIPAM SCHERING 17-736 3429874
(TABLET; ORAL) 09-24-81 02-25-86
PÐÐ¥1PÐM SCHERING 17-736 3429874
(TABLET; ORAL) 09-24-81 02-25-86
HALDOL MCNEIL PHARM 15-921 3438991
(TABLET; ORAL) 04-12-67 04-15-86
HALDOL MCNEIL PHARM 15-921 3438991
(TABLET; ORAL) 04Â12Â67 04-15-86
HALDOL MCNEIL PHARM 15-921 3438991
(TABLET; ORAL) 04-12Â67 04-15-86
HALDOL MCNEIL PHARM 15-921 3438991
(TABLET; ORAL) 04Â16Â74 04-15-86
HALDOL MCNEIL PHARM I5Â92I 3438991
(TABLET; ORAL) 04-16Â74 04-15-86
HALDOL MCNEIL PHARM 15-921 3438991
(TABLET; ORAL) 02-02-82 04-15-86
HALDOL MCNEIL LABORATORIES I5Â922 3438991
(CONCENTRATE; ORAL) 04-12-67 04-15-86
HALDOL MCNEIL LABORATORIES 15-923 3438991
(INJECTABLE; INJECTION) 05ÂI8Â7I 04-15-86
1Ð•PÐÐš1N LOCK FLUSH INVENEX LABS/LIFE 17Â029
(INJECTABLE; INJECTION) 05-06-82
1VÂ67



1VÂ68
ACTIVE INGREDIENT(S)
STRENGTH(S)
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/IOONL; QOOMG/IOONL
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/IOOML; QOOMG/IOONL
HEPARIN SODIUM; SODIUM CHLORIDE
5OO UNITS/IOOML; 9OOMG/IOONL
HEPARIN SODIUM; SODIUM CHLORIDE
1,0OO UNITS/IOOML; QOOMG/IOOML
HEPARIN SODIUM; SODIUM CHLORIDE
10,OO0 UNITS/IOOML; 9OOMG/IOOML
HEPARIN SODIUM; SODIUM CHLORIDE
5,0OO UNITS/IOONL; QOOMG/IOOML
HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 50OO UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5OO0 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM I0,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM I2,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA #
APPROVAL DATE
18Â609
04-28-82
18-609
04-28-82
18-609
04-28-82
18-916
01-31-84
18-916
01-31-84
18-916
01-31-84
18-916
01-31-84
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
NDA'S APPROVED FROM IÂI-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢0 12-31-84 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
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 10,OO0 UNITS ABBOTT LABORATORIES 18-916
10,0OO UNITS/IOOML; 450MG/IOOML IN SODIUM CHLORIDE 0.451 01Â31-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,5OO UNITS ABBOTT LABORATORIES 18-916
5,0OO UNITS/IOOML; 450MG/IOOML IN SODIUM CHLORIDE 0.45% 01-31-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,0OO UNITS ABBOTT LABORATORIES 18Â916
5,0OO UNITS/IOOML; 450MG/IO0ML IN SODIUM CHLORIDE 0.45% 01-31-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,000 UNITS ABBOTT LABORATORIES 18Â916
10,0OO UNITS/IOOML; 45OMG/IOOPL IN SODIUM CHLORIDE 0.451 01-31-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,OO0 UNITS ABBOTT LABORATORIES 18-916
5,0OO UNITS/IOOML; 9OOMG/IOOML IN SODIUM CHLORIDE 0.91 01-31-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEXACHLOROPHENE TURGEX XTTRIUM LABS 19-055
3% (SOLUTION; TOPICAL) 11-30-84
HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 50/25 GEIGY/CIBA-GEIGY 18-303 3876802
METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92
25MG; 50MG 3998790
12-21-93
HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 100/25 GEIGY/CIBA-GEIGY 18-303 3876802
METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92
25MG; IOOMG 3998790
12-21-93
IVÂ69



IVÂ7O
ACTIVE INGREDIENT(S)
STRENGTH(S)
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
5OMG; IOOMG
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE
25MG; IOMG
HYDROCHLOROTHIAZIDE; TRIAMTERENE
5OMG; 75MG
HYDROCORTISONE ACETATE
IO%
HYDROOORTISONE BUTYRATE
O.I%
HYDROCORT I SONE BUTYRATE
O. I %
HYDROCORTISONE VALERATE
0.2%
HYDROMORPHONE HYDROCHLORIDE
IOMG/ML
HYDROXYUREA
5OOMG
IBUPROFEN
400MB
Ð¨
(DOSAGE FORM; ROUTE)
LOPRESSOR HCT 100/50
(TABLET; ORAL)
TIMOLIDE
(TABLET; ORAL)
MAXZIDE
(TABLET; ORAL)
CORTIFOAM
(AEROSOL; RECTAL)
LOCOID
(CREAM; TOPICAL)
LOCOID
(OINTMENT; TOPICAL)
WESTCORT
(OINTMENT; TOPICAL)
DILAUDID-HP
(INJECTABLE; INJECTION)
HYDREA
(CAPSULE; ORAL)
MOTRIN
(TABLET; ORAL)
APPLICANT NAME
GEIGY/CIBAÂGEIGY
MSÃƒD/MERCK
MYLAN PHARMS
REEDÃ¤CARNRICK PHARMS
OWEN LABS/DERM PRODS
OWEN LABS/DERM PRODS
WESTWOOD PHARMS
KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS
UPJOHN MANUFACTURING
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â303 3876802
12-31-84 04-08-92
3998790
12-21-93
18-061 3655663
12-11-81 04-11-89
4238485
12-09-97
19-129 4444769
10-22-84 04-24-01
17-351
02-10Â82
18-795
01-07-83
19-100
07-03-84
18-726
08-08-83
19-034 NCE
01-II-84 O1ÂIIÂ94
I6Â295 3968249
12-07-67 07-06-93
17-463 3385886
09-19-74 05-28-85
NDA'S APPROVED FROM 1-1-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV.
NDA'S APPROVED FRUÃ 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
IBUPROFEN
30046
IBUPROFEN
Ð±OOMG
IBUPROFEN
400WG
IBUPROFEN
600MG
1NDÐPÐM1DE
2.5MG
1ND0MEÐ¢NÐÐ¡1N
5ÐžMG
INDOMETHACIN
75MG
INDOMETHACIN
25MG
INDOMETHACIN
50MG
1NDOMEÐ¢ÐÐÐ¡ IN
25MG
INDOMETHACIN
50MG
TRADE NAME
(DOSAGE FORM; ROUTE)
MOTRIN
(TABLET; ORAL)
MOTRIN
(TABLET; ORAL)
RUFEN
(TABLET; ORAL)
RUFEN
(TABLET; ORAL)
LOZOL
(TABLET; ORAL)
INDOCIN
(SUPPOSITORY; RECTAL)
INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
APPLICANT NAME
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL
MSÃƒD RES LABS/MERCK
MSÃ¤D/MERCK
CHELSEA LABORATORIES
CHELSEA LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-463 3385886
09-19-74 05-28-85
17-463 3385886
03-09-79 05-28-85
18-197 3385886
05-19-81 05-28-85
18-197 3385886
03-05-84 05-28-85
18-538 3565911 NCE
07-06-83 02-23-88 07-06-93
17-814
08-13-84
18-185
02-23-82
18-690
07-31-84
18-690
07-31-84
18-730
05-04-84
18-730
05-04-84
IVÂ7I



21-A1
68-70-70
2127Q99
68-70-70
2127Q99
68-82-21
30N
18-71-80
Â¿LO-81
18-71-80
910-81
78-82-21
682-81
78-92-11
908-81
78-Ã®2-11
908-91
78-02-70
BQB-81
78-02-70
8QB-81
78-81-Q0
1Q8-81
78-81-Q0
1Q8-81
78-90-80
628-81
78-90-80
628-81
31V0 '8Ð¥3 31V0 Â°8Ð¥3
A1IÐ1S0T0Ð¥3
i 1N31Vd
31V0 TVÐ088dV
# VGN
SNOS 0NV 88100S 83
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S01SAÐ8-103N
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S88VÐ8 NVTA8
SN8VÐ8 NVTA8
NVA0 NV/S8VT 3T83031
NVA0 N8/S8VT 3183031
TV011030VN8VÐ8 8V8
TV011030VN8VÐ8 8V8
3NVN 1NV01T88V
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3ÐŸÐ0 Ì0Ð0
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30AOTOHO
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TABLE IV.
1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
NDA'S APPROVED FROM
ACTIVE INGREDIENT(S)
STRENGTH(S)
ISOFLURANE
99.9%
ISOTRETINOIN
IOMG
ISOTRETINOIN
20MG
ISOTRETINOIN
40MG
KETOCONAZOLE
200MG
LABETALOL HYDROCHLORIDE
2OOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
FORANE
(GAS; INHALATION)
ACCUTANE
(CAPSULE; ORAL)
ACCUTANE
(CAPSULE; ORAL)
ACCUTANE
(CAPSULE; ORAL)
NIZORAL
(TABLET; ORAL)
NORMODYNE
(TABLET; ORAL)
APPL 1 Ð¡ANÐ¢ NAME
ANAQUEST/BOC
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
JANSSEN PHARMA
SCHERING
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â624 3535425
12-18-79 01-24-93
3535388
01-24-93
18-662 42OO647 NCE
05-07-82 04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
18-662 4200647 NCE
03-28-83 04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
18-662 42OO647 NCE
05-07-82 04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
18-533 4335125
06-12-81 06-15-99
18~686 4012444
08-01-84 03-15-94
4OO6755
01-03-95
1VÂ73



IVÂ74
ACTIVE INGREDIENT(S)
STRENGTH(S)
LABETALOL HYDROCHLORIDE
30ONG
LABETALOL HYDROCHLORIDE
4OOMG
LABETALOL HYDROCHLORIDE
5MG/ML
LABETALOL HYDROCHLORIDE
ZOOMG
LABETALOL HYDROCHLORIDE
30OWG
LABETALOL HYDROCHLOR IDE
4OOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
NORMODYNE
(TABLET; ORAL)
NORMODYNE
(TABLET; ORAL)
NORMODYNE
(INJECTABLE; INJECTION)
TRANDATE
(TABLET; ORAL)
TRANDATE
(TABLET; ORAL)
TRANDATE
(TABLET; ORAL)
APPLICANT NAME
SCHERING
SCHERING
SCHERING
GLAXO
GLAXO
GLAXO
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â686 4012444 NCE
08-01-84 03-15-94 08-01-94
4OO6755
01-03-95
18-686 4012444 NCE
08-01-84 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
18-716 4012444 NCE
08-01-84 03-15-94 08-01-94
4006755
01-03-95
NDA'S APPROVED FROM 1-1-82 TO 12-31-84 ÐN0 NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
LACTULOSE
IOGW/lÃ¶ML
LEUCOVORIN CALCIUM
EQ 5MG BASE
LEUCOVORIN CALCIUM
EQ 25MG BASE
LITHIUM CARBONATE
450MG
LITHIUM CARBONATE
300MG
LOPERAM 1 ÐŸÐ• HYDROCHLOR I DE
2MG
LOPERAMIDE HYDROCHLORIDE
IMG/5ML
LOXAPINE HYDROCHLORIDE
EQ 50MG BASE/NL
TRADE NAME
(DOSAGE FORM; ROUTE)
CEPHULAC
(SYRUP; ORAL)
WELLCOVORIN
(TABLET; ORAL)
WELLCOVORIN
(TABLET; ORAL)
ESKALITH CR
(TABLET, CONTROLLED
RELEASE; ORAL)
LITHIUM CARBONATE
(TABLET; ORAL)
IMODIUM
(CAPSULE; ORAL)
IMODIUM
(SOLUTION; ORAL)
LOXITANE
(INJECTABLE; INJECTION)
APPLICANT NAME
NERRELL DOW/DOW CHEM
BURROUGHS WELLCOME
BURROUGHS WELLCOME
SKÃ„F LABORATORIES
ROXANE LABORATORIES
JANSSEN PHARMA
JANSSEN PHARMA
LEDERLE LABS/AM CYAN
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-657 3461204
03-25-76 08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88
18-342
07-08-83
18-342
07-08-83
18-152
03-29-82
18-558
01-29-82
17-694 3714159
12-28-76 01-30-90
19-037 3714159
07-31-84 01-30-90
18-039 3546226
10-26-79 12-08-87
IVÂ75



91-Ð1
78-70-70
900-61
78-Q1-90
L7O-6I
88-92-10 69-72-10
66Q1679 EQL-91
18-80-21 Q1-Q2-20
92297Q9 Q2Q-11
18-80-21 Q1-Q2-20
92297Q9 Q2Q-11
18-80-21 Q1-Q2-20
92297Q9 Q2Q-11
18-80-21 11ÂQ2-01
92297Q9 Q2Q-11
76-02-60
6086707
18-80-21 91-70-Q0
92297Q9 8Q9-11
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TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 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
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 17Â637
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82
GLUCONATE (SOLUTION; IRRIGATION)
30MG/IOOML; 37MG/IOONL; 222MG/IOOML;
526MG/IOOML; 502MG/IOOML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 18Â406
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82
GLUCONATE (SOLUTION; IRRIGATION)
3OMG/IOOML; 37MG/IOOML; 222MG/IOOML;
526MG/IOOML; 502MG/IOOML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOLYTE IN PLASTIC AM MCGAW/AM HOSP I9Â024
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 06-08-84
GLUCONATE (SOLUTION; IRRIGATION)
30MG/IOOML; 37MG/IOOML; 37OMG/IOOML;
530MG/IOOML; 5OOMG/IOOML
MAGNESIUM SULFATE; POTASSIUM CHLORIDE; TIS-U-SOL TRAVENOL LABS 18-508
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM (SOLUTION; IRRIGATION) 02ÂI9-82
CHLORIDE; SODIUM PHOSPHATE
20MG/IOOML; 4OMG/IO0ML; 6.25MG/IOOML;
8OOMG/IOOML; 8.75MG/IOOML
MALATHION PRIODERM PURDUE FREDERICK 18Â6I3 NCE
0.5% (LOTION; TOPICAL) 08-02-82 08-02-92
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17Â543 3399201
25MG (TABLET; ORAL) 12-01-80 08-27-85
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201
50MG (TABLET; ORAL) 12-01-80 08-27-85
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201
75MG (TABLET; ORAL) 09-30-82 08-27-85
IVÂ77



IVÂ78
ACTIVE INGREDIENT(S)
STRENGTH(S)
MAZINDOL
IMG
MAZINDOL
2MG
MAZINDOL
ZMG
MAZINDOL
IMG
NEBENDAZOLE
IOOMG
MEDROXYPROGESTERONE ACETATE
IOOMG/ML
MEDROXYPROGESTERONE ACETATE
400MG/ML
NEGLLMINE; II'ETRIZOIC ACID
140.lMG/ML; 461.8MG/NL
METAPROTERENOL SULFATE
20MG
METAPROTERENOL SULFATE
IOMG
METAPROTERENOL SULFATE
0.65MG/INH
METAPROTERENOL SULFATE
IOMG/5ML
TRADE NAME
(DOSAGE FORM; ROUTE)
SANOREX
(TABLET; ORAL)
SANOREX
(TABLET; ORAL)
MAZANOR
(TABLET; ORAL)
MAZANOR
(TABLET; ORAL)
VERMOX
(TABLET, CHEWABLE; ORAL)
DEPO-PROVERA
(INJECTABLE; INJECTION)
DEPO-PROVERA
(INJECTABLE; INJECTION)
ISOPAQUEÂ280
(INJECTABLE; INJECTION)
ALUPENT
(TABLET; ORAL)
ALUPENT
(TABLET; ORAL)
ALUPENT
(AEROSOL; INHALATION)
ALUPENT
(SYRUP; ORAL)
APPLICANT NAME
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
WYETH LABS/AMHO
WYETH LABS/AMHO
JANSSEN PHARMA
UPJOHN
UPJOHN
WINTHROP LABS/STERL
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â247 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
17Â980 3763178
02-02-82 10-02-90
17Â48I 3657267
06-28-74 04-18-89
12-541 3377364
01-16-76 04-09-85
12-541 3377364
01-16-76 04Â09-85
17-506 3476802
04-30-74 11-04-86
15-874 3422196
05-13-74 01-14-86
15-874 3422196
08-08-77 01-14-86
16-402 3422196
07-31-73 01-14-86
17-571 3422196
05-23-75 01-14-86
PATENT INFORMATION
NDA'S APPROVED FROM IÂ1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE
TABLE IV.



TABLE IV. NDA'S APPROVED FROM IÂI-82 Ð¢O 12-31-84 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
METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 17-659 3422196
5% (SOLUTION; INHALATION) 09-18-80 01-14-86
METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 18-761 3422196
0.6% (SOLUTION; INHALATION) 06-30-83 01-14-86
METHYLDOPA NETHYLDOPA OORD LABORATORIES 18Â934
25096 (TABLET; ORAL) 06-29-84
NETHYLDOPA NETHYLDOPA OORD LABORATORIES 18Â934
500MG (TABLET; ORAL) 06-29-84
METHYLPHENIDATE HYDROCHLORIDE RlTALlN-SR CIBA/CIBA-GEIGY 18-029
20MG (TABLET, CONTROLLED 03-30-82
RELEASE; ORAL)
METOCLOPRAMIDE REGLAN AH ROBINS 18-821
EQ 5MG BASE/5ML (SYRUP; ORAL) 3-25-83
METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 17Â963 3998790
Ð‘OMG (TABLET; ORAL) 08-07-78 12-21-93
METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 17-963 3998790
IOOMG (TABLET; ORAL) 08-07-78 12-21-93
METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 18Â704 3998790
IMG/ML (INJECTABLE; INJECTION) 03Â30-84 12-21-93
IVÂ79



08-A1
68-19-01
1111019
68-19-01
1111019
28-02-21
791-81
28-11-60
791-81
28-22-01
071-81
28-22-01
071-81
28-19-80
U19-81
28-20-90
029-81
28-70-90
029-81
78-91-20
66Q-81
28-11-60
66Q-81
28-Q0-Q0
11Q-81
81-92-80
286-11
81-92-80
286-11
31V0 â€˜883
31V0 Â°8Ð¥3
A1111S010Ð¥3
# 1N31Vd
31VG TV108888
# V0N
TV0VN8VÐ8 A808NV0
TV0VN8VN8 A808NV0
S31801V808VT 0800
S3 1801V808VT 08(1)
dSOH N8/MV90N ÐœÐ
XIN3OHd/83NN08O
Ð¥1830N8/83NN080
S31801V808VT V3ST3Ð0
S31801V808VT V3S̀ I3Ð0
S31801V808VT Ð11N32
T831S/S8VT 8O8Ð1NIM
T831S/S8VT 8O8N1NIM
38V8 1NV01188V
(1V80 f13T8V1)
3T02V01N0813N
(TV80 f13T8V1)
3T02V01N0813N
(TV80 f13TEIV1)
3T02801N08138
(TV80 f13T8V1)
3T02V01N08138
(N01103FN1 f3T8V103FNI)
'AÂ°1 08138
( Ì880 :13T8V1)
OOQ TA8138
(1V80 f13T8V1)
TA8138
(TV80 f13T8V1)
3T02V01N08138
(TV80 f13T8V1)
3T02V01N08138
(TV80 f13T8V1)
3T02V01N08138
(N01103FNI f3T8V103Ð“NI)
300V81NV
(N01103FN1 f3T8V103FNI)
300V81NV
(31008 fN803 39VS00)
38VN 30V81
ON00Q
3T02V01N08138
ON0Q2
3T02V01N08138
ON00Q
3T02V01N0813N
ON052
3T02V01N0813N
TNOO I /OÐ®0Q
3T02V01N0813N
ON00Q
3T02V01N08138
ON0Q2
3T02V01N08138
ON00Q
3T02V01N08138
ON0Q2
3T02V01N08138
9N00Q
3T02V01N08138
TV1A/N9Q1'9
301NV21813N
TV1A/Ð˜9Q1'9
301N8218138
(S1Ð1ON381S
(S)1N3IO3Ã« :E)NI 3^I10V
N011V8803N1 1N31V8 31V1880888V Ð1IÐœ S1V0N 0NV 78-19-21 01 28-1-1 8083 0310888V S1V0N
â€™AI 318V1



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
NETRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
NETRONIDAZOLE
250MG
METRONIDAZOLE
500MG
IVETRONIDAZOLE
500MG/1OO81
NETRONIDAZOLE
5OOWG/IOONL
METRONIDAZOLE
5OOMG/IOOML
METRONIDAZOLE
500MG/IOOML
NETRONIDAZOLE
5OOMG
NETRONIDAZOLE
250MG
TRADE NAME
(DOSAGE FORM; ROUTE)
METRONIDAZOLE
(TABLET; ORAL)
NETRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
NETRONIDAZOLE
(INJECTABLE; INJECTION)
NETRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
NETRONIDAZOLE
(TABLET; ORAL)
APPL ICANT NAME
BARR LABORATORIES
BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ELKINS-SINN/AHROBINS
PAR PHARMACEUTICAL
LNK INTERNATIONAL
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18-818
02-16-83
18-818
02-16-83
18-845
08-18-83
18-871
03-02-83
18-871
03-02-83
18-889
11-18-83
18-890
11-18-83
18-9OO
09-29-83
18-907
03-30-84
18-930
08-18-83
19-029
04-10-84
IV-8I



IV-82
ACTIVE INGREDIENT(S)
STRENGTH(S)
METYROSINE
250MG
MIOONAZOLE
IOMG/ML
MI OONAZOLE N I TRATE
2%
MIOONAZOLE N I TRATE
2%
M I OONAzOLE N I TRATE
2%
MIOONAZOLE NITRATE
IOOMG
MIOONAZOLE NITRATE
200MG
MINOXIDIL
2.5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
DEMSER
(CAPSULE; ORAL)
MONISTAT
(INJECTABLE; INJECTION)
MONISTAT 7
(CREAM; VAGINAL)
MONISTAT-DERM
(CREAM; TOPICAL)
MONISTAT-DERM
(LOTION: TOPICAL)
MONISTAT 7
(SUPPOSITORY; VAGINAL)
MONISTAT 3
(SUPPOSITORY; VAGINAL)
LONITEN
(TABLET; ORAL)
APPLICANT NAME
MSÃƒD/MERCK
JANSSEN PHARMA
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTI-K) PHARMACEUTICAL
UPJOHN
NDA # PATENT #
APPROVAL DATE EXP. DATE
17-87I 3362879
I0Â03Â79 0IÂ09-85
I8Â04O 3717655
I0Â04-78 02-20-90
3839574
IOÂ0IÂ9I
I7Â450 37I7655
0IÂ30Â74 02-20-90
3839574
IOÂ0IÂ9I
I7Â494 3717655
0IÂ30Â74 02-20-90
3839574
IOÂ0IÂ9I
I7Â739 37I7655
I2ÂI6Â75 02-20-90
3839574
I0Â0IÂ9I
18Â520 37I7655
03-15-82 02-20-90
3839574
I0Â0IÂ9I
18-888 37I7655
08ÂI5-84 02-20-90
3839574
I0ÂOIÂ9I
18ÂI54 346I46I
I0Â18Â79 08ÂI2-86
EXCLUSIVITY
NDA'S APPROVED FROM IÂI-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



NDA'S APPROVED FROM 1-1-82 T0 I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
MINOXIDIL
IOMG
MOLINDONE HYDROCHLORIDE
5MG
MOLINDONE HYDROCHLORIDE
IOMG
MOLINDONE HYDROCHLORIDE
25MG
MOLINDONE HYDROCHLORIDE
50MG
MO_INDONE HYDROCHLORIDE
IOOMG
MOLINDONE HYDROCHLORIDE
ZOMG/ML
MORPHINE SULFATE
O.5MG/ML
MORPHINE SULFATE
IMG/ML
NADOLOL
40MG
NADOLOL
80M@
TRADE NAME
(DOSAGE FORM; ROUTE)
LONITEN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
NDBAN
(TABLET; ORAL)
NDBAN
(TABLET; ORAL)
MOBAN
(CONCENTRATE; ORAL)
DURAMORPH PF
(INJECTABLE; INJECTION)
DURAMORPH PF
(INJECTABLE; INJECTION)
CORGARD
(TABLET; ORAL)
CORGARD
(TABLET; ORAL)
UPJOHN
DUPONT
DUPONT
DUPONT
DUPONT
DUPONT
DUPONT
ELKINS-
ELKINS-
APPLICANT NAME
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
PHARMS/DUPONT
SINN/AHROBINS
SINN/AHROBINS
ER SQUIBB AND SONS
ER 500188 ÐND SONS
NDA )If PATENT )If EXCLUS I VITY
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
17-111 3491093
07-03-74 01-20-87
17ÂIII 349I093
01-05-81 01-20-87
17-111 3491093
01-05-81 01-20-87
17-938 3491093
12-28-79 01-20-87
18-565
09-18-84
18-565
09-18-84
18Â063 3982021
12-10-79 09-21-93
3935267
01-27-93
I8-063 3982021
12-10-79 09-21-93
3935267
01-27-93
IV-83



I V-84
ACTIVE INÅ“EDIENNS) TRADE NAME APPLICANT NAME NDA i PATENT #I EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
NADOLOL Å“RGARD ER SQUIBB AND SONS 18Â063 398202I
I2OMG (TABLET; ORAL) I2ÂI0Â79 09-21-93
3935267
OIÂ27ÂÂ93
NADOLOL Å“RGARD ER SOJIBB AND SONS 18Â063 3982021
IOOMG (TABLET; (RAL) 12ÂIOÂ79 O9Â21ÂÂ93
3935267
OIÂ27Â93
NADOLOL (DRGARD ER SQUIBB AND SONS 18Â064 3982021
40MG (TABLET; ORAL) I2ÂIOÂ79 09Â21Â93
3935267
01-27Â93
NADOLOL Å“RGARD ER SQUIBB AND SONS 18Â064 3982021
BOMG (TABLET; ORAL) 12ÂI0Â79 09-21-93
3935267
OI -27-93
NADOLOL CORGARD ER SQUIBB AND SONS 18Â064 3982021
12040 (TABLET; ORAL) 12Â1OÂ79 09-21-93 Ð
3935267
01-27-93
NADOLOL CORGARD ER SQUIBB AND SONS 18Â064 398202I
I6OWG (TABLET; ORAL) I2ÂI0Â79 09Â2IÂ93
3935267
0IÂ27ÂÂ93
NALBUPHINE HYDROCHLORIDE NUBAIN DUPONT PHARMS/DUPONT 18Â024 3393I97
IOMG/ML (INJECTABLE; INJECTION) 05ÂI5Â79 07Â16-85
NALIDIXIC ACID NEGGRAM WINTHROP LABS/STERL 14Â2I4 3590036
25M/IG (TABLET; ORAL) I2Â27Â67 06-29-88
TABLE IV. NDA'S APPROVED FROM 1-I-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
NALIDIXIC ACID
5OOMG
NALIDIXIC ACID
IGM
NALIDIXIC ACID
250MG/5ML
NALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE
O.5MG; EQ 50MG BASE
NALTREXONE HYDROCHLORIDE
50MG
NAPROXEN
I25MG
NAPROXEN
250MG
TRADE NAME
(DOSAGE FORM; ROUTE)
NEGGRAM
(TABLET; ORAL)
NEGGRAM
(TABLET; ORAL)
NEGGRAM
(SUSPENS1ON; ORAL)
TALWIN NX
(TABLET; ORAL)
TREXAN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
APPLICANT NAME
WINTHROP LABS/STERL
WINTHROP LABS/STERL
WINTHROP LABS/STERL
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR
SYNTEX PR
NDA # PATENT # ExcLuslvlTY
APPROVAL DATE EÐ¥P. DÐÐ¢E EÐ¥P. DATE
14-214 359OO36
03-06-64 06-29-88
14-214 3590036
03-06-64 06Â29-88
17-430 359OO36
04-17-73 06-29-88
18-733 4105659
12-16-82 Ð¾Ðµ-Ð¾Ð²-95
18-932 NCE
11-20-84 11-20-89
17-581 3998966
03-11-76 12-21-93
4OO9197
09-09-92
4001301
09-09-92
3904682
09-09-92
17-581 3998966
03-11-76 12-21-93
4009197
09Â09Â92
4001301
09-09-92
3904682
09-09-92



76ÂEIÂIO
Ð—ÐžÐ
ZÃ´-7I-QO
30N
68ÂZZÂZO
LZ9779E
ZÃ¶Â60Â60
L6I6007
Z6Â60Â60
IOEIOO7
E6ÂIZÂZI
996866E
Z6Â60Â60
289706Â£
Z6Â60Â60
IOEIOO7
Z6Â60Â60
L616007
E6ÂIZÂZI
996866E
Z6Â60Â60
Z89706Ã
Z6Â60Â60
IOEIOO?
ZÃ´Â60Â60
L6I6007
E6ÂIZÂZI
996866E
31VG â€™8X3
A1Î I$0TOX3
31VG â€˜8X3
# 1N31Vd
I8ÂIÃ®-ZI
ZD7-81
78ÂEIÂIO
ZI9Â8I
ZQ-7I-5O
699Â8I
08-#0-60
PQI-81
Z8ÂSIÂ7O
IBS-LI
08Â8IÂL0
ISQ-LI
31VG TVAO8ddV
# VGN
83ZI3d/SBVT 83ZI3d
N3HO MOG/MOO TT3883N
S3TIN/SN8VHd S3TIN
8d X31NAS
8d X31NAS
8d X31NAS
Ð’NÐ§" 1NVOITddV
(TV80 f3TnSdVO)w
VIG8VOO8d
(TV80 fONIM3HO â€˜N00)
31138OOIN
(TV80 f3T8VM3HO â€˜13T8V1)
3GIOOTOIN
(TV80 fiaÐ§avl)
XO8dVNV
(TV80 f13T8V1)
NASO8dVN
(TV80 f13T8V1)
NASO8dVN
(31008 eN803 3OVSOO)
3NVN 3OV81
ONOI
3NIdIG33IN
3SV8 ONZ O3
X3TdN00 NIS38 3NI100IN
ONOOQ
3GINVSOTOIN
ONQLZ
NOIGOS N3XO8dVN
ONOOS
N3XO8dVN
ONSLS
N3XO8dVN
(S)H10N381$
(8)1N3I038ONI 3AI10V
NOI1VNHOdNI ÃNBLVd 31VI8808ddV H11! SIVGN GNV 7O-IE-ZI O1 Z8-1ÂI N083 03A08ddV SIVOM
â€˜AI 3TGYL



ACTIVE INGQEDIENT(S)
STRENGTH(S)
NITROGLYCERIN
0.5MG/ML
NITROGLYCERIN
5MG/ML
NITROGLYCERIN
5MG/ML
NITROGLYCERIN
IMG/NL
NITROGLYCERIN
5MG/ML
NITROGLYCERIN
0.8MG/ML
NOMIFENSINE MALEATE
25MG
NOWIFENSINE MALEATE
50MG
NORETHINDRONE ACETATE
5MG
NORGESTREL
0.075MG
NORTRIPTYLINE HYDROCHLORIDE
EQ IOMG BASE
TABLE IV.
NDA'S APPROVED FROM IÂI-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
_TRADE NAME
(DOSAGE FORM; ROUTE)
TRIDIL
(INJECTABLE; INJECTION)
NITROSTAT
(INJECTABLE; INJECTION)
NITRO-BID
(INJECTABLE; INJECTION)
NITRONAL
(INJECTABLE; INJECTION)
NITRONAL
(INJECTABLE; INJECTION)
NITROL
(INJECTABLE; INJECTION)
MERITAL
(CAPSULE; ORAL)
MERITAL
(CAPSULE; ORAL)
AYGESTIN
(TABLET; ORAL)
OVRETTE
(TABLET; ORVL)
AVENTYL HCL
(CAPSULE; ORAL)
APPLICANT NAME
AM CRITICAL CARE/AHS
PARKE-DAVIS/W-L
MARION LABORATORIES
G POHL-BOSKAMP
G POHL-BOSKAMP
KREMERS-URBAN
HOECHST-ROUSSEL
HOECHST-ROUSSEL
AYERST LABS/AMHO
WYETH LABS/AMHO
ELI LILLY
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â537
06-16-83
18-588
12-23-83
18-621
01-05-82
18-672
08-30-83
18-672
08-30-83
18-774
01-19-83
18-224 NCE
12-31-84 12-31-89
18-224 NCE
12-31-84 12-31-89
18-405
04-21-82
17-031 3666858
10Â23Â73 05Â30Â89
3850911
11-26-91
3959322
IIÂ26Â9I
I4Â684 3922305
11-06-64 11-25-92
IV-87



88-Ð1
96-82-21 98-60-21 98-82-21
30N 1229879 991-81
96-82-21 98-60-21 98-82-21
30N 1229879 991-81
96-82-21 98-60-21 98-82-21
30N 1229879 991-81
26-60-21
1699269
16-82-90
8221289
26-20-60 08-92-10
9829069 690-81
26-92-11 61Â71-90
9092269 910-81
26-92-11 61-71-90
9092269 91O-81
26-92-11 LL-10-80
9092269 EIO-BI
26Â92-11 LL-10-80
9092269 EIO-81
26-92-11 11-10-80
9092269 ZIO-81
26-92-11 79-90-11
9092269 989-71
26-92-11 79-90-11
9092269 789-71
31VG Â°dX3 31VG Â°6Ð¥3 31VG TVAO8ddV
A1IAISOTOX3 # 1N31Vd # VON
AOI30ÂV8IO/V8IO
AOI3O-VGIO/VÃœIO
AOI30ÂV8IO/V8IO
83ZI3d/SBVT 83ZI3d
ZOONVS/SN8VHd ZOONVS
ZOONVS/SN8VHd ZOGNVS
ZOONVS/SN8VHd ZOONVS
ZOONVS/SN8VHd ZOGNVS
ZOONVS/SN8VHd ZOONVS
ATTIT IT3
ATTIT IT3
3NVN 1NVO I TVIdV
(TV80 f3TnSdVO)
8OOISV81
(TV80 f3TOSdVO)
8OOISV81
(TV80 f3TnSdVO)
8G) ISV81
(Tvuo fBTnSdVO)
TISNVA
(TV80 Ââ€˜3T05dVO)
8OT3NVd
(TV80 f3TOSdVO)
8OT3NVd
(TV80 f3T0S8VO)
8OT3NVd
(TV80 f3T0S<3VO)
8OT3NVd
(TV80 fNOI10TOS)
8OT3NVd
(TV80 fNOI1ÐŸTOS)
TOH TA1N3AV
(TV80 f3TnSdVO)
TOH TA1N3AV
(31008 fN803 3OVSOG)
3NVN 3OV81
SNOB
3GI8OTHOO8GAH TOTON38dXO
ONO7
3OI8OTHOO8OAH TOTON38dXO
ONOZ
3GI8OTHOO8OAH TOTON38dXO
3OI8OTHOO8GAH
3OI8OTTOO8GAH
3OI8OTHOO8OAH
3GI8OTHOO8GAH
ÐN092
3NIO0INVNXO
3SVB @MD5 03
3NITA1dI818DN
3SV8 ÐN91 03
3N1TA1818180N
3SV8 ONQZ 03
3NITA18I818ON
3SV8 ONOI 03
3NITA18I818ON
TNQ/3SVB OÐ˜Ð®1 03
3OI8OTHOO8OAH
3NITA18I818ON
TNQ/3SVB ONOI 03
3OI8OTHOO8OAH
3OI8OTHOO8GAH
3NITA18I818ON
BSVB ONQZ 03
3NITA1dI8180N
(S)H10N381S
(S)1N3IO38ONI 3AI10V
NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVGN GNV 78-19-21 01 28-1-1 N083 O3AO8ddV SIVON



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
OXPRENOLOL HYDROCHLORIDE
160MG
PANCURONIUM BRGAIDE
2MG/ML
PANCURONIUM BROMIDE
IMG/ML
PARAMETHASGVE ACETATE
IMG
PARAMETHASONE ACETATE
2MG
PENTAGASTRIN
0.25MG/NL
PENTAMIDINE ISETHIONATE
30OWG/VIAL
PENTAZOCINE LACTATE
EQ 30MG BASE/NL
PENTETATE INDIU4 DISODIUM, IN-III
IMCI/ML
PENTOXIFYLLINE
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCE
(CAPSULE; ORAL) 12-28-83 12-09-86 12Â28-93
PAVULON ORGANON/AKZONA 17-015 3553212
(INJECTABLE; INJECTION) 10-24-72 01-05-88
PAVULON ORGANON/AKZONA 17-015 3553212
(INJECTABLE; INJECTION) 09ÂI4-73 01-05-88
HALDRONE ELI LILLY I2Â772 3499016
(TABLET; ORAL) 04-17-61 03-03-87
HALDRONE ELI LILLY 12-772 3499016
(TABLET; ORAL) 04-17-61 03-03-87
PEPTAVLON AYERST LABS/AMHO 17-048 3896103
(INJECTABLE; INJECTION) O7Â26Â74 07-22-92
PENTÐM 300 LYPHOMED 19-129
(INJECTABLE; INJECTION) 10-16-84
TALWIN WINTHROP LABS/STERL 16ÂI94 4105659
(INJECTABLE; INJECTION) 07-24-67 08-08-95
MPI INDIUM DTPA IN 111 NEDI-PHYSICS 17-707 NCE
(INJECTABLE; INJECTION) 02-18-82 02-18-92
TRENTAL HOECHST-ROUSSEL 18-631 3737433 NCE
(TABLET, CONTROLLED 08-30-84 06-05-90 08-30-94
400MG
RELEASE; ORAL)



IVÂ90
ACTIVE INGREDIENT(S)
STRENGTH(S)
PHENYLEPHQINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE
5MG/5ML; 6.25MG/5ML
PILOCARPINE
5MG
PILOCARPINE
IIMG
PILOCARPINE HYDROCHLORIDE
4x
PIMOZIDE
2MG
PINDOLOL
5MG
PINDOLOL
IOMG
PINDOLOL
I5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
PHENERGAN VC
(SYRUP; ORAL)
OCUSERT FILO-20
(INSERT, CONTROLLED
RELEASE; OPHTHALMIC)
OCUSERT PILOÂ40
(INSERT, CONTROLLED
RELEASE; OPHTHALMIC)
PILOPINE HS
(GEL; OPHTHALMIC)
ORAP
(TABLET; ORAL)
VISKEN
(TABLET; ORAL)
VISKEN
(TABLET; ORAL)
VISKEN
(TABLET; ORAL)
APPLICANT NAME
WYETH LABS/AMHO
ALZA
ALZA
ALCON LABORATORIES
MCNE IL PHARM
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
08-604
04-02-84
17-431 391628
07-29-74 06-08-93
17-548 391628
07-29-72 06-08-93
18Â796
10-01-84
17Â473 NCE
07-31-84 07-31-94
18-285 3471515 NCE
09Â03Â82 1 0Â07-86 09-03-92
18-285 3471515 NCE
09-03-82 10-07-86 09-03-92
I8-285 347I5I5 NCE
09-03-82 10-07-86 09-03-92
TABLE IV. NDA'S APPROVED FROM IÂI-82 Ð¢O I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



ACTIVE INGREDIENT(S)
STRENGTH(S)
PIROXICAM
IOMG
PIROXICAM
2ÐžMG
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONVTE;
SODIUM CHLORIDE;
SODIUM SULFATE
23Ã´GM/BOT;
2.97GW/BOT;
6.74GW/BOT;
5.860M/BOT;
22.74GW/BOT
TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TRADE NAME
(DOSAGE FORM; ROUTE)
FELDENE
(CAPSULE; ORAL)
FELDENE
(CAPSULE; ORAL)
GOLYTELY
(POWDER FOR
RECONSTITUTION; ORVL)
APPLICANT NAME
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
BRA INTREE LABS
NDA #
APPROVAL DATE
PATENT Ã
EXCLUSIVITY
EXP. DATE
EXP. DATE
18ÂI47
04-06-82
18-147
04-06-82
19-011
07-13-84
3591584
07-06-88
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
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91
NCE
04-06-92
NCE
04-06-92
IVÂ9I



IVÂ92
ACTI VE INGRED I ENT(S)
STRENGTH(S)
POLYETHYLENE GLYCOL 3350;
POTASS I UM CHLOR IDE;
SOD I UM BICARBONATE;
SODIlM CHLORIDE;
SOD I UM SULFATE
IZOGM/PACKET;
I . 49GM/PACKET ;
3 . 360M/ PACKET ;
2 . Q2GM/PACKET;
I 1 . 360M/PACKET
POLYETHYLENE GLYCOL 3350;
POTASS I LM CHLOR IDE;
SOD 1 UM BICARBONATE;
SOD I LM CHLOR IDE;
SOD I UM SULFATE
227. IGM/PMXET;
2. SZGM/PACKET ;
6. 360M/ PACKET ;
5 . 53m/PACKET ;
2 1 . 5GM/ PACKET
POLYETHYLENE GLYCOL 3350;
POTASS I UM CHLOR IDE;
SOD I UM B I CARBONATE ;
SOD I IM CHLOR IDE;
SOD I UM SULF ATE
36OGM/ PACKET ;
4 . 47GM/PACKET;
I 0. OBGI'I/PACKET;
8. 76GM/ PACKET ;
34 . OBGM/ PACKET
TRADE NAME APPLICANT NAME NDA )II PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
COLYTE EDLAW PREPARATIONS 18-983
(POWDER FOR IOÂ26-84
RECONSTITUTION; ORAL)
OOLYTE EDLAW PREPARATIONS 18Â983
(POWDER FOR 10-26-84
REOONSTITUTION; ORAL)
COLYTE EDLAW PREPARATIONS 18Â983
(POWDER FOR 10-26-84
RECONST ITUT I ON; ORAL)
TABLE IV. NDA'S APPROVED 1-1-82 T0 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
O.5MG; IMG
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
O.5MG; 2MG
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
O.5MG; 5MG
POTASSIUM ACETATE
ZMEQ/ML
POTASSIUM CHLORIDE
IOMEQ
POTASSIUM CHLORIDE; SODIUM CHLORIDE
I50MG/IOOML; 900MG/IOOML
TRADE NAME
(DOSAGE FORM; ROUTE)
MINIZIDE
(CAPSULE; ORAL)
MINIZIDE
(CAPSULE; ORAL)
MINIZIDE
(CAPSULE; ORAL)
POTASSIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
KLOTRIX
(TABLET, CONTROLLED
RELEASE; ORAL)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE IOMEQ
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
PFIZER LABS/PFIZER
PF I ZER LABS/PFI ZER
PFIZER LABS/PFIZER
ABBOTT LABORATORIES
NEAD JOHNSON/B-M
TRAVENOL LABS
NDA # PÐÐ¢ENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
I2ÂI9Â95
17Â986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
I2ÂI9Â95
17Â986 35I1836
06-13-80 05-12-87
3663706
05-16-89
4130647
I2ÂI9Â95
18Â896
07-20-84
17-850 4140756
05-22-80 02-20-96
18-630
02-17-83
IVÂ93



IVÂ94
ACTIVE INGREDIENT(S)
STRENGTH(S)
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
POTASSIUM CHLORIDE; SODIUM CHLORIDE
3OOMG/IOOML; 900MG/IOOML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
I50MG/I 00M1.; QOOIVG/ I 001/1.
POTASSIUM CHLORIDE; SODIUM CHLORIDE
300WG/IOOML; 900MG/IOOML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
75MG/IOOML; 9OOMG/IOONL
POTASSIUM CHLORIDE; SODIUM CHLORIDE
I50MG/IOOML; 900MG/IOONL
POTASSIUM CHLORIDE; SODIUM CHLORIDE
220MG/IOOML; 9OOMG/IOONL
POTASSIUM CHLORIDE; SODIUM CHLORIDE
3OOWG/IOOML; 9OOMG/IOONL
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 2OMEQ
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20MEQ
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 4OMEQ
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.I5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
18-630
02Â17-83
18Â630
02Â17-83
18-630
02-17-83
18-722
11-09-82
18-722
11-09-82
18-722
11-09-82
18-722
11-09-82
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
PRALIDOXIME CHLORIDE
30OMG/ML
PRALIDOXIME CHLORIDE
30OMG/ML
PRAZEPAM
20MG
PRAZICUANTEL
Ð±OOMG
PRAZOSIN HYDROCHLORIDE
5MG
PRAZOSIN HYDROCHLORIDE
IMG
TRADE NAME
(DOSAGE FORM; ROUTE)
PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)
PROTOPAM
(INJECTABLE; INJECTION)
CENTRAX
(CAPSULE; ORAL)
BILTRICIDE
(TABLET; ORAL)
MINIPRESS
(CAPSULE; ORAL)
MINIPRESS
(CAPSULE; ORAL)
APPLICANT NAME
AYERST LABS/AMHO
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES
PFIZER LABS/PFIZER
FFIZER LABS/PFIZER
NDA # PÐÐ¢ENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â799
12-13-82
18-986
04-26-83
18-144
05-10-82
18-714 4OO1411 NCE
12-29-82 01-04-94 12-29-92
17-442 3511836
06-23-76 05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
I2ÂI9Â95
17Â442 3511836
06-23-76 05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
IVÂ95



L8-12-L0
9260299
26-12-10
2992989
88-22-70
9889L99
96-61-21
L790917
96-09-90
9192607
68-91-90
9019999
18-21Â90
9981199
A1Î 150TOX3
31VG Â°dX3
# 1N31Vd
98-61-70
EQS-81
98-61-70
ESQ-81
98-81-10
817-91
98-81-10
BI7-91
69-22-20
QSL-91
22-10-20
SES-LI
91-92-90
277-11
31VG TVAO8ddV
# VON
OHNV/SGVT 1S83AV
OHNV/SBVT 1883AV
OHNV/SBVT 1883AV
OHNV/SGVT 1S83AV
3HOO8 VTÂNNVN33OH
N3HO MOO/MOG TT3883N
83ZI3d/SBVT 83ZI3d
3NVN 1NVOITddV
(TV80 t38V3T38
O3TTO81NOO â€˜3T05dVO)
VT TV83GNI
(TV80 f3SV3T38
G3TTO81NOO â€˜3TnSdVO)
VT TV83GNI
(TV80 f13T8V1)
TVHBONI
(TV80 f13T8V1)
TV83ONI
(TV80 f3TnSdVO)
3NVT01VN
(TV80 f13T8V1)
OOT38OT
(TV80 f3TOSdVO)
SS38dININ
(31008 fN8O3 3OVSOG)
3NVN 3GV81
ONOB
3OI8OTHOO8GAH TOTONV8dO8d
ONOQI
3OI8OTHOO8GAH TOTONV8dO8d
ONOÃ“
3018OTHOO8OAH TOTONV8dO8d
ONOQ
3OI8OTHOO8OAH TOTONV8dO8d
3SV8 ONOS 03
3GI8OTHOO8GAH 3NIZV88VOO8d
ONOQZ
T000808d
ONZ
3GI8OTHOO8GAH NISOZV8d
(S)H10N381S
(S)1N31038ONI 3AI10V
NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVGN GNV 78-19-21 01 28-1-1 N083 G3AO8ddV SIVGN
'AI 3T8V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
PROPRANOLOL HYDROCHLORIDE
120MG
PROTAMINE SULFATE
250MG/VIAL
PROTIRELIN
O.5MG/ML
PROTIRELIN
O.5MG/ML
PROTRIPTYLINE HYDROCHLORIDE
5MG
PROTRIPTYLINE HYDROCHLORIDE
IOMG
PYRANTEL PAMOATE
EQ 250MG BASE/5ML
RANITIDINE HYDROCHLORIDE
EQ I50MG BASE
RAN I T I D I NE HYDROCHLOR IDE
EO 25MG BASE/ML
RITODRINE HYDROCHLORIDE
IOMG
RITODRINE HYDROCHLORIDE
IOMG/ML
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
INDERAL LA AYERST LABS/AMHO 18-553
(CAPSULE, CONTROLLED 04-19-83
RELEASE; ORAL)
PROTAMINE SULFATE UPJOHN 07-413
(INJECTABLE; INJECTION) 08-02-84
THYPINONE ABBOTT LABORATORIES 17-638 3746697
(INJECTABLE; INJECTION) 11-05-76 07-17-90
RELEFACT TRH HOECHSTâ€”ROUSSEL 18-087 3746697
(INJECTABLE; INJECTION) 07-18-78 07-17-90
VIVACTIL MSÃƒD/MERCK 16-012 3372196
(TABLET; ORAL) 09-27-67 03-05-85
VIVACTIL MS&D/MERCK 16ÂO12 3372196
(TABLET; ORAL) 09-27-67 03-05-85
ÐNT1M1NTÐ ROERIG/PFIZER 16-883 3644624
(SUSPENSION; ORAL) 12-30-71 02-22-89
3549624
12-22-87
ZANTAC GLAXO 18Â703 4128658 NCE
(TABLET; ORAL) 06-09-83 12-05-95 06-09-93
2ÐÐœÐ¢ÐÐ¡ GLAxo 19-090 41 28658 Ð¼Ð¡Ð•
(INJECTABLE; INJECTION) 10-19-84 12-05-95 06-09-93
YUTOPAR ASTRA PHARM PRODS 18-555 3410944
(TABLET; ORAL) 12-12-80 1 1-12-85
YUTOPAR ASTRA PHARM PRODS 18Â580 3410944
(INJECTABLE; INJECTION) 12-12-80 11-12-85
IVÂ97



86-̂ 1
28-61-20
Â¿67-81
98-70-90
968-81
16-10Â01 9L-12-10
9196989 169-L1
28-92-20
BL5-81
06-72-60 92-92-11
0691919 189-11
86-71-70
9OO2927
76-82-90 6L-19-21
7681907 7L8-11
26-L2-90
7919889
96-91-10 18-62-90
7292969 6OO-81
78-12-80
166-81
78-L2-80
166-81
98-21-11 78-L2-60
7760179 OBQ-81
31VG Â°dX3 31VG '8X3 31VG TVAO8ddV
A1IAISOTOX3 # 1N31Vd # VGN
SEIVT TON3AV81
S3I801V808VT 11088V
SNOS ÐžNV 881ÐŸ05 83
SBVT TON3AV81
S3I801V8OBVT NOI8VN
AOI30ÂV8IO/V8IO
OYd/N01V3 HOIM8ON
S3I801V808VT 11088V
S3I801V808VT 11088V
S0088 N8VHd V815V
3NVN INvOITddV
(NOI1VOI88I fNOI10TOS)
83NIV1NOO OI1SVTd NI
%S7Â°0 3OI8OTHO NOIOOS
(NOI103FNI f3T8V103Ð“ NI)
83NIV1NOO OliSVTd
NI 31V13OV NOIOOS
(NOI103FNI f3T8V103FNI)
OVA3NI8
(TVOIdO1 fNV380)
OSS
(TVOIdO1 fNV38O)
3N3OVATIS
(S0O3NV10083d f3SV3T38
O3TTO81NOO â€˜NTI3)
dOOS-N83GSNV81
(NOI103FNI f3TBV103Ð“ NI)
N1N38VS
(NO11OarNI faTav1oarNI)
$01 II NASOdIT
(NOI103Ð“ NI f3T8V1O3Ð“ NI)
%02 11 NASOdIT
(NOI103FNI f3T8V1O3FNI)
8VdO10A
(31008 fN803 3OVSOO)
3NVN 3OV81
TNOOI/OMDQ7
3018OTHO NOIOOS
TN/O3NZ
S008OAHNV â€˜31V13OV N0IOOS
TVIA/ONQOO'O
3OITVONIS
$I
3NIZvIOv3TnS 83ATIS
$1
3NIZVIOV3T0$ 83ATIS
ONQ'I
3NINVTOdOOS
TN/3SV8 ONQ'O 03
31V13OV NISVTV8VS
$9 f$9
TIO NV3OAOS fTIO S3MOT33VS
$0I f$0I
TIO NVBBIOS fTIO a3MOT33VS
TN/ONQI
3OI8OTHOO8OAH 3NI800118
(S)H1ON3818
(S)1N3IO38ONI 3A11OV
NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVON GNV 78-19-21 01 28-1-1 N083 O3AO8ddV SIVON



NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
SODIUM CHLORIDE
9MG/ML
5307 Ð´Ð¾,
Supp l l (t
HLORIDE
SODIUM CHLORIDE
2.5MEQ/ML
SODIUM CHLORIDE
3GM/IOOML
SODIUM CHLORIDE
5GM/IOOML
SODIUM CHLORIDE
QNIG/ ML
SODIUM CHLORIDE
9MG/ML
SODIUM IODIDE,
1OO UCI
SODIUM IODIDE,
2OO UCI
TRADE NAME
(DOSAGE FORM; ROUTE)
BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
18-800
I0Â29-82
18-803
I0Â29-82
18-897
O7Â20-84
I9Â022
11-01-83
I9Â022
11-01-83
19-217
07-13-84
19-218
07-13-84
18-671
05-27-82
18-671
05-27-82
IVÂ99



IV-IOO
ACTIVE INGREDIENT(S)
STRENGTH(S)
SODIUM IODIDE, IÂI23
400 UCI
SODIUM LACTATE
5MEQ/ML
SODIUM NITROPRUSSIDE
5OMG/VIAL
SODIUM PHOSPHATE, DIBASIC; SODIUM
PHOSPHATE, MONOBASIC
I42MG/ML; 276MG/ML
SOMATROPIN
2 IU/VIAL
SORBITOL
3GM/IOOML
SOYBEAN OIL
I0%
SOYBEAN OIL
I0%
SOYBEAN OIL
20%
SOYBEAN OIL
20%
SOYBEAN OIL
IO%
TRADE NAME
(DOSAGE FORM; ROUTE)
SODIUM IODIDE I I23
(CAPSULE; ORAL)
SODIUM LACTATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM NITROPRUSSIDE
(INJECTABLE; INJECTION)
SODIUM PHOSPHATES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ASELLACRIN 2
(INJECTABLE; INJECTION)
SORBITOL 3% IN PLASTIC
CONTAINER
(SOLUTION: IRRIGATION)
SOYACAL 101
(INJECTABLE; INJECTION)
TRAVAMULSION IO%
(INJECTABLE; INJECTION)
TRAVAMULSION 20%
(INJECTABLE; INJECTION)
SOYACAL 20%
(INJECTABLE; INJECTION)
LIPOSYN III I0%
(INJECTABLE; INJECTION)
APPLICANT NAME
BENED I Ð¡Ð¢ NUCLR PHARM
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
ABBOTT LABORATORIES
SERONO LABS
TRAVENOL LABS
ALPHA THERAPEUTIC
TRAVENOL LABS
TRAVENOL LABS
ALPHA THERAPEUTIC
ABBOTT LABORATORIES
NDA #
APPROVAL DATE
18-671
05-27-82
18-947
09-05-84
18-581
07-28-82
18-892
05-10-83
17Â726
07Â2I-83
18-512
05-27-82
18-465
06Â29-83
18-660
02-26-82
18-758
02-15-83
18-786
06-29-83
18-969
09-24-84
EÐ¥P. DATE
PATENT #
EXP. DATE
EXCLUSIVITY
NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV.
NDA'S APPROVED FROM 1-1-82 Ð¢O 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
SOYBEAN OIL
20%
STANOZOLOL
2MG
STREPTOZOCIN
IGM/VIAL
SUCRALFATE
IGM
SUFENTANIL CITRATE
EQ 0.05MG BASE/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
4OGWG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
8OOMG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
2OOMG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
2OOMG/5ML; 4OMG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
80MG/ML; 16MG/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
4OOMG; 80MG
TRADE NAME
(DOSAGE FORM; ROUTE)
LIPOSYN III 20%
(INJECTABLE; INJECTION)
WINSTROL
(TABLET; ORAL)
ZANOSAR
(INJECTABLE; INJECTION)
CARAFATE
(TABLET; ORAL)
SUFENTA
(INJECTABLE; INJECTION)
BACTRIM
(TABLET; ORAL)
BACTRIM DS
(TABLET; ORAL)
BACTRIM
(SUSPENSION; ORAL)
BACTRIM PEDIATRIC
(SUSPENSION; ORAL)
BACTRIM
(INJECTABLE; INJECTION)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
WINTHROP LABS/STERL
UPJOHN
MARION LABORATORIES
JANSSEN PHARMA
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANNâ€”LA ROCHE
DRUMMER/PHOENIX
NDÐ # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-970
09-25-84
12-885 3704295
11-30-61 11-28-89
17-961 NCE
05-07-82 05-07-92
18-333 3432489
10-30-81 03-11-86
19-050 3998834 NCE
05-04-84 12-21-93 05-04-94
17-377 RE28636
07-30-73 06-02-87
17-377 RE28636
03-01-78 06-02-87
17-560 RE28636
04-I6Â75 06-02-87
17-560 RE28636
I2Â10-79 06-02-87
18-374 3551564
06Â23Â81 12Â29Â87
RE28636
06-02-87
18-598
05-19-82
1VÂIOI



ACTIVE INGREDIENT(S)
STRENGTH(S)
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MB; I60MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 4OMG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
ZOOMG/FML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 4OMG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
40040 ; BCMG
SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG; I60MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 8080
SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG; I60MG
SULFASALAZINE
500MG
TRADE NAME
(DOSAGE FORM; ROUTE)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)
SULFATRIM
(SUSPENSION; ORAL)
SMZÂTMP
(SUSPENSION; ORAL)
SM2-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
( TABLET; ORAL)
AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)
IVÂI02
APPLICANT NAME
DRUMMER/PHOENIX
NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS
DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG
PHARMACIA/PHARMACIA
NDA i
APPROVAL DATE
PATENT #
EXP. DATE
18Â598
05Â19-82
18Â6I5
OIÂ07-83
18Â6I5
01-07-83
18-812
01-28-83
18-812
06-10-83
18-852
05-09-83
18-854
05-09-83
18-946
08-10-84
18-946
08-10-84
07-073
04-06-83
Ð¨
EÐ¥P. DATE
NDA'S APPROVED FROM IÂI-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ñ‚Ð¾ 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
SULINDAC
150MG
SULINDAC
200MG
SUTILAINS
82,0OO UNITS/GN
TECHNETIUM, TCÂ99M SODIUM PERTECHNETATE
GENERATOR
O.22Â2.22C1/GENERATOR
TECHNETIUM, TCÂ99M,
KIT
N/A
TECHNETIUM, TCÂ99M,
KIT
N/A
TECHNETIUM, TCÂ99M,
N/A
TECHNETIUM, TCÂ99M,
N/A
TECHNETIUM, TCÂ99M,
N/A
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOsAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
CL INOR I L MS&D/MERCK 17-911 3654349
(TABLET; ORAL) 09-27-78 04-04-89
3725548
04-03-90
CLINORIL MSÃƒD/MERCK 17-911 3725548
(TABLET; ORAL) 09-27-78 04-03-90
3654349
04-04-89
TRAVASE TRAVENOL LABS 12-828 3409719
(01NTMENT; TOPICAL) 06-12-69 11-05Â85
MINITEC ER SQUIBB AND SONS 17-339 4041317
(SOLUTION; INTRAVENOUS, 06-03-74 08-09-94
ORAL)
ALBUMIN AGGREGATED CINTICHEM TECHNETIUM 99M MAA CINTICHEM 17-773 3987157
(INJECTABLE; INJECTION) 11-18-76 10-19Â93
ALBUMIN COLLOID MICROLITE NED DIAC/NE NUCLEAR 18-263 4226846
(INJECTABLE; INJECTION) 03-25-83 10-07-97
ALBUMIN KIT CINTICHEM TECHNETIUM 99M HSA CINTICHEM 17-775 3987157
(INJECTABLE; INJECTION) 04-01-77 10-19-93
DISOFENIN KIT HEPATOLITE MED DIAG/NE NUCLEAR 18-467 NCE
(INJECTABLE; INJECTION) 03-16-82 03-16-92
GLUVEPTATE KIT TECHNESCAN GLUCEPTATE MSAD/MERCK 18-272 4027005
(INJECTABLE; INJECTION) 01-27Â82 05-31-94
IVÂI03



ACTIVE INGREDIENT(S)
STRENGTH(S)
TECHNETIUM, TCÂ99M, MEDRONATE
N/A
TECHNETIUM, TCÂ99M, MEDRONATE
N/A
TECHNETIUM, TCÂ99M, SUCCIMER KIT
N/A
TERBUTALINE SULFATE
IMG/ML
TERBUTALINE SULFATE
2.5MG
TERBUTAL I NE SULFATE
5MG
TERBUTALINE SULFATE
2.5MG
TRADE NAME
(DOSAGE FORM; ROUTE)
OSTEOLITE
(INJECTABLE; INJECTION)
AMERSCAN
(INJECTABLE; INJECTION)
MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)
BRICANYL
(INJECTABLE; INJECTION)
BRICANYL
(TABLET; ORAL)
BRICANYL
(TABLET; ORAL)
BRETHINE
(TABLET; ORAL)
IVÂI04
APPLICANT NAME
MED DIAG/NE NUCLEAR
AMERSHAM/RADIOCHEM
MEDI-PHYSICS
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
GEIGY/CIBA-GEIGY
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17Â972 4032625
12-16-77 06-26-94
18-335
08-05-82
17-944 4208398 NCE
05-18-82 06Â17Â97 O5-18-92
4233285
11-11-97
17-466 3937838
03-25-74 02-10-93
4011258
03-08-94
17-618 3937838
04-22-75 02-10-93
4011258
03-08Â94
17-618 3937838
04-22-75 02-10-93
4011258
03-08-94
17-849 3937838
05-17-76 02-10-93
4011258
03-08-94
NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
TERBUTALINE SULFATE
5MG
TERBUTALINE SULFATE
IMG/ML
TERBUTALINE SULFATE
O.2MG/INH
THALLOUS CHLORIDE, TLÂ20I
ZWCI/ML
THALLOUS CHLORIDE, TLÂ20I
IMCI/ML
TIMOLOL MALEATE
5MG
TIMOLOL MALEATE
IOMG
TIMOLOL MALEATE
ZOMG
TIMOLOL MALEATE
EQ 0.25% BASE
TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY
(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
BRETHINE GEIGY/CIBAÂGEIGY 17â€”849 3937838
(TABLET; ORAL) 05-17-76 02ÂIO-93
401I258
03-08-94
BRETHINE GEIGY/CIBA-GEIGY 18-571 3937838
(INJECTABLE; INJECTION) I1-30-81 02ÂIOÂ93
401I258
03-08-94
BRETHAIRE GEIGY/CIBA-GEIGY 18Â762 3937838
(AEROSOL; INHALATION) 08Â17-84 O2ÂIOÂ93
401I258
03Â08-94
THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18ÂIIO
(INJECTABLE; INJECTION) 02-0I-82
THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548
(INJECTABLE; INJECTION) 12Â30-82
BLOCADREN MSÃƒD/MERCK 18ÂO17 3655663
(TABLET; ORAL) I1-25-8l 04-1I-89
BLOCADREN MSÃƒD/MERCK 18ÂO17 3655663
(TABLET; ORAL) IIÂ25-81 O4Â1I-89
BLOCADREN Ð¼Ð·Ð´Ð°/Ð¼ÐµÐ´Ð¾Ðº 18Â017 3655663
(TABLET; ORAL) IIÂ25-81 O4Â1I-89
TIMOPTIC MSÃƒD/MERCK 18Â086 4195085
(SOLUTION; OPHTHALMIC) 08-I7Â78 03-25-97
3655663
O4-I1-89
IVÂIO5



ACTIVE INGREDIENT(S)
STRENGTH(S)
TIMOLOL MALEATE
E0 0.5% BASE
TOCAINIDE HYDROCHLORIDE
4OOMG
TOCAINIDE HYDROCHLORIDE
600MB
TOLAZAMIDE
IOOMG
TOLAZAMIDE
250MG
TOLAZAMIDE
500MG
TOLMETIN SODIUM
E0 2OOMG BASE
TOLMETIN SODIUM
EQ 4OOMG BASE
TRAZODONE HYDROCHLORIDE
50MG
TRAZODONE HYDROCHLORIDE
IOOMG
TRADE NAME
(DOSAGE FORM; ROUTE)
TIMOPTIC
(SOLUTION; OPHTHALMIC)
TONOCARD
(TABLET; ORAL)
TONOCARD
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
TOLECTIN
(TABLET; ORAL)
TOLECTIN DS
(CAPSULE; ORAL)
DESYREL
(TABLET; ORAL)
DESYREL
(TABLET; ORAL)
APPLICANT NAME
MSÃƒD/MERCK
MSÃƒD/MERCK
MSSD/MERCK
ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/Bâ€”M
MEAD JOHNSON/B-M
IVÂI06
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18Â086 4I95085
08ÂI7Â78 03-25-97
3655663
04-11-89
18-257 4218477 NCE
I1-09-84 08Â19Â97 1IÂO9Â94
4237068
I2Â02Â97
I8Â257 4218477 NCE
11-09-84 08-19-97 11-09-94
4237068
I2Â02-97
18-894
11-02-84
18-894
11-02-84
18-894
11-02-84
17-628 3752826
03-24-76 08-14-90
18-084 3752826
10-30-79 08ÂI4Â90
18Â207 3381009
12-24-81 04-30-85
I8Â207 3381009
12-24-81 04-30-85
NDA'S APPROVED FROM IÂI-82 TO I2Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
TABLE IV.



TABLE IV.
NDA'S APPROVED FROM IÂI-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH(S)
TRETINOIN
0.05%
TRETINOIN
0.I%
TRETINOIN
0.051
TRETINOIN
0.0I1
TRETINOIN
0.0251
TRIAMCINOLONE ACETONIDE
0.25MG/INH
TRIAZOLAM
0.25MG
TRIAZOLAM
O.5MG
TRILOSTANE
30MG
TRILOSTANE
60MG
TRADE NAME
(DOSAGE FORM; ROUTE)
RETIN-A
(SOLUTION; TOPICAL)
RETIN-A
(CREAM; TOPICAL)
RETIN-A
(CREAM; TOPICAL)
RETIN-A
(GEL; TOPICAL)
RETIN-A
(GEL; TOPICAL)
AZMACORT
(AEROSOL; INHALATION)
HALCION
(TABLET; ORAL)
HALCION
(TABLET; ORAL)
MODRASTANE
(CAPSULE; ORAL)
MODRASTANE
(CAPSULE; ORAL)
APPLICANT NAME
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
WILLIAM H RORER
UPJOHN
UPJOHN
WINTHROP LABS/STERL
WINTHROP LABS/STERL
NDA # PATENT # EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
I6â€”921 3729568
1O-20-7I 04-24-90
17Â340 3729568
0IÂ26Â73 O4Â24-90
17Â522 3729568
07ÂI9Â74 04-24-90
17Â955 3729568
I0Â05-78 04-24-90
17Â579 3729568
04-18Â75 04-24-90
18ÂI17 3897779
O4-23-83 O8-05-92
3927806
I2Â23Â92
17-892 3980790 NCE
11-I5-82 O9Â14-93 II-I5-92
3987052
10ÂI9Â93
I7-892 3980790 NCE
1IÂ15-82 09ÂI4-93 1IÂI5-92
3987052
1 O-I 9-93
18Â7I9 NCE
12Â21-84 I2Â21-89
18Â719 NCE
12Â21-84 12Â21-89
1VÂ107



ACTIVE INGREDIENT(S)
STRENGTH(S)
TRIMETHOPRIM
2OOMG
TRIMETHOPRIM
ZOOMG
TRIMETHOPRIM
IOOMG
TRIMIPRAMINE MALEATE
EQ IOOMG BASE
VECURONIUM BROMIDE
IOMG/VIAL
VERAPAMIL HYDROCHLORIDE
BOMG
VERAPAMIL HYDROCHLORIDE
120MG
VERAPAMIL HYDROCHLORIDE
80MG
VERAPAMIL HYDROCHLORIDE
I2OMG
VERAPAMIL HYDROCHLORIDE
2.5MG/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
PROLOPRIM
(TABLET; ORAL)
TRIMPEX 2OO
(TABLET; ORAL)
TRIMETHOPRIM
(TABLET; ORAL)
SURMONTIL
(CAPSULE; ORAL)
NORCURON (NC-45)
(INJECTABLE; INJECTION)
ISOPTIN
(TABLET; ORAL)
ISOPTIN
(TABLET; ORAL)
CALAN
(TABLET; ORAL)
CALAN
(TABLET; ORAL)
CALAN
(INJECTABLE; INJECTION)
IVÂI08
APPLICANT NAME
BURROUGHS WELLCOME
HOFFMANN-LA ROCHE
BIOCRAFT LABS
IVES LABS/AMHO
ORGANON/AKZONA
KNOLL PHARMACEUTICAL
KNOLL PHARMACEUTICAL
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
SEARLE PHARMS
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
17Â943
07-14-82
17-952
11-09-82
18-679
07-30-82
16-792
09-15-82
18-776
04-30-84
18-593
03-08-82
18-593
03-08-82
18-817
09-10-84
18-817
09-10-84
18-925
03-30-84
3553212 NÐ¡E
01-05-88 04-30-94
4237126
12-02-97
4297351
IOÂ27Â98
NDA'S APPROVED FROM IÂI-82 TO 12Â3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION



TABLE IV.
IÂ1-82 TO I2-3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION
NDA'S APPROVED FROM
ACTIVE INGREDIENT(S)
STRENGTH(S)
VERAPAMIL HYDROCHLORIDE
2.5MG/ML
WATER FOR INJECTION, STERILE
1005
WATER FOR INJECTION, STERILE
1OO1
WATER FOR INJECTION, STERILE
1001
wATER FOR INJECTION, STERILE
1001
WATER FOR INJECTION, STERILE
1002
XENON, XEÂI27
5MCI/VIAL
XENON, XEÂI27
IOMCI/VIAL
XENON, XEÂI33
IOMCI/VIAL
XENON, XEÂI33
20MCI/VIAL
TRADE NAME
(DOSAGE FORM; ROUTE)
CALAN
(INJECTABLE; INJECTION)
STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIQU1D; N/A)
STERILE WATER IN PLASTIC
CONTAINER
(LIQUID; N/A)
STERILE WATER IN PLASTIC
CONTAINER
(LIQU1D; N/A)
BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIQUID; N/A)
STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIQUID; N/A)
XENON XE 127
(GAS; INHALATION)
XENON XE 127
(GAS: INHALATION)
XENON XE 133
(GAS; INHALATION)
XENON XE 133
(GAS: INHALATION)
APPLICANT NAME
SEARLE PHARMS
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
NDA #
APPROVAL DATE
PATENT # EXCLUSIVITY
EXP. DATE EXP. DATE
I9ÂO38
03-30-84
18Â595
0IÂI7-83
18Â632
06-30-82
18-80I
I0Â27-82
18-802
I0Â27-82
I9Â077
03-02-84
18Â536
I0Â0I-82
18Â536
I0Â01-82
18-327
O3Â09-82
18Â327
03-09-82
NCE
1OÂ01-92
NCE
I0Â0IÂ92
IVÂI09
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