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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
A roved Prescription Drug Products with Therapeutic Equivalence Evaluations,
SEE Ã‰dition (thegList), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term l'list." The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August l, l984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.
Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)
Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbolMIIm > to the left of the line on which new
information exists. The 2JÃŸm_>symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >JÂ¥l-> (DELETE) to the left of the
line containing the overstruck print. The Ã¤iul_> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (Ð )́ to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUMZ DESI Pending LiSt
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
'`-
II. SPECIAL NOTES
REPORT OF COUNTS FOR ÃUE 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
Products
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, 1984 (49 FR 25681)
Auo 3, 1984 (49 FR 31151)
JUL 15, 1983 (48 FR 32395)
dicyclomine hydrochloride
isosorbide dinitrate
nandrolone decanoate
(continued)
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Products Federal Register Reference
(continued)
neomycin sulfate with either: MAR 26, 1984 (49 FR ll888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin B sulfate, MAY 4, l984 (49 FR l9l47)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral) SEP 7, l984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, l984 (49 FR 35428)
parenteral multivitamin products SEP l7, l984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, l983 (48 FR 345l6)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, l983 (48 FR 38097)
tranylcypromine sulfate MAR 22, l984 (49 FR 10708)
Ð¡. APPLICANT (NAME) CHANGES
Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES
Former Applicant (Name) New Applicant (Name) New Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST
D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
l984."



DISCONTINUED APPROVED PRODUCT IDENTIFIER ("Ð°")
The Drug Price Competition and Patent Term Restoration Act of l984
requires the FDA to make publicly available an alphabetical list of
approved drug products, with the application number and approval date,
for each product approved January l, l982 and thereafter, and an
indication whether in_vitro and/or in vivo bioequivalence studies are
required for ANDA approval. This pÃ¼blication, Approved Prescription Drug
Products with Therapeutic Equivalence Evaluations, 5th Edition, and its
monthly supplements is being used to satisfy this new requirement. The
Agency will no longer delete products from this publication when an
applicant discontinues marketing for economic reasons, as it had done in
the past. The only cause for product removal from the publication will be
for safety or efficacy reasons. Products discontinued from marketing will
be flagged in the Cumulative Supplement and future editions of this
publication with the "Ð´" symbol to designate their nonmarketed status.
SUBSCRIPTION FORM
A subscription form for the publication has been provided at the end of
this supplement for ordering next year's edition.
iv



III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
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 '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 Federal 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.



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES CoUNTED JULY '85 (BASELINE)
DRUG PRoDUCTS LISTED 8048
SINGLE soURcE 2096 (26.0%)
MULTISoURCEI" 5952 (74.0%)
THERAPEUTICALLY EoUIvALENT 4864 (60.5%)
Ð¼Ð¾Ñ‚ THERAPEUTICALLY EQUIVALENT 1054 â€¹13.2$â€º
Ð•XÑÐ•Ð Ñ‚1Ð¾Ð¼Ð·â€¹2â€º 25 I 0.3%)
NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 306
B. ACTIVITY FOR SUPPLEMENT NUMBER I2
AUG '85 CUMULATIVE
DRUG PRoDUCTS ADDED: 41 41
NEwLY APPROVED 40 4o
DESI EFFECTIVE I I
REMARKETED o o
DRUG PRoDUCTS REMOVED: I I
wITHDRAwN APPRoVAL o o
RX Ñ‚Ð¾ Ð¾Ñ‚Ñ swITCH o 0
DISCONTINUED MARKETING I 1
NET GAIN IN DRUG PRODUCTS 4o 4o
SINGLE Ð²Ð¾Ð¸Ð½Ð¾Ð² PRODUCTS APPRovED 7 7
MULTISOURCE DRUG PRoDUCTS APPRoVED 34 34
NEw MoLECULAR ENTITIES APPROVED: 2 2
As THE ENTITY o 0
As A SALT, ESTER 0R DERIVATIVE
0F THE ENTITY 2 2
(I) 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 |-5 OF THE LIST)
Ñƒ!



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '
ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1)
CAPSULE; ORAL
SECTRAL
IVES LABS/AMRO EQ 200MG BASE!
EQ 400MG BASE!
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
CAPSULE; ORAL
BUTALBITAL AND AOETAMINOPNEN
AQ DM GRAHAM LABS 650MG;50MGI
PHRENILIN FORTE
A_ CARNRICK/GN CARNRICK 650MGÂ§50MGB
TABLET; ORAL
BUTALBITAL AND ACETAMINOPHEN
AQ DANBURY PHARMACAL 325MGÂ§50MGI
PNREHILIN
A CARNRICK/GH CARNRICK 325MGÂ§50MGI
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1)
CAPSULE; ORAL
BUTALBITAL, ACETAMINOPNEN, CAFFEINE
AQ DM GRAHAM LABS 325MG;50MG;40MGI
AQ 325MG;50MG;40MGI
AQ 325MG;50MG;40MGI
AQ 325MG;50MG;40MG:
AQ 325MG;50MG;40MGI
AQ 325MG;50MG;40MGH
ESGIO
AQ GILBERT LABORATORIES 325MG;50MG;40MGI
TABLET; ORAL
ESGIC
AQ GILBERT LABORATORIES 325MG;50 ;40 Ð¸
FIORICET
AQ SANDOZ PHARMS/SANOOZ 325MG;50MG;40MGR
REPAN
AQ DM GRAHAM LABS 325MG;50MG;40MGI
ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)
TABLET; ORAL
AOETAMINOPNEN AND CODEINE PNOSPHATE
AA ZENITH LABORATORIES 300MG;60MG
ACETAMINOPHEN Nl CODEINE 82
AA LEMMON 300MG;15MGI
2 222
18917
18917
88991
88831
87550
87811
88743
88758
88765
89023
89067
89102
88825
87629
88616
87804
87083
88627
ACETAMINOPHEN;
TABLET; ORAL
85
CODEINE PHOSPHATE (PAGE 3-1)
AcETANINoPHEN N/ ÑÐ¾Ð²ÐµÑ‚Ñ‹: Ð²:
55 LEMMoN 300M6;30M6n
AoETAMINoPNEN w/ ÑÐ¾Ð²ÐµÑ‚Ñ‹: sa
AA LEnNoN zoore;ooÐ½sn
/Ã„Ã“ Ã‰TÃ„HÃNQÃ‰HÃ‰N'NÃ'Ã©ddÃ‰ÃNE'P Ã‰PHKTÃ‰'dÃ¡/
/Ã©Ã©/ /ZEÃ‘ÃÃH~LÃƒÃ‰Ã“ RÃƒÃÃ–RIÃ‰S//IÃ³Ã³ ;Â§.Ã‰Ã‰/
ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2)
CAPSULE; ORAL
ACETAMINOPHEN AND EIQROCODONE BITARTRATE
AA cENTRAL Ð 
55 Ð¾Ð½ GRAHAM
55
TABLET; ORAL
NARMs 500MG;5Msn
LABS Ñ‘ÑÑÑ†ÑÐ·Ñ‘Ð¿ÑÐ¸
Ñ‘Ð²Ð²Ð¿ÑÐ³Ñ‘Ñ†Ñ‘Ñ†
ACETAMINOPHEN AND NYnRocouoNE BITARTRATE
. L. Ã¯
co-GEsIc
55 CENTRAL PHARMS Ð²Ð¾Ð¾Ð¼Ðµ;5Ð¼Ðµ
HYoRoconoNE BITARTRATE N/ Ac TANINBPNEN
A BARR LABORATORIES Â§ggnÂ§;Â§mÂ§n
ACETAMINOPHENÃ¬AOXYCODONE HYDROCHLORIDE (PAGE 3-2)
CAPSULE; ORAL
TvLox
McNEIL PHARM sooÐ½s;5Ð½en
TYLox-sas
McNEIL PNARM 325Ð½G;5Msn
TABLET; oRAL
/Ã³Ã³Å„ÃÃ³Ã‰T/
oxvcET
AA HALsEY DRUG 325Ms;Â§gÂ§n
AcETAMINoPNEN; PRoPoxYPHENE NAPsYLATE (PAGE 3-2)
TABLET; oRAL
nARvooET-N Ion
Â¿B ELI LILLY 650M6;100M6
oARvocET-N so
Â¿B ELI LILLY Ð·Ð³ÑÐ¼ÑÐ³Ð·Ð¾Ð¿Ðµ
PRoRoxYPHENE NAPsYLATE AND AcETAMINoPNEN
Ag BARR LABORATORIES 325N6;50M6n
Ag ÑŒÐ²Ð¾Ð¼Ðµ;1Ð¾Ð¾Ð¼ÐµÐ¸
Â¿B MYLAN PNARÐ½s BsoÐ½szlooÐ½su
Â¿B ZENITH LABoRAToRIEs BsonszlooÐ½eu
PRovocET Ioo
Ag LEnNoN Ð²Ð²Ð¾Ð¼Ðµ;1Ð¾Ð¾Ð¼ÐµÑ†
N 88628
N 88629
/NfÃŸjÅ„ÃŸÃŸ/
N 88898
N 88956
N 89006
/NfÃŸ7ÃSj/
N 67757
N 88577
N 88790
N 88246
N 87463
17122
17122
70115
70116
70145
70146
2 22 2 2
70107
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DRUG PROOUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST â€˜84 - AUGUST '85 2
ACETIC ACID! GLACIAL (PAGE 3-3)
SOLUTION/DROPS; OTIC
AOETIC ACID
Â¿I THAMES PHARMACAL gg!
BOROFAIR
Â¿- PHARMAFAIR gg!
ACETIC ACID. GLACIAL; HYDROCORTISONE (PAGE 3-3)
SOLUTION/DROPS; OTIC
HYDROCORTISONE AND ACETIC ACID
â€žl THAMES PHARÐ½AcAL Â¿ZzIgu
ACYCLOVIR (PAGE 3-4)
CAPSULE; ORAL
ZOVIRAX
BURROUGHS NELLCOME Ð³Ð¾Ð¾Ð½Ð²Ð¸
ALBUMIN, IODINATED, I-125, SERUH (PAGE 3-4)
INJECTABLE; INJECTION
ALBUMOTOPE 125 I
Ð ER SQUIBB AND SONS 5-50 UCI/AMP
ALBUTEROL SULFATE (PAGE 3-5)
SYRUP; ORAL
PROVENTIL
SCHERING EQ Ð³Ð½Ðµ BASE/5ML!
ALLOPURINOL (PAGE 3-5)
TABLET; ORAL
ALLOPURINOL
AQ BOLAR PHARMACEUTICAL l00HGu
A@ Ð©Ð¸
AQ CHELSEA LABORATORIES l00MGn
Â¿g 3oomsu
Ag DANBURY PHARMACAL 1Ð¾Ð¾Ð¼ÐµÑ†
Â¿g Ð·Ð¾Ð¾Ð¼ÐµÑ†
AMDINOCILLIN (PAGE 3-6)
INJECTABLE; INJECTION
COACTIN
HOFFMANN-LA ROCHE Z5OMG/VIALI
500MG/VIALI
16M/VIAL!
222
22
88638
88606
88759
18828
17836
18062
18241
18241
18785
18785
18832
18877
50565
50565
50565
AMIKACIN SULFATE (PAGE 3-6)
INJECTABLE; INJECTION
AMIKIN
BRISTOL LABS/B-M EQ 50ÐœG Ð‘ÐÐ—Ð•/"Ð¬!
EQ 250MG BASE/ML!
AMINO ACIDS (PAGE 3-6)
INJECTABLE; INJECTION
AMINOSYN-HBC 72
ABBOTT LABORATORIES 72!
BRANCHAMIN 42
TRAVENOL LABS 42!
BRANCHAMIN 42 IN PLASTIC CONTAINER
TRAVENOL LABS 42!
TRAVASOL 102 N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 102!
TRAVASOL 5.52 N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 5.52!
TRAVASOL 8.52 N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 8.52!
AMINO ACIDS; DEXTROSE (PAGE 3-7)
INJECTABLE; INJECTION
AMINOSYN 3.52 N/ OEXTROSE 252 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.52i256M/100ML
AMINOSYN 3.52 N/ DEXTROSE 52 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.52Â§56M/100ML
AMINOSYN 4.252 N/ DEXTROSE 252 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 4.252Â§256M/100ML
AMINOPHYLLINE (PAGE 3-8)
INJECTABLE; INJECTION
ANINOPHYLLINE
SOLOPAK LABORATORIES Z5MG/MLI
Ð³Ð·Ð¼Ðµ/Ð¼ÑŒÐ¸
|ÐÐ“Ð
TABLET; ORAL
AMINOPHYLLINE
/BÃš/ _7ÃBRÃœEÃÃƒEÃ–RXÃÃŸPIÃ‰S/ /Ã‰Å„Å„Å„ÃŸ/
AB CORD LABORATORIES 200MG
AHINOPHYLLINEE SODIUH CHLORIDE (PAGE 3-9)
INJEcTABLE; INJECTION
ANIHOPHYLLINE IN souIuu OHLORIOE 0.452
ABBOTT LABORATORIES IgggÂ§Â¿IOggL;gÂ§ggÂ§Â¿IgggLn
gooÐ½L/I00ML;450MG/IooÐ½Lu
IÃ¢ Iâ€™
N 62562
N 62562
19374
18678
18684
18931
18931
22222
18931
N 19118
N 19120
N 19119
N 88429
N 88749
0125261/
N 85261
N 88147
N 88147



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST â€˜84 - AUGUST â€˜85
AMINOPHYLLINE' SODIUM CHLORIDE (PAGE 3-9)
INJECTABLE; INJECTION
AMINOPHYLLINE IN SODIUN 0NLORIDE 0.452 IN PLASTIC CONTAINER
ABBOTT LABORATORIES I00MGÃI00ML;Ã–5OHG/I00MLU
Z00NGÃI00MLÃˆQ5OMG/I00MLI
400M6/100ML;450M6/I00MLI
' 'ds/ 'In 'Ã‰ÃˆÃˆIÃ‰ÃI'ÃˆÃ„'IÃˆÃƒÃÃˆÃˆ'IÃ/.ÃˆÃ‰W'
Ð¸Ð´Ð¸Ñˆ/ÑÑ€Ð¸Ð½Ñ‚Ð¸Ð¼Ð½Ñ‹Ð¹/ÑˆÐ¸Ñˆ
â€šÐ¨ " :r ' ÑˆÐ°ÑˆÐ¸ÑÑ‚Ñ‹â€  ̃Ð¸Ð´Ñ/Ñˆ Â¿l
L; . Ñ
Ð½Ð°ÑˆÐ¸Ð¼Ð  ̧Ñ‚Ð°Ñ‚Ð°:
Ð Ñ‚? Ð
AMITRIPTYLINE HYDROCNLORIDE (PAGE 3-10)
TABLET; ORAL
AMITRIPTYLINE NCL
BP A" THERAPEUTICS 25H6!
BP 50MGâ€œ
BP 75M6!
BP I00MGI
BP PAR PHARMACEUTICAL 10H63
BP 25M6â€œ
BP 50MG!
BP 75MGU
BP I00MGI
BP 150MG!
AQ O PUREPAC/KALIPHARHA 10M6
5B a 25MG
5B Ð° Ð·Ð¾Ð½Ðµ
5B Ð° 75Ð¼Ðµ
Ã®Ã¤Å•/ â€žÐ´Ð¸ÐºÑ‚Ð°Ð½Ñ‚Ñ‹/1" /
n
/sÅ•/ Ñ‰Ð¸Ñ‚Ñƒ
/ÃŸÅ•/ ÑˆÐ²Ñ‹
5555 IÃÃ‰IIIÃ‰Ã‰/
/AP/ Ð¸Ð²Ð°Ð¼Ð .̧ /
AQ SIDMAK LABORATORIES 10H6!
5B Ð³Ð·Ð¼ÐµÐ¸
Ag Ð²Ð¾Ð¼Ð²Ñ†
Â¿Ã‰ -Ã‰ÃœQn
5B IooÐ½cn
59 IsoÐ½su
BP SUPERPNARH IOMGI
BP 25H6!
BP 5OMG!
BP 75M6!
BP 100MG!
N
N
N
N
18924
18924
18924
18924
/NfÃ¡ÃŸÃ¯Ã¡j/
Ñ‚Ñ…Ð²Ð²Ñˆ/
/NfÃŸÃŸÃ¯Ã¤j/
22222222222ia22222222
> ADD
>
A
D
>
>
IÃ¤NÃ¤i IÃˆHE
IÃˆIE
LOTION; TOPICAL
AMMONIUM LACTATE
BRISTOL-MYERS
AMOXICILLIN (PAGE 3-12)
CAPSULE; ORAL
AngÃ«lSLLL!!
LABORATORIOS ATRAL
UTIMO!
Ð PARKE-DAVIS/N-L
Ð
AMOXICILLIN; POTASSIUM CLAVULANATE
AMMONIUM LACTATÂ§ (PAGE 3-12)
EQ 122 ACID!
(PAGE 3-13)
PONDER FOR RECONSTITUTION; ORAL
AUGMENTIN '125'
BEECHAM LABS/BEECHAM
AUGMENTIN '250'
BEECHAM LABS/BEECHAM
TABLET; ORAL
AUGMENTIN '250'
BEECHAM LABS/BEECNAM
AUGMENTIN '500'
BEECHAM LABS/BEECHAM
TABLET; CHENABLE; ORAL
AUGMENTIN â€™125'
BEECHAM LABS/BEECHAM
AUGMENTIN '250'
BEECHAM LABS/BEECHAM
125MG/5ML;
EQ 31.25MG ACID/5ML!
250MG/5ML;EQ 62.5MG ACID/5ML!
250MG;EQ 125MG ACID!
500MG;EQ 125MG ACID!
125MG;EQ 31.25MG ACID!
250MG;EQ 62.5MG ACID!
AMPHETAMINE SULFATE (PAGE 3-13)
TABLET; ORAL
AMPHETAMINE SULFATE
LANNETT
INJECTABLE; INJECTION
AMPIOILLIN SODEQ!
ELI LILLY
Ð·Ð¼ÐµÐ¸
10M6u
AMPICILLIN SODIUM (PAGE 3-14)
EQ 500MG BASE/VIAL!
EQ 16M BASE/VIAL!
2 2
N
19155
62528
62528
62107
62107
50575
50575
50564
50564
50597
50597
83901
83901
62565
62565



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
AMPICILLIN/AMPICILLIN TRIHYDRATE (PAGE 3-14)
CAPSULE; ORAL
ANPICILLIN
AB Ð° DRUMMER/PHOENIx E 250MG BASE N 61387
AB Ñ E 500MG BASE N 61387
ARGININE HYOROCHLORIDE (PAGE 3-16)
INJECTABLE; INJECTION
R-GENE 10' I I â€š
/Â¢ÃšÃÃÃ‰R.LÃ„Ã‰S/Ã‘ÃLÃ‰S/ /Ã¯Å„Ã‰N/Ã¯Å„Å„Å„L/ /Ã‘.15Â§31/
KABIVITRUN 10GM/100ML N 16931
ASPIRINa BUTALBITAL' CAFFEINE (PAGE 3-161
CAPSULE; ORAL
BUTALBITAL Ð½/ ASPIRIN ANO CAFPEINE
CHELSEA LABORATORIES 325MG;50NG;4OMC: N 86231
TABLET; ORAL
BUTALBITAL ASPIRIN ANO CAFFEINE
Â¿B QUANTUM PHARMICS 325MB;50NG;40HC: N 88972
BUTALBITAL coNrOUNn
AB ZENITH LABORATORIES 325MG;soMG;4oNsu N 85441
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE COMPOUND 65
LEMMON 389MGÂ§32.4MG;65MG!
ZENITH LABORATORIES 389MGÂ§32.4MG;65MGI
N 89025
N 83077
lil;
PROPDXYPHENE HCL Nl ASPIRIN AND OAFFEINE >
N 85732 >
lÃ¬
CHELSEA LABORATORIES 389MG;32.4MG;65MG!
ASPIRINÃ® METHOCARBAMOL (PAGE 3-17)
TABLET;
ORAL
/NÃ‰THOÃ³ÃRBÃNOE'HÃ'ASPIRÃN/
METHOCARBAMOL AND ASPIRIN
ATROPINE SULFATE'! DIPHENOXYLATE HYDROCHLORIDE (PAGE 3-18)
TABLET; ORAL
LOBEN
AA SUPERPNARM
0.025MGÂ§2.5 ! N 88962
Ð¢ u..
AURANOFIN Â«PAGE 3-181
Ni
CAPSULE; ORAL
RIDAURA
.IsKaF LABORATORIES Ð·Ð¼ÐµÐ¸
- â€š1 . Ð  ́'
...i
NUMBER 12 / AUGUST '84 - AUGUST '85
BACI ACIN ZINCâ€™ HYDROCORT Ð—ÐžÐÐ•â€˜ NE YCIN SULFATEâ€™ POLYMYXIN B
SULFATE (PAGE 3-20)
OINTMENT; TOPICAL
CORTISPORIN
BURROUGHS NELLCOME
5,000 UNITS/GM!
BENZOYL PEROXIDE; ERYTHROMYCIN (PAGE 3-21)
GEL; TOPICAL
BENZAMYCIN
DERMIK/RORER 52Â§32!
/Å„Ã©Å„ÃfÅ„iditÅ„Ã©f'RESÃ‰RRINÃ‰/IPAGE 3-211
.I â€˜Ð½Ð°Ð³Ð»Ð¾Ð¼Ñƒ
l IÃ‰IIIIA-'R/ L
/Ã„HÃRPRIÃ‘S/ /SÅ„Å„ÃŸÃÅ„lÃ¯Ã¤Ã¤Ã±ÃŸ/
BENZTROPINE MESYLATE (PAGE 3-21)
TABLET; ORAL
BENZTROPINE MESYLATE
BP PAR PHARMACEUTICAL 0.5MGI
BP IMG!
BP 2MG!
BETAMETHASONE DIPROPIONATE (PAGE 3-22)
LOTION; TOPICAL
ADD > ALPHATREX
> SAVAGE LABS/ALTANA EQ 0.052 BASE!
BETAMETHASONE DIPROPIONATE
I5
ADD > AQ E FOUGERA/ALTANA EQ 0.052 Ð‘ÐÐ—Ð•!
AB NATL PHARM MFG/BARRE EQ 0.052 BASE!
ADD > AQ PHARMADERM/ALTANA EQ 0.052 Ð‘ÐÐ—Ð•!
Ð©
Â¿B SCHERING EQ 0.052 BASE
OINTMENT; TOPICAL
ALPHATREX
Â¿B SAVAGE LABS/BYK-GLDN EQ 0.052 BASE!
Ð©
AQ E FOUGERA/BYK-GLDN EQ 0.052 BASE!
Â¿B PHARMADERM/BYK-GEDN EQ 0.052 BASE!
DIPROLENE
BX SCHERING EQ 0.052 BASE!
Ð¨
AB SCHERING EQ 0,952 BASE!
N
N
/N '1.4561/
22
2 2 22 2 2 22 2
400 Ð¸Ðœ1Ð¢Ð—/GÐ;12;Ð•9 3.5MG BASE/GM;
50168
50557
88877
88894
88895
70273
70275
70281
70274
17781
19143
19141
19140
18741
17691
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BETAMETHASONE VALERATE (PAGE 3-22)
CREAM; TOPICAL
BETANETHASONE VALERATE
5B THAMES PHARMAcAL 59 0.12 BASER
BETATREx" I I
/ÃÃ‰/ ÃÃ‰ÃƒRÃƒEÃ.LÃ„BS/Ã‰YK:SAPÃ‘/Ã‰Q_Ã‰ÃÃZLÃ‰ÃÃ‰Ã‰Ã
5B SAVAGE LABS/BYK-SLON 59 0.1Ð  ̧BASE
vALNAc
-B NMc LABORATORIES 99 0.12 Ð²ÐÐ·Ð²Ð¸
LOTION; TOPICAL
BETA-VAL
5B LEMMON 59 0.12 BASEu
BETAMETMASONE vALERATE
5B NATL PHARM MPO/BARRE 59 0.12 BASE!
OINTMENT; TOPICAL
vALNAO
5B NMc LABORATORIES 59 0.12 BASEu
> Ano > BETAxOLoL NYOROCNLORIDE (PAGE 3-23)
> AOD > Ð²ÐµÑ‰Ð½Ð¾Ð¼/Ð¾Ð¿Ð¾Ñ€Ð°; OPHTHALMIc
> AOO > BEToPTIc
> AOb > ALcON LABORATORIES EQ 0.52 BASEn
BITOLTEROL MESYLATE (PAGE 3-24)
AEROSOL; INHALATION
TORNALATE
NINTHROP-BREON/STERL 0.37MG/INH!
BROMODIPHENHYDRAMINE HYDROCHLORIDE' CODEINE
(PAGE 3-24)
OSPHAT
SYRUP; ORAL
ÐMÐ‘Ð?
BAY LABORATORIES
ANBENYL
MARION LABORATORIES 12.5MG/5ML;10MG/5ML
BROMANYL
NATL PHARM MFG/BARRE 12.5MG/5ML;10MG/5ML!
I;
12.5MG/5ML;10MG/5ML!
I?
I;
BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-25)
SYRUP; ORAL
BIPHETANE DC
AA BAY LABORATORIES 2MG/5ML;10MG/5ML;
12.5MG/5ML!
N 70062
Ñ‚Ñ…Ñ…Ð²Ð²Ð²Ð³/
N 18862
N 70050
N 70072
N 70052
N 70051
N 19270
N 18770
N 88626
N 09319
N 88343
N 88904
BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATÂ§Â§
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-25)
SYRUP; ORAL
BROMANATE no
AA NATL PHARM MPs/BARRE 2Me/sML;IoMG/5ML;
lÃªÃ Ã¤Ã¼Ã¢Ã¡Ã¢Ã¼Ll
!!!EIANÂ§:!Â§
AA AH ROBINS 2MG/5ML;IoMG/5ML
12.5MG/5ML
BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE (PAGE 3-25)
SYRUP; ORAL
BIPNETANE DX
AA BAY LABORATORIES 2MG/5ML;10MG/5ML;30MG/5ML!
BROMANATE DM
AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML;30MG/5ML!
DIMETANE-DX
AA AH ROBINS 2MG/5ML;10MG/5ML;SOMG/5ML
AA 2MG/5ML;10MG/5ML; OMG/5ML
BROMPHENIRAMIN MALEATE'
(PAGE 3-25)
ELIXIR; ORAL
QIEEEIA!
AA BAY LABORATORIES
BROMANATE
A NATL PHARM MPG/BARRE 4MO/5ML;25MG/5MLn
4MG/5ML;25MG/5ML!
BUMETANIDE (PAGE 3-25)
TABLET; ORAL
BUMEX
HOFFMANN-LA ROCHE 2MG!
BUTABARBITAL SODIUM (PAGE 3-26)
ELIxIR; ORAL
/SOOIUM'BUTABARBITAEI
BUTABARBITAL souIuM
TABLET; ORAL
BUTABARBITAL SODIUM
LEMMON 5MG!
OMG!
lil;
(Il Ð
ENYLPROPANOLAMINE HYDROCHLORID
N 88723
N 11694
88811
11694
N
N 88722
N
N 19279
N 88687
N 88688
N 18225
N 88632
N 88631
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CAPTOPRIL (PAGE 3-31)
TABLET; ORAL
CAPOTEN
ER SQUIBB AND SONS 12.5MG!
CAPTOPRIL; HYDROCHLOROTHIAZIDE (PAGE 3-31)
TABLET; ORAL
CAPOZIDE 25/15
ER SQUIBB AND SONS 25MG;15MG!
CAPOZIDE 25/25
ER SQUIBB AND SONS 25MG;25MG!
CAPOZIDE 50/15
ER SQUIBB AND SONS 50MG;15MG!
CAPOZIDE 50/25
ER SQUIBB AND SONS 50MG;25MG!
CARBACHOL (PAGE 3-31)
/ ÐœÐ˜Ð›ÐžÐ™/151115185. 'RPIIÃIIÃJlÅ„Ã¯-If/
INJECTABLE; INJECTION
CEFAZOLIN SODIUMâ€™ DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
ANCEF IN DEXTROSE 52 IN PLASTIC CONTAINER
TRAVENOL LABS EQ 10MG BASE/ML;50MG/ML!
EQ 20MG BASE/ML;50MG/ML!
CEFORANIDE (PAGE 3-33)
INJECTABLE; INJECTION
PRECEF
BRISTOL LABS/B-M 500MG/VIAL!
16M/VIAL!
2GM/VIAL!
lOGM/VIAL!
2OGM/VIAL!
CEFOTAXIME SODIUM (PAGE 3-33)
INJECTABLE; INJECTION
CLAFORAN
HOECHST-ROUSSEL
/Ã‰A'SMÅ„A'PÃ„SÃ‰/Ã‘IÃJI/
EQ IUGM BASE/VIAL!
N18343
18709
18709
18709
22
18709
N 50566
N 50566
62579
62579
62579
62579
62579
222
/N.'5Å„$.47/
N 50547
CEFOTAXIME SODIUM; DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
CLAFORAN IN DEXTROSE 52 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ 20MG BASE/ML;50MG/ML!
EQ 40MG BASE/ML;50MG/ML!
CEFOTAXIME SODIUM; SODIUM CHLORIDE (PAGE 3-33)
INJECTABLE; INJECTION
CLAFORAN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ 20MG BASE/ML;9MG/ML!
EQ 40H6 BASE/ML;9MG/ML!
QEFOXITIN SODIUM (PAGE 3-33)
INJECTABLE; INJECTION
MEFOXIN
MS&D/MERCK EQ IOGM BASE/VIAL!
CEFOXITIN SODIUM; DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
MEFOXIN IN DEXTROSE 52 IN PLASTIC CONTAINER
MSAD/MERCK EQ 20MG BASE/ML;50MG/ML!
EQ 40MG BASE/ML;50MG/ML!
CEFOXITIN SODIUM; SODIUM CHLORIDE (PAGE 3-33)
INJECTABLE; INJECTION
MEFOXIN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
MS&D/MERCK EQ 20MG BASE/MLÃ¬9MG/ML!
EQ 40MG BASE/ML;9MG/ML!
CEFTAZIDIME (PAGE 3-33)
INJECTABLE; INJECTION
FORTAZ
GLAXO 500MG/VIAL!
16M/VIAL!
2GM/VIAL!
Ã“GM/VIAL!
CEFTIZOXIME SODIUM; DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 52 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MG BASE/ML;50MG/ML!
EQ 40MG BASE/ML;5OMG/ML!
N
N
22
50596
50596
50596
50596
50517
50581
50581
50581
50581
50578
50578
50578
50578
50589
50589



DRUG PRODUCT LIST l CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 8
CEFTRIAXONE SODIUM (PAGE 3-33)
INJECTABLE; INJECTION
ROCEPHIN
HOFFMANN-LA ROCHE EQ 250MG BASE/VIAL!
EQ 250MG BASE/VIAL!
EQ 500MG BASE/VIAL!
EQ 500MG BASE/VIAL!
EQ 16M BASE/VIAL!
EQ IGM BASE/VIAL!
EQ 26M BASE/VIAL!
EQ lOGM BASE/VIAL!
CELLULOSE SODIUM PHOSPHATE (PAGE 3-34)
PONDER; ORAL
CALCIBIND
MISSION PHARMACAL 300GM/BOT!
CEPHALOTHIN SODIUM (PAGE 3-34)
INJECTABLE; INJECTION
CEPHALOTHIN
INTL MEDICATION SYS EQ IGM BASE/VIAL!
EQ 26M BASE/VIAL!
EQ 4GM BASE/VIAL!
EQ 500MG BASE/VIAL!
IÃ¢ IÃ¢ IÃ¢
CHLORDIAZEPOXIDE HYDROCHLORIDE (PAGE 3-37)
CAPSULE; ORAL
CHLORDIAZEPOXIDE HCL
LEMMON 5MG!
Ð¤Ð¤Ð¤Ð¨
SUPERPHARM MG
IÃ¢ IÃ¢ Iâ€™ Iâ€™ Iâ€™ Iâ€™
CHLOROTHIAZIDE (PAGE 3-38)
TABLET; ORAL
CHLOROTHIAZIDE
AQ Ð DRUMMER/PHOENIX 250MG
CHLORPHENTERMINE HYDROCHLORIDE (PAGE 3-40)
TABLET; ORAL
PRE-SATE
Ð PARKE-DAVIS/N-L EQ 65MG BASE
2222
22
222
50585
62510
50585
62510
50585
62510
50585
50585
18757
62426
62426
62426
62426
88705
88706
88707
88987
88986
88988
85485
14696
CHLORPROMAZINE HYDROCHLORIDE (PAGE 3-40)
CONCENTRATE; ORAL
OHLORPROMAZINE MCL
Ðœ Ñ‚Ð¸ÑˆÐ  ̧361167111/ Ñ‚Ñ…ÑˆÑ‚
Ð•Ð; /_â€ž Ã¼/ /NfÃŸÃ³Ã¯sÃŸ/
cNLORPRONAZINE HOL INTENSOL
Â¿Â¿ ROxANE LABORATORIES Ð·Ð¾Ð½Ðµ/"1 N 88157
Â¿Â¿ 100M8/ML N 88158
TABLET; ORAL
CHLORPROMAZINE NCL
BP CORD LABORATORIES 10M8 N 80439
BP 25MG N 80439
BP 50M6 N 80439
BP 100MG N 80439
BP /SÅ„Ã‘Ã„iÃ¯ _] 200MG N 80439
/BÅ•/ /Â¢PRÂ¢ÃÂ£ÃÃ‰PRÃIPRIÃ‰$/ /Ã¯Å„Å„ÃŸ/ /NÃŸÃ³Å„Å•ÃŸÃ¤/
/BP/ /ZSÃ‘G/ /Ã‘â€žÂ¢Â¢43Â§/
/BP/ /SAHS/ /Nâ€žÂ¢Â¢43Â§/
/BP/ /Ã¯Å„Â¢HÂ¢/ /Ã‘â€žÂ¿Â¢43Â§/
/PÅ•/ /Ã‰AAÃ‘G/ /N.Â¢Â¢Ã„ÃŸÂ§/
CHLORPROPAMIO; (PAGE 3-421
TABLET; ORAL
CNLORPROPANIOB
5B BARR LABORATORIES 100MG: N 88812
5B asoMGu N 88813
5B CHELSEA LABORATORIES 100MGu N 86865
5B COLMEO LABORATORIES IcoÐ½en N 88708
5B 250M8u N 88709
_B CORD LABORATORIES I00MG! N 88725
5B 250MGn N 88726
5B DANBURY PHARMACAL l00NGu N 88852
5B 25Ð¾Ð¼ÐµÐ  ̧N 88826
Â¿- DURAMEO PHARMS looNGn N 88918
5B 250MGn N 88919
5B LEMMON I00MGR N 88768
5B SIDMAK LABORATORIES l00MGu N 88921
5B Ð³Ð·Ð¾Ð¼ÐµÐ  ̧N 88922
5B SUPERPHARM Iooncu N 88694
5B Ð³Ð²Ð¾Ð¼ÐµÑ† N 88695
Â¿- ZENITH LABORATORIES loOMGn N 88840
Ð©â€˜Ð©
Â¿- LEMMON 250MG: N 88641
Ð© (PAGE 3'42)
TABLET; ORAL
CHLORTNALIOONB
5B a DRUMMER/PHOENIx SOMG N 87118
59 LEMNON soMCn N 88651
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CHYMOPAPAIN (PAGE 3-43)
INJECTABLE; INJECTION
CHYMOOIACTIN
SMITH LABORATORIES 4,000 UNITS/VIAL! N 18663
CISPLATIN (PAGE 3-44)
INJECTABLE; INJECTION
/PiÃ„ÃÃ¯NÃŸi/
/BRÃSÃPAÃIÃÃ‰S/Ã‰Å•Å„/ /Ã¯Â¢Å„Â¢/NÂ£/ /NÃIÃ‰ASj/
/SÅ„Ã±ÃŸ/YIÃL/ /N.Ã¯Â¢Â¢5?/
PLATINOL-AQ
BRISTOL LABs/B-M 0.5M6/ML N 16057
cLEMASTINE PUMARATE (PAGE 3-46)
SYRUP; ORAL
TAvIST
OORSEY LABS/SANOOz EQ 0.5M@ BASE/5ML: N 16675
cLOMIPHENE ÑÐ¿Ð¸Ñ‚; (PAGE 3-45)
TABLET; ORAL
Ã l l l Ã
/Ã‰Å•/ mil-1. PAH/PAN. Â¢HÃ‰II/SSIIIÃ‰/ /M 15131/
5B MERRELL nOu/DON cHEM 50MG N 16131
OLOMIPHEHE OITRATE I
/Ã‰P/ -7PÃÃ„Ã‘IÃ‰R7ÃRÃƒPHXRH/ /SÅ„Å„ÃŸ/ /N.Ã¯Â¢351/
5B PLANTEx/IKAPHARM 50MG N 16361
cLONIDINE (5585 3-45)
FILM, cONTROLLEO RELEASE; PERcuTANEOuS
cATAPREs-TTS-I
BOEHRINGER INGELHEIM 2.5M6u N 16691
cATAPREs-TTS-a
BOEHRINGER INGELHEIM Ð·Ð¼ÐµÐ¸ N 16691
cATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGn N 16691
cLoTRIMAzOLE (5585 3-45)
TABLET; vAsINAL
Ñ‚Ð²Ð¸Ð½-8
MILES PHARMS/MILES sooMsu N 19069
CODEINE PHOSPHAT V PNENYLEPH INE HY ROCHLORIDEâ€™ PROM THAZ N
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PHENERGAN V0 Nl 00DEINÂ§
AA NYETH LABS/AMHO 10MG/5ML;5MG/5ML;6.25MG/5ML N 08306
PROMETH VC Nl CODEINE
AA NATL PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML! N 88764
PROMETNAZINE VO Ð˜/ CODEINE
AA BAY LABORATORIES 10MG/5ML;5MG/5ML;6.25MG/5ML! N 88896
CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
Â£!E!Â§BÂ§A!-!Â£-Â£9!Â§!!Â§
55 NYETH LABS/AMHO 10MG/5ML;6.25M6/5ML N 06306
PROMETH H/ OODEINE
AA NATL PHARM MPs/BARRE 10Ms/5ML;6.25M6/5MLn N 66763
EBQUEIEAZ!NE-EÂ¿_QQQEIEE
AA BAY LABORATORIES 10M6/5ML;6.25MO/5MLn N 66675
CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
AOTIFED Nl CODEINE
AA BURROUGHS NELLCOME 10MG/5ML;30MG/5ML;1.25MG/5ML N 12575
PSEUDODINE Ðž
55 BAY LABORATORIES 10MG/5ML;30MG/5MA;1.25MG/5MLM N 88833
IBIAQIEzQ
55 NATL PHARM MPs/BARRE 10MG/5ML;30MG/5ML;1.25MG/5MLu N 66704
COLCHICINEâ€™ PROBENECID (PAGE 3-47)
TABLET; ORAL
PROBENECID AND COLCHICINE
BP ORuMMER/PHOENIx 0.5MG;500M6 N 66130
PROBENECIO N/ cOLcHIcINEI â€š .
/5Ð / /PRÃšÅ„NÃ‰R/PHPÃ‰Ã‘IX/ /Å„fSÅ„GÃŸSMNÃ¤/ /H.Â¢613ÃŸ/
coRTIcOTROPIN (5585 3-47)
INJECTABLE; INJECTION
OORTIOOTROPIN
55 cARTER-OLOGAU LABS 40 uNITS/vIALu N 66772
CORTISONE ACETATE (PAGE 3-47)
TABLET; ORAL
CORTISONE ACETATE
BP 0 VITARINE/PHOENIX 25MG N 80333
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CROMOLYN SODIQH (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 42!
QYCLOPHOSPHAMIDE (PAGE 3-50)
INJECTABLE; INJECTION
OYTOXAN
2P Ñ‚Ð¸Ð¼Ð¸Ð½/Ð½Ð¼
LIONGÃVÃAEÃ
216 )N1AL/
t 6 Ð› IAL.Ã
IÃˆRÃVÃIL
Ð˜ÐÐ”Ð•Ð•Ð¦
Â¿ooms/VIAL
zooms/VIAL
500MG/VIAL
16M/VIAL
ZOM/VIAL
\\\\
PPPP
.... @gg_
BRISTOL LABS/B-M
TABLET; ORAL
ÃœÃˆNUNNBMHV /BN/
' â€  ̃/sÂ¢HÂ¢/
CYTOXAN
BRISTOL LABS/8*" 25M@
50M@
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL
OYPROHEPTADINE HCL
AM THERAPEUTICS 4MG!
Â¿Â¿
55 a ORUMMER PHOENIX 4MG
DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)
TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES 0.25MG;5MG
ENDURONYL FORTE
BP ABBOTT LABORATORIES 0.5MG;5MG
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MG;5MG!
BP 0.5MG;5MG!
DESONIDE (PAGE 3-53)
CREAM; TOPICAL
DESONEN
AQ ONEN LABS/DERM PRODS 0.052!
TRIDESILON
MILES PHARMS/MILES 0.052
P
N
222
18155
88798
87284
12775
12775
88486
88452
19048
17010
QESOXIMETASONE (PAGE 3-53)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594
DEXAMETHASONE (PAGE 3-53)
ifi '
41.18.1854/
/PRGÃ„NPN/Ã„KZPNÃ/ /Å„ÃŸÅ„ÃÃ±/ /Ã‘fÃ¯ÃŸÃŸÃŸÃ«/
DEXAMETHASONE; NEOMYCIN Â§QLFATÂ§Â§ EQLYMYXIN 9 SULFATE (PAGE 3-55)
OINTNENT; OPHTHALMIC
25289;!!!
51 COOPERVISION PHARMS 0.12;Eg 3.5MG BASE/GM;
10,000 UNITS/CÐ½n N 62566
SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN
AI COOPERVISION PHARMS 0.12;EQ 3.5MG BASE/ML;
102000 UNITS/ML! N 62544
QEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASONE SODIUM PHOSPHATE
Â¿I CARTER-GLOGAU LABS EQ 0.12 PHOSPHATE! N 88771
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE (PAGE 3-56)
SOLUTION/DROPS; OPHTHALMIC
EEQQEEQQBQ!
AI MS&D/MERCK EQ 0.12 PHOSPHATE;
EQ 3.5MG BASE/ML N 50322
"Ð‘ÐžÐÐ£Ð¡!" SULFATE-DEXÃ€METHASONE SDDIUM PHOSPNATE
AI PHARMAFAIR EQ 0.12 PHOSPHATE;
EQ 3.5MG BASE/ML! N 62539
/ÃšÃ‰RBRONPHÃ‰NIRANÃNÃ‰'HÃ¡ÃºÃ©Ã¡Å•Ã©f'PSÃ‰ÃšOOÃ‰PHÃ‰ORÃNÃ‰'SULPÃƒTÃ‰/(PAGE 3-56)
/TAEIF13Ã0NII/
67
/ÃšIÃÃ‰IÃ‰Ã‰IÃˆÂ¢/
/ 21855' 5.61415/ Ð¨Ð›Ð•Ðœ!
DEXTROAMPHETAMINE SULFATE (PAGE 3-56)
TABLET; ORAL
OBXTROANPNETANINE SULFATE
Â¿Â¿ 0 vITARINE/PHOENIx 999 N 84986
55 O 10M8 N 85892
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DERIROMETHORPHAR HYDROBROMIDE; PROMETHAZINE HYDROCHLORIDE
(PAGE 3-57)
SYRUP; ORAL
RNENERGAN Nl DEXTRCMETNORPNAN
AA NYETH LABS/AMHO 15MG/5ML;6.25MG/5EL
PROMETN Nl DEXTROMETNORPHAN
AA NATL PHARM MFG/BARRE Â¿EMG/5MLÃ®6225MG/5ML!
PRCMETNAZINE DM
AA BAY LABORATORIES 15MG/5ML;6.25MG/5ML!
DERIROSE (PAGE 3-57)
INJECTABLE; INJECTION
DEXTROSE 302 IN PLASTIC CONTAINER
AR ABBOTT LABORATORIES 3OGM/100ML!
AR TRAVENOL LABS 3OGM/100ML
DEXTROSE 38.52 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 38.56M/100ML!
DEXTROSE 52 IN PLASTIC CONTAINER
L
\
5GM/100ML!
DEXTROSE Â§02 IN PLASTIC CORTAINER
Ð¨ ...L .
AR ABBOTT LABORATORIES 5OMG/ML
AE
AR ABBOTT LABORATORIES 606M/100ML!
DEXTROSE; HEPARIN SODIUM (PAGE 3-58)
INJECTABLE; INJECTION
HEPARIN SODIUM 109000 UNITS IN DEXTROSE 52
N 11265
N 88762
N 88864
N 19345
N 17521
N 18923
/NfÃ¯ÃŸÃŸÃŸj/
N 16367
N 19466
N 19346
AR ABBOTT LABORATORIES SGM/I00ML;AOIO00 UNITS/100ML! N 18911
HEPARIN SODIUM 102000 UNITS IN DEXTROSE 52 IN PLASTIQ
CONTAINER
AR ABBOTT LABORATORIES 5GM/100ML;10,000 UNITS/100ML! N 19339
HEPARIN SODIUM 1000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER
AR AM "Ð¡Ð’ÐÐ˜/ÐÐ˜ HOSP
HEPARIN SODIUM 122500 UNITS IN DEXTROSE 52
Ð
5GM/100ML;200 UNITS/100ML!
N 19130
ABBOTT LABORATORIES SGM/100ML;52000 UNITS/100ML! N 18911
HEPARIN SODIUM 122500 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER
Ð
ABBOTT LABORATORIES 5GM/100ML;52009 UNITS/100ML! N 19339
HEPARIN SODIUM 2000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER
AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP
HEPARIN SODIUM 252000 UNITS IN DEXTROSE 52
Ð
Ð
5GM/100ML;200 UNITS/100ML!
N 19130
ABBOTT LABORATORIES SGM/100ML5102000 UNITS/100ML! N 18911
HEPARIN SODIUM 252000 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER
Ð Ð
ABBOTT LABORATORIES SGM/100ML;52000 UNITS/100ML! N 19339
56M/100ML;102000 UNITS/100ML! N 19339
QERIROSE; HEPARIN SOOIQR (PAGE 3-58)
INJECTABLE; INJECTION
HEPARIN SODIUM 25000 UNITS IN OERIRQRE 52 IN PLASTIC
CONTAINER
AR AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP SGM/100ML;5;000 UNITS/100ML! N 19134
HEPARIN SODIUM 5000 UNITS ANO DEXTROSE 52 IN PLASTIC
CONTAINER
AM MCGAH/AM HOSP
5GM/100ML;1;000 UNITS/100ML! N 19130
DEXTROSEÃ¬ LIDOCAINE HYDROCHLORIDE (PAGE 3-58)
INJECTABLE; INJECTION
LIDOCAINE NCL Nl DEXTROSE
AR ABBOTT LABORATORIES 7.57;Â§2 N 83914
/ XYJIIISÃÃ„INÃ‰. 115511. W. â€˜ÐŸÐ•Ð¥Ð—â€˜ÐÐžÐ—ÐÐ“
XYLOCAINE N/ DEXTROSE
ASTRA PHARM PRODS 7.52;1.52 N 16297
XYLOCAINE Nl GLUCCSE
AR ASTRA PHARM PRODS Z,52;Â§2 N 10496
DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSEQH
PHOSPHATE2 DIBASIC; SODIUM ACETATE (PAGE 3-58)
INJECTABLE; INJECTION
ISOLYTE P N/ DEXTROSE 52 IN PLASTIC CONTAINER
AM MCGAN/AM HOSP 5GM/100ML;31MG/100ML;130MG/100ML;
26MG/100ML;320MG/100ML! N 19025
DEXTROSE; OXYTOCIN (PAGE 3-59)
INJECTABLE; INJECTION
OXYTOCIN 10 USP UNITS IN DEXTROSE 52
AR ABBOTT LABORATORIES SGM/100ML;1 USP UNITAIQOML! N 19185
AR 56M/100ML;2 USP UNITS/100ML! N 19185
OXYTOCIN 20 USP UNITS IN DEXTROSE 52
AR ABBOTT LABORATORIES Â§GM/100ML;2 USP QRETSAAO0ML! N 19185
OXYTCCIN 5 USP UNITS IN DEXTROSE 52
AR ABBOTT LABORATORIES 5GM/100ML;E USP UNIT/100ML! N 19185
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60)
INJECTABLE; INJECTION
POTASSIUM CHLORIDE 1OMEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER
AR TRAVENOL LABS SGM/100ML;150MG/100ML;
~ 900MG/100ML! N 19308
5GM/100ML;75MG/100ML;
900MG/100ML! N 19308
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OExTROSE; POTASSIUM CHLORIDE; SOOIUN CHLORIOE (PAGE 3-601 QIATRIZOATE MEGLUMINE (3-621
INJECTABLE; INJECTION INJECTABLE; INJECTION
POTASSIUM CHLORIOE 20H50 IN OEXTROSE 52 ANO 500599 /HYPA UE
CHLORIOE 0.92 IN PLASTIC CONTAINER /Ã¡g/ 7RÃNÃRROPÃÃ„Ã„BSÃSÃÃ‰RL//SÃ³Ã¡ /NfÃ¯ÃŸÃŸpÃŸ/
Â¿g TRAVENOL LABS 58M/100ML;150MG/100ML; /--/ / x/ /NjÃ¯ÃŸÃ¤pÃŸ/
900M0/100MLu N 19308 HIPAQUE MEGLUMINE 302
Â¿g 5GM/100ML;300MG/100ML; Â¿g HINTHROP-BREON/STERL 392 N 16403
900MG/100MLu N 19308 HYPAgUE MECLUHINE 602
POTASSIUM CHLORIDE 30MEO IN DEXTROSE 52 ANO SODIUM Â¿g HINTHROP-BREON/STERL 992 N 16403
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS 58M/100HL;224MC/100ML; SOLUTION; URETHRAL
900MG/100MLn N 19308 CYSTOGRAFIN DILUTE
POTASSIUN CHLORIOE 40MEO IN OEXTROSE 52 ANO 500599 ER SOUIBB ANO SONS 182x N 10040
CHLCRIOE 0.92 IN PLASTIC CCNTAIHER HYPA UE-CYSTO
59 TRAVENOL LABS 5GH/100HL;300MG/100HL; /Ãi/ ÃÃ±Ã®aÃ¯Ã±Ã±Ã¶ÃŸfEKBS/STERE//SO2/ /Nf15403/
900MG/100MLu N 19308 _a 51 HINTHROP-BREON/STERL 992 N 16403
POTASSIuM OHLORIOE SNEQ IH OEXTROSE 52 ANO SODIUM
CHLORIOE 0.92 IN PLASTIC CONTAINER
59 TRAVENOL LABS 58H/100ML;150MG/100ML; OIATRIzOATE 500199 (PAGE 3-63)
900M8/100MLn N 19308
INJECTABLE; INJECTION
NYPA UE
OEXTROSE; THEOPHYLLINE IPAGE 3-621 /Ã©g/ 7NÃRÃHROPjLABS/STERL//SÃ³Ã¡ /NiÅ„Ã¡Ã¤Ã¡Ã©/
/232/ /N.Å„956Ã¯/
INJECTABLE; INJECTION 59 NINTHROP-BREON/STERL Â§92 N 09561
THEOPHYLLINE ANO OExTROSE 52 IN PLASTIC CONTAINER 252 N 09561
59 TRAVENOL LABS 58M/100ML;40MG/100ML N 18649
Â¿g SGM/100ML;80MG/100ML N 18649 SOLUTION; URETERAL
Â¿g 5GM/1ooML;160MC/100ML N 18649 HYPAQUE
AE _-_.-__-__Ð‘ÐµÑ‚Ð¾Ð¾Ð¼Ñ‹__-______1â€šÐ³Ð¾ oHG/10011 N 18649 401711107.ÑˆÐ¸ÑˆÐ¸/4112 /N '9.4561/
Â¿g SGM/100ML;400MC/100ML N 18649 NINTHROP-BREON/STERL 202 N 09561
IHEOPHYLLINE IN OEXTROSE 52 IN PLASTIC CONTAINER
59 ABBOTT LABORATORIES 50M/100ML;40MG/100MLB N 19211
Â¿g 5GM/100ML;80MC/100HLn N 19211 OICYCLOMINE HYOROCHLORIDE (PAGE 3-64)
Â¿g 5GM/100HL;160MG/100MLu N 19211
Â¿g 5GM/100ML;200MG/100HLn N 19211 CAPSULE; ORAL
Â¿g 5GM/100ML;400MG/1ooMLn N 19211 BENTYL
THEOPNYLLINE 0.042 ANO OEXTROSE 52 IN PLASTIC CONTAINER MERRELL DOH/DON CHEM 10MG: N 07409
Â¿g AH MCGAu/AM HOSP 58H/100ML;40MG/100MLB N 19083
TNEOPHYLLINE 0.082 ANO OExTROSE 52 IN PLASTIC CONTAINER INJECTABLE; INJECTION
59 AM MCGAH/AM HOSP 5Â§4/100HL;80H8/100HLu N 19083 BENTYL
TNEOPHYLLINE 0.162 ANO OEXTROSE 52 IN PLASTIC CONTAINER MERRELL DOH/DOH CHEM 10MG/HL: N 08370
59 AM MCGAH/AM HOSP 5GM/100ML;160HG/100ML: N 19083
TNEOPNYLLINE 0.22 ANO OEXTROSE 52 IN PLASTIC CONTAINER SYRUP; ORAL
59 AM MCGAH/AM HOSP 58H/100HL;200HC/100MLu N 19212 BENTYL
THEOPHYLLINE 0.42 ANg_OExTROSE 52 IN PLASTIC CONTAINER MERRELL DON/DON CHEM 10MG/5ML: N 07961
Â¿g AM MCGAH/AM HOSP SGM/100ML;400MC/100MLu N 19212
TABLET; ORAL
BENTYL
MERRELL DOH/DOH CHEM Ð³Ð¾Ð½ÐµÑ† N 07409
QIETHYLPRQPICN HYDROCHLORIDE (PAGE 3-65)
TABLET; ORAL
OIETHTLPROPION HCL
55 LEMMON ggggu
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST â€˜85
DIFLORASONE QIACETATE (PAGE 3-66)
CREAM; TOPICAL
DIFLORASONE DIACETATE
BX UPJOHN 0.052! N
FLORONE
BX UPJOHN 0.052 N
OINTMENT; TOPICAL
DIFLORASONE DIACETATE
BX UPJOHN 0.052! N
FLORONE
BX UPJOHN 0.052 N
DIHYDROERGOTAMINE MESYLATE; HERARIN SOOEUM; EIDOCAINE
HYDROCHLORIDE (PAGE 3-66)
INJECTABLE; INJECTION
EMBOLEX
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2Â»500 UNITS/0.5ML;
5.33MG/0.5ML! N
0.5MG/0.7ML;5Â»000 UNITS/0.7ML;
7.46MG/0.7ML! N
DIPHENHYDRAMINE RYDROCHLORIDE (PAGE 3-67)
CAPSULE; ORAL
DIPHENNYDRAMINE NCL
AA SUPERPHARM 25M6u N
AA soMCu N
ELIxIR; ORAL
OIPHENHYORAMINE HOL
AA NASKA PHARMACAL 12.5Ms/5MLn N
OISOPYRAMIDE PHOSPHATE (5585 3-68)
CAPSULE; ORAL
uIsoPYRAHIOE PHosPHATE
5B BIOCRAFT LABS 59 100Ð¼8 8585: N
5B 59 150Ð¼8 8555: N
5B DANBURY PHARMACAL 59 100MG 8555: N
5B 59 150Ð¼8 8585: N
5B MYLAN PHARMS 59 100M@ 8555: N
5B 59 150Ð¼8 8555: N
NORPAcE
5B SEARLE PHARMS 59 100MG BASE N
B 59 150ÐG BASE N
19259
17441
19260
17994
18885
18885
89040
89041
88680
70101
70102
70173
70174
70138
70139
17447
17447
V
â€º
D
V2
V
>
D
V
>
D
DISULFIRAM (PAGE 3-68)
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL 250MG!
BX 500MG!
DIVAERROEX SODIUM (PAGE 3-69)
TABLET; ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASE!
DOPAMINE HYDROCHLORIDE (PAGE 3-69)
INJECTABLE; INJECTION
DOPAMINE NCL
INVENEX LABS/LIFE 40MG/ML!
80MG/ML!
LYPHOMED 40MG/ML!
BOMG/ML!
SOLOPAK LABORATORIES 40MG/ML!
40MG/ML!
SOMS/ML!
Ð Ð Ð Ð Ð Ð Ð
DOXORUBICIN HYDROCHLORIDE (PAGE 3-69)
INJECTABLE; INJECTION
ADRIAMYCIN
FARMITALIA CARLO ERB 20MG/VIAL!
DOXYCYCLINE HYCLATE (PAGE 3-70)
CAPSULE; ORAL
OORYx
59 FAULOING 59 I00MS 8555:
00xY-LEMM0H
5B LEMMON E 50MG 8595:
DOXYCYCLINE HYOLATE
5B HALSEY ORUO 59 50MG 8555:
5B Eg 100MG 8585:
5B PAR PHARMACEUTICAL 59 50MG 8555:
5B SUPERPHARM 59 50MG 8555:
5B 59 100M@ 8535:
5B wEST-NARO 59 50Ð¼8 8555:
5B ZENITH LABORATORIES 59 50MG 8585:
5B 59 100MB 8555:
2222
2222 2 2
88792
88793
18723
70012
70013
70058
70059
70011
70046
70047
50467
50582
62497
62119
62119
62434
62469
62469
62396
62500
62500
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DOXYCYCLINE HYCLATE (PAGE 3-70) ERYTHROMYCIN (PAGE 3-73)
TABLET; ORAL /IfÃ„PSIII.AÃfPRAA/
Ð²Ð¾Ð½-151411011 /ERyÃ¬
AB ÑˆÐ¿Ð¸Ð¾Ð½ _Q_-_E Ð¼Ð¾Ð¿Ñ BASSI N 62561 /PARKIÃ‰Å•IIAIIISIH-'IZ/ Ð”Ð«Ðœ! 0134338
DOXYCYOLINE HYOLATE
> ADD > Â¿Q PARKE-DAVIS/H-L Â§Q_100MG BASE! N 62593 CAPSULE; ENTERIC COATED PELLETS; ORAL
Â¿g SUPERPHARM EQ 100MG BASE! N 62494 ERYC
AB ZENITH LABORATORIES EQ 100MB BASE! N 62505 PARKE-DAVIS/H-L 250MG N 62338
250MG! N 62546
ERYC SPRINKLES
DOXYLAMINE SQQCINATE (PAGE 3-70) FAULDING 125MG! N 50593
TABLET; ORAL LOTION; TOPICAL
DECAPRYH E-SOLVE 2
55 MERRELL DON/DON CHEM 25 N 06412 SYOSSET LABORATORIES 22! N 62467
DOXYLAMINE SUCCINATE
-Â¿ QUANTUM PHARMICS 25M6! N 88603 OINTMENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS 22! N 50584
DRONABINOL (PAGE 3-70)
SOLUTION; TOPICAL
CAPSULE; ORAL C-SOLVE 2
MARINOL Â¿I SYOSSET LABORATORIES gz! N 62468
UNIMED 2.5MG! N 18651 ERYMAX
5MG! N 18651 Â¿I HERBERT LABS/ALLERGN gg! N 62508
10H6! N 18651 ERYTHRDMYCIN
Â¿I PHARMAFAIR gg! N 62616
SANSAO
EDROPHONIUM CHLORIDE (PAGE 3-71) 5- ONEN LABS/DERM PRODS gg! N 62522
INJECTABLE; INJECTION SHAB; TOPICAL
> ADQ > ENLON ERYCETTE
> ADD > Â¿E ANAQUEST/BOC 10MB/ML! N 88873 ORTHO PHARMACEUTICAL 22! N 50594
TENSILOH
> ADD > -2 HOFFMANN-LA ROCHE 10M8/ML N 07959
ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)
EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72) SUSPENSION; ORAL
ERYTHROMYOIH ETHYLSUCOINATE
INJECTABLE; INJECTION Â¿_ PHARMAFAIR EQ 200MG BASE/5ML! N 62559
LIGNOSPAN FORTE Â¿B EQ 400MG BASE/5ML! N 62558
DEPROCO EQ 0.02MG Ð‘ÐÐ—Ð•/"1522! N 88389
LIGNOSPAN STANDARD
DEPROCO EQ 0.01MG BASE/ML;22! N 88390 ERYTHROMYCIN LACTOBIONAIE (PAGE 3-75)
INJECTABLE; INJECTION
ERGOCALCIFEROL (PAGE 3-72) ERYTHROCIH
Â¿E ABBOTT LABORATORIES EQ 500MG BASE/VIAL N 50182
CAPSULE; ORAL ERYTHROCIH LAOTOBIONATE
DRISDOL 'I I I t Â¿E ABBOTT LABORATORIES EQ 16M BASE/VIAL N 50182
Ð¼ 7111111114614.LANs/61614D2666; tu /N 93.4.46/ Ð¨
55 NINTHROP-BREON/STERL Ã¢gÂ¿ggg-lg N 03444 Â¿E ELKINS-SINN/AHROBINS Â§Q-Â§ggmÂ§-Â§Â¿Â§Â§Â¿ylÂ¿Â¿! N 62563
Ð© AE Ð©Ð  ̧N 62563
Â¿Â¿ Ð VITARINE/PHOENIX 50,000 IU N 84053
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FENTANYL CITRATE (PAGE 3-81)
Ð•Ð—Ð¢ÐÐžÐÐ•Ðœ5; QONJUGATED (PAGE 3-76)
TABLET; ORAL
CONJUGATED ESTROGENS
BS ZENITH LABORATORIES 0.3MG!
ETHACRYNATE SODIUM (PAGE 3-78)
INJECTABLE; INJECTION
EDECRIN
ÐÐÐœ/:ÐÐœâ€œ /Ð51'$!5Ð™6.'Ð‘Ð$Å•/Ð£#ÐŸ
MSaO/MERCK EQ 50MG ACID/VIAL
ETHINYL ESTRADIOL; ETHYNOOIOL DIACETATE (PAGE 3-78)
TABLET; ORAL-21
/PÃ‰Å„OLÃ‰N/
DEMULEN 1/50-21
TABLET; ORAL-28
/Ã±Ã‰rIDA'M-'Å•ÃŸ/
DEMULEN 1/50-28
ETHINYL ESTRADIOL; LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-21
TRIPHASIL-21
NYETH LABS/AMHO 0.03MG;0.04MG;0.03MG;
0.05MGÂ»0.075MG;0.125MG!
TABLET; ORAL-28
TRIPHASIL-28
NYETN LABS/AMHO 0.03MG;0.04MG;0.03MG;
0.05MG;0.075MG;0.125MG!
ETHINYL ESTRADIOL; RQRETHINORQRE ACETATE (PAGE 3-79)
TABLET; ORAL-21
ÐœÑ‹ÑˆÐºÐ /̧Ð´Ð¼
LOESTRIN 21 1.5/30
ETHYNODIOL DIACETATE; MESTRANOL (PAGE 3-80)
TABLET; ORAL-20
OVULEN
O SEARLE/SEARLE PHARMS 1MG;0.1MG
ETIDRONATE DISOOIUM (PAGE 3-81)
TABLET; ORAL
DIDRONEL
NORNICH EATON/P&G 400MG!
N 88569
/NfÃ¯ÃŸÅ„Ã¤ÃŸ/
N 16093
N 19192
N 19190
N 16029
N 17831
AE
INJECTABLE; INJECTION
EENTANYL CITRATE
ABBOTT LABORATORIES EQ 0,05MG BASE/ML!
ELUNISOLIDE (PAGE 3-82)
AEROSOL; INHALATION
BRONALIDE
SYNTEX LABS/SYNTEX 0.025MG/INH!
FLUOCINOLONE ACETONIDE (PAGE 3-82)
Ð¸Ð·: Halal:
I
AI
AT
/H/
CREAM; TOPICAL
FLUCCINOLONE ACETONIDE
BAY LABORATORIES 0.012!
0.0252!
PHARMAFAIR 0.012!
0.0252!
ELUCNID
HERBERT LABS/ALLERGN Ð¡
Ð¼Ñ‹ÑˆÐ¸Ð½Ñ‹Ð¼/ÑÐ³
OINTMENT; TOPICAL
ELUOCINCLONE ACETONIDE
BAY LABORATORIES
PLUONID
HERBERT LABS/ALLERGN 0.0252!
/rIÃRÃ¯M'JCÃ„BdRÃ„ÃÅ„RÃ¯Ã‰S/l
SOLUTION; TOPICAL
FLUONID
0,0252!
/Ã¡i/ WRÃÃIÃ‘ÃJIÃƒÃ‰RRÃÃRRIES/l
FLUOROMETHOLONE (PAGE 3-83)
SUSPENSION/DROPS; OPHTHALMIC
FML
ALLERCAN PHARMS 0.12:
FLUOROURACIL (PAGE 3-63)
INJECTABLE; INJECTION
PLuORouRAOIL
SOLOPAK LABORATORIES Â§ggÂ§Â¿AAn
Ð©â€˜
Ð I>
15
N 19115
N 18340
88757
88756
88499
88506
:ÃŸ 34/
N
N
N
N
N 67156
Il Ð˜ .
Ã‘ 635.434/
N 88742
N 87157
ÐœÐ£ÐœÐ˜ÐÂ»!
/ â€š1315532!
N 16851
N 88766
N 88767
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FLUPHENAZINE HYDBOCHLORIDE (PAGE 3-84) GONADOTROPIN, CHORIONIQ (PAGE 3-89)
TABLET; ORAL INJECTABLE; INJECTION
PERMITIL OHORIONIO GONADOTRO!!!
BP O SCHERING 0.25MG N 12034 Â¿E CARTER-GLOGAU LABS 15,000 UNITS/VIAL! N 17016
2,000 UNITS/VIAL! N 17016
Â¿E LYPHOMED 15,000 UNITS/VIAL N 17067
FLUPREDNISOLONE (PAGE 3-84)
TABLET; ORAL GUANETHIDINE MONOSULFATE (PAGE 3-90)
ALPHADROL
Ã  UPJOHN 1.5MG N 12259 TABLET; ORAL
GUANETHIDINE MONOSULFATE
Â¿B BOLAR PHARMACEUTICAL 59 10MG SULFATE: N 86113
/POEEIÃ³EE'STIMULATINB'HORNONE 'LUTEINIIINO' ORHONE (PACE 3-851 Â¿B Eg 25MG SULFATE: N 86114
ISMELIN
/Ã¯I/IÃ¯iÃ³Ã«Ã¤Ã«Ã¡Ã¢/LÃƒÃœ'IHJÃ‰Â¢HPN/ WsfÃ¯Ã¡ÃŸÃŸÅ•Ã¯Ã¡i/ Ñ‚Ð¸Ð¿Ð¾Ð¼/Ð¸Ð²Ñƒ HAITI/111111753107111# /N'17646/ AB ÑÑ‚Ð°Ð½ÐµÑ‚-Ð²Ð½Ðµ? Ð´Ð¼ 10119 ÑˆÑ‚ Ð¸ 12329
Â¿B Eg 25MB SULFATE N 12329
FUROSEMIDE (PAGE 3-861
HALCINONIDE (PAGE 3-901
TABLET; ORAL ,--4Â«Â«/Â"
PUROSEMIOE , ~â€œ`\,_ /f' CREAM; TOPICAL
Â¿g CORO LABORATORIES CONGn .Ã‘â€œ18569 /HALCIOERH/
Â¿B LEDERLE LABS/AM CYAN 80MB: N 18415 HALOC-E
Â¿B PARKE-OAVIS/u-L 80H08 N 18419
LASIx
Â¿B HOECHST-ROUSSEL Ð·Ð¾Ð½Ðµ N 16273 NEPARIN SOOIUM IPAGE 3-911
INJECTABLE; INJECTABLE
SENTAMICIN SULFATE (PAGE 3-861 HEP-PLUSH 10
Â¿g LYPNOMEO 10 UNITS/ML: N 17651
INJECTABLE; INJECTION Ð©
â€º Agn > CENTAPAIR Â¿g LYPHOMED 100 UNITS/ML: N 17651
> ADO > Â¿g PHARMAFAIR 59 40H8 BASEÂ¿MLn N 62493 Â¿g SOLOPAK LABORATORIES 1o UNITS/MLu N 88457
CENTAHICIN SULFATE Â¿g 10 UNITS/MLB N 88580
Â¿g SOLOPAR LABORATORIES 59 10MG BASE/ML! N 62507 Â¿g 100 UNITS/ML: N 88581
Â¿g 59 40MG BASE/ML: N 62507 NEPARIN SODIUM
/AP ELKINS-SINN/AHROBINS/Ã¡d;ddt'L I :lÃ¤g/ /NfÃ¯jÅ„jj/
OINTMENT; TOPICAL /--/ /415 I'LAITS) L/ /N'ijÅ„jj/
Ð¿Ð¸Ñ‚Ð°ÐµÑ‚ SULFATE ÐÐœ. 111.1. 1/ /N '1.7.632/
Â¿I E FOUGERA/BYK-CLON 59 1MG BASE/GÐ½u N 62533 Â¿E ORGANON/AKZONA 1 000 UNITS/ML! N 00552
Â¿1 PHARMADERM/BYK-GLDN 59 1MG BASE/GM! N 62534 Â¿g 5 000 UNITS/ML! N 00552
Â¿g 10,000 UNITS/MLn N 00552
SOLUTION/DROPS; OPHTHALMIC /EI UAEHIN
CENOPTIC /AP /AKIONA/ /Ã¡Ã³iÃ³Ã³Ã³'uÅ„iÅ•Ã©lÅ„Ãº/ /NfOOSSÃ¡/
Â¿1 ALLERGAN PHARMS 59 3MG BASE/ML! N 62452 LIQUAEMIN SODIUM
Â¿g ORGANON/ARzONA 1,000 UNITS/ML N 00552
Â¿g 5,000 UNITS/ML N 00552
GLUTETHIMIDE IPAGE 3-881 Â¿g 10,000 UNITS/ML N 00552
Â¿g 20,000 UNITS/ML N 00552
TABLET; ORAL Â¿g 40,000 UNITS/ML N 00552
GLUTETMIMIDE
Ð DRUMMER/PH 500MG
AA OENIX N'87297
/zl/ /lÃ‰NÃ¯ÃIIÃL'ÃBÃŸRÃ„ÃÃ“RÃ¯Ã‰S//w /N 531553/



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
HEPARIN SODIUM (PAGE 3-91)
INJECTABLE; INJECTABLE
/Li ÃºdÃ©Å„iÅ„'Ã¡Ã³dÅ•ÃºÅ„'Å„iÃ³Å„
/Ã¼i ÃºlÃ©Å„Ã¯Å„'Ã¡Ã³diÃºÅ„'Å„iÃ³Ã³'
â€ l̃iÃÃ³Ã³Ã³'ÃºÅ„ifÃ¡Å•Å„Ã±/
/iÃ³2Ã³Ã³Ã³'ÃºÅ„Å•fÃ¡lÅ„Ã¼/
/Ei UÃ„Ã‰MIN'SOOIUM'Å„Ã¡Ã³Oâ€œ
/
/Ã¼i ÃºÃ¡Ã©Å„iÅ„'Ã¡Ã³Å„iÃºÅ„'Å„Ã¡Ã³â€œ
/Ã©Ã³2Ã³Ã³Ã³'ÃºÃºif5lÅ„Ã¼/
/52000'ÃšNITS/MÃ¼/
HEPARIN SODIUM; SODIUM CHLORIDE (PAGE 3-93)
AE
AB
HEPARIN SODIUM; SODIUM CHLORIDE - IN PLASTIC (PAGE 3-93)
lÃ¢
IÃ¢;
Ñˆ; Ð Ñ‚: Ð
INJECTABLE; INJECTION
HEPARIN SODIUM 109000
ABBOTT LABORATORIES
HEPARIN SODIUM 10,000
ABBOTT LABORATORIES
HEPARIN SODIUM 129500
ABBOTT LABORATORIES
HEPARIN SODIUM 25,000
ABBOTT LABORATORIES
/NfÅ„Å„Ã¤Å•Å•/
/NfÅ„Å„Ã¤s2/
/ Ð½. '.1555552/
/N'MSSZ/
UNITS INAggnIuM CHLORIDE 0.653
102000 UNITS/100ML;
450MG/100ML!
UNITS IN SODIUM CHLORIDE 0.92
10,000 UNITS/100ML;
900MG/100ML!
UNITS IN SODIUM CHLORIDE 0.92
52000 UNITS/100ML;
900MG/100ML!
UNITS IN SODIUM CHLORIDE 0.92
52000 UNITS/100ML;
900MG/100ML!
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.452
ABBOTT LABORATORIES
INJECTABLE; INJECTION
100 UNITS/ML;4.5MG/ML!
HEPARIN SODIUM 1000 UNITS IN SODIUM CHLORIDE 0.92
AM MCGAN/AM HOSP
200 UNITS/100ML;900MG/100ML!
HEPARIN SODIUM 2000 UNITS IN SODIUM CHLORIDE 0.92
AM MCGAN/AM HOSP
200 UNITS/100ML;900MG/100ML!
HEPARIN SODIUM 25000 UNITS IN SODIUM CHLORIDE 0.92
AM "Ð¡Ð’ÐÐ /̃ÐÐ HOSP
52000 UNITS/100ML;
900MG/100ML!
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.92
ABBOTT LABORATORIES
AM "Ð¡Ð’ÐÐ /̃ÐÐ  ̃HOSP
12000 UNITS/100ML;900MG/100ML N
12000 UNITS/100ML;
900MG/100ML!
HEXACHLOROPHENE (PAGE 3-94)
A1
EMULSION; TOPICAL
196553
XTTRIUM LABS
Agn
N 18911
N 18911
N 18911
N 18911
N 18911
N 19042
N 19042
N 19135
18916
N 19042
N 19055
NUMBER 12 / AUGUST
'84 - AUGUST â€˜85 17
HOMATROPINE METHYLBRQMIDE; HYDROCODONE BITARTRATE (PAGE 3-95)
SYRUP; ORAL
/NYuAÃ³Ã©Ã³dÃ³NE/
HYDROCODONE COMPOUNR
NYDROPANE
HALSEY DRUG 115552EBLÂ§EBÂ§2EBLn
TABLET; ORAL
NYCODAN
AA DUPONT PHARMS/DUPONT 1.5MG;5MG
1255100!
DANIELS PHARM
>
HYDRALAZINE HYDROCHLORIDE (PAGE 3-95)
INJECTABLE; INJECTION
NYDRALAZINE NCL
SOLOPAK LABORATORIES 20MG/ML!
>
v
TABLET; ORAL
NYDRALAZINE NCL
AA AMIDE PHARMACEUTICAL 25M6u
AA soMsu
AA ASCOT HOSP PHARMS asMsu
AA 50Msn
AA BARR LABORATORIES IoMcn
AA IooMsn
AA CAMALL loMCn
AA zsMou
AA soMCn
AA IcoÐ½en
AA Ñ ORUMMER/PHOENIx 25MG
AA SUPERPHARM Ionen
AA 25M6n
AA 5OMC!
HYDROCHLOROTHIAZIDE (PAGE 3-96)
TABLET; ORAL
HYOROCHLOROTHIAZIDE
Ag LEMMON ggggn
Ag Ð²ÐµÐ½ÐµÑ†
Ag SUPERPHARM gÃ¤ggn
Â¿B Ã¤gÃ¼Ã¢ÃŸ
Ag 100M6u
HYDROCHLOROTHIAZIDE; METOPROLOE TARTRATE (PAGE 3-98)
TABLET; ORAL
LOPRESSOR HCT 100/25
GEIGY/CIBA-GEIGY 25MG;100MG!
222 2222222
88066
05213
88508
88517
88560
88649
88310
88311
88728
88729
88846
88847
88848
88849
86088
88787
88788
88789
88924
88923
88827
88828
88829
18303
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EIDEQSELQBQIEIAZIQEI-EEIQEBQLQL-IABIBAIE â€˜PAGE 3-98) EIQBQEHLQBQIHIAZIQEI-IEIAEIEBEEÂ§ (PAGE 3-98)
TABLET; ORAL TABLET; ORAL
LOPRESSOR HCT 100/50 MAxzIOE
GEIGY/CIBA-GEIGY 50MG;100MGl N 18303 MYLAN PHARMS 50MG;75MGn N 19129
LOPRESSOR HCT 50/25
GEIGY/CIBA-GEIGY 25MG;50MGn N 18303
HYOROCORTISONE (PAGE 3-991
HYOROCHLOROTHIAZIDE; PROPRAN0101 HXOROCHLORIOE (PAGE 3-98) CREAM; TOPICAL
NYOROCORTISONE
CAPSULE; CONTROLLEO RELEASE; ORAL 91 THAMES PHARMACAL 2.52: N 88799
INOERIDE LA 120/50 NYTONE
AYERST LABS/AMHO soMG;120MG! N 19059 /Ã©j/ DERMIK/RORER-AMCHEM /0552/ N 80472
INOERIOE LA 16o/50
AYERST LABS/AMHO 50MG;160MGn N 19059 OINTMENT; TOPICAL
INOERIDE LA 80/50 HYTONE
AYERST LABS/AMHO 50MG;80MCn N 19059 /Ã©j/ OERMIK/RORER-AMCHEM /0352/ N 80474
TABLET; ORAL PONOER; FOR Rx COMPOUNOINC
/INRÃˆRÃRÃ‰Ã, â€š â€š H-CORT 'l I
/ÃJÅ•Å•RSi MPS/AMW /Ã¡SIIPÃŸÅ•ÃŸÅ„G/ /NjÃ³Å„ÃŸÃ¯/ /ÃÃ©/ 71115111861166140559; Ñ‚. ÃŸ7ÃŸ3.4/
/25M8580M6/ /N,18031/ Â¿Â¿ TORCH LABORATORIES 1002 N 87834
INDERIDE-40/25
AYERST LABS/AMNO 25MG;40MG N 18031
INOERIDE-Bo/zs YOROCORTISONE' NEOMYCIN SULFATE' I FAT
AYERST LABS/ANMO 25MG;80MG N 18031 (PAGE 3-101)
SUSPENSION; OTIC
HYOROCHLOROTHIAZIDE; RESERPINE (PAGE 3-981 OTOCORT
91 LEMMON _2;Eg 3.5MG BASE/ML;
TABLET; ORAL 10,000 UN1TS/M1n N 62521
Ð»ÐµÑ‰ ÐÐÐÐÐÐÐ§ÐÐÐÐÐÐÐ—ÐÐÐÐ/Ñˆ/ÐÐÐÐÐ§ÐÐÐÐÐÐœ/ /N ÑˆÑ‚
Ñ I .â€™. Ñ. . l Ð¿
/BÅ•/ /SOMBjÅ„jÃ¯2SMC/ /Nj845j9/ NYOROCORTISONE ACETAT; IPAGE 3-1021
RESERPINE ANO HYOROCHLOROTHIAZIDE
BP BARR LABORATORIES 25MG;0.125MG N 84580 /AEROSOLÃƒIIOPICAL/
BP 50MG;0.125MG N 84579 /EÅ•Ã¯Å• A / Ii â€š
/REÃ‰UÃÂ¢Ã„RÃ‘RIÂ¢K.PHÃ„RÅ„S/Ã¯Ãl /N.6545?/
HYOROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-981
> ADO > HYOROCORTISONE ACETATE; NEOMYC1N SULFATE; EOLYMIXIN 9 SULFATE
TABLET; ORAL IPAGE 3-1031
SPIRONOLACTONE Ð¾ HYOROCHLOROTHIAZIOE
9B ASCOT HOSP PHARMS 25M8;25M00 N 88025 > ADO > CREAM; TOPICAL
> Ann > SPIRONOLACTONE ANO NYOROCNLOROTHIAZIOE > AOD > CORTISPORIN
> AOD > 9B SUPERPHARM 25MG;25MCn N 89137 > ADO > BURROUGHS HELLCOME 0.52;EQ 3.5MG BASE/CM;
SPIRONOLACTONE H/ HYOROCHLOROTHIAZIOE > AOD > 10,000 UNITS/CÐ½n N 50218
9B Ð° PUREPAC/KALIPHARMA 25MG;25MG N 88054
HYOROCORTISONE ACETATE; PRAMOxINE HYOROCHLORIDE (PAGE 3-1031
HYDROCHLOROTHIAzIDE; TIMOLOL MALEATE (PAGE 3-981
AEROSOL; TOPICAL
TABLET; ORAL EPIFOAM
/ÃÃ¯Å„Å„ÃŸÃ¯Ã±Å•/ REEOICARNRICK PHARMS 12;12 N 86457
TIMOLIDE 10-25
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RYDROFLUMETHIAZIDE (PAGE 3-104)
TABLET; ORAL
NYDROFLUMETNIAZIDE
AE CHELSEA LABORATORIES 50ÐœG.
Ð© PAR PHARMACEUTICAL 5ONG!
HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)
TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE
BP ZENITH LABORATORIES 50MG;0.125MG!
HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)
TABLET; ORAL
HYDROXYZINE NCL
5B PUREPAC/KALIPHARMA 10M65
5B 25MG:
5B Ð²ÐµÐ½ÐµÑ†
5B SUPERPHARM IoMsn
5B 25MG!
5B Ð²ÐµÐ½ÐµÑ†
HYDROXYZINE PAMOATE (PAGE 3-106)
CAPSULE; ORAL
HY-PAM "25"
AQ LEMMON EQ 25MG Ð¸Ñ‰Ð¸
IBUPROFEN (PAGE 3-106)
TABLET; ORAL
IBUPROFEN
5B BARR LABORATORIES 400MGI
5B ÑŒÐ¾Ð¾Ð¼ÐµÑ†
5B BOOTS PHARMACEUTICAL 600MGI
5B DANBURY PHARMACAL 400MGI
5B 600Msn
5B Ð— PAR PHARMACEUTICALS 300MG!
5B Ð°Ð¾Ð¾Ð¼ÐµÑ†
5B 600Msu
IBUPROHM
5B OHM LABORATORIES 400MG!
MOTRIN
5B Ã  UPJOHN 300MG
Ð²Ð¾Ð¾Ð¼Ð²Ñ†
RUPEN
5B BOOTS PHARMACEUTICAL Ñ‡Ð¾Ð¾Ð¼Ð²Ð¸
5B 600Msn
A_B 600MGn
222
22 2 2 2222
88528
88850
88932
88120
88121
88122
88794
88795
88796
88713
70079
70080
70556
70436
70437
70328
70329
70330
70469
17463
17463
70083
70088
70099
IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)
TABLET; ORAL
IMIPRANINE NCL
AE 8 DRUMMER/PHOENIX Â¿OMG
Ð¼Ñ‹ Ñ‚Ñ‚ÑˆÐ¼Ñ‚Ð²ÑˆÑˆÐ½Ð²/ ÑˆÑ‚:
â€œif â€  ̃' Ñ‚â€œ,
5B SkaF LABORATORIES 5999
5B 25MG
Bp 50MG
INDOMETHACIN (PAGE 3-108)
CAPSULE; ORAL
INDOMETNACIN
PAR PHARMACEUTICAL 25
0
5MG
OMG
ROXANE LABORATORIES 25MG!
EOMG!
I;
Ã¤
PARKE-DAVIS/N-L
â€™lÃ¤lÃ¤lÃ¤lÃ¤lÃ¤
â€œÐ“â€!
l l l l
SUPPOSITORY; RECTAL
INOOCIN
MS&D RES LABS/MERCK 50ÐœG!
INDOMEIRACIN SODIUM IRINYDRATE (PAGE 3-108)
INJECTABLE; INJECTION
INOOCIN I.V.
MS&D/MERCK EQ 1MG BASE/VIAL!
EOOOHIPPURATE SODIUM2 I-12Â§ (PAGE 3-109)
INJECTABLE; INJECTION
NEPHROFLON
MEDI-PHYSICS IMCI/ML!
IOPANOIC ACID (PAGE 3-109)
TABLET; ORAL
TELEPAQUE
/RINÃHRÃ“ R'AÃÃ‰SÃSJ'Ã‰RA//SÅ„Å„Å„sÃ¤l
NINTHROP-BREON/STERL 500MG
IOXAGLATE MEGLUMINEI..IOXAGLATE SODIUM (PAGE 3-109)
INJECTABLE; INJECTION
HEXABRIX
MALLINCKRODT 39.32;19.62!
19
18829
18829
18806
18806
70353
70354
222
N 17814
N 18878
N 18289
/ÃŸÃŸÃŸÃŸÃ¡/
08032
N 18905



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST
ISOETHARINE MESYLATE (PAGE 3-110)
AEROSOL; IHHALATION
BRONKOMETER a '
/Ã‰PÃ‰RÃ‘~ ÃÃ‰S/SÃÃ‰RLÃÃ‘P//Å„Å•ÃÃ¯Ã¬/
BREON LABS/STERLING 0.34MG/INH
ISOETHARINE MESYLATE
NATL PHARM MFG/BARRE 0.34MG/INHn
BN
BN
KANAMYCIN SULFATE (PAGE 3-112)
INJECTABLE; INJECTION
KANAMYCIN SULFATE
CARTER-GLOGAU LABS
KAHTREX
BRISTOL LABS/B-M
Ð Ð•
EQ IGM BASE/3ML!
EQ 75MG BASE/2ML!
EQ 500MG BASE/2ML!
EQ IGM BASE/3ML!
IEIÃˆIÃˆ
LABETALOL HYDROCHLORIDE (PAGE 3-113)
INJECTABLE; INJECTION
NORMODYNE
SCHERINC 5MG/ML!
TABLET; ORAL
HORMOOYNE
9B SCHERINC 200MGn
9B 300MCn
9B 400MG:
TRANOATE
9B GLAxO E00MGn
Â¿B 300MGu
9B 400MGu
100MG:
LEUPROLIDE ACETATE (PAGE 3-113)
INJECTABLE;
LUPRON
TAP PHARMACEUTICALS IMG/0.2ML!
INJECTION
LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)
INJECTABLE; INJECTION
SOANDONEST L
DEPROCO
99 0 05MC/NL;22n
EVOTHYROXIN ODIUMâ€™ IOTHYRONINE SODI (PAGE 3-114)
TABLET; ORAL
THYROLAR-5
Ð ARMOUR PHARM 0.25MG;0.0625MG
/Nâ€˜12iÃ¯v
N 12339
N 87858
N 62520
N 62564
N 62564
N 62564
N 18686
18687
18687
18687
18716
18716
18716
18716
22 22
N 19010
N 16807
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LIDOCAINE (PAGE 3-114)
AEROSOL; ORAL
XYLOCAINE
ASTRA PHARM PRODS 102!
LIDOCAINE HYDROCHLORIDE (PAGE 3-115)
INJECTABLE; INJECTION
LIDOCAINE HOL IN PLASTIC CONTAINER
INVENEX LABS/LIFE 1g!
Ð©
ASTRA PHARM PRODS /52/
SOLUTION; ORAL
/LIOOÃ³AIHE'HÃ³L/
LIDOCAINE vIsCOuS
Â¿I ROXANE LABORATORIES
22x
SOLUTION; TOPICAL
LIDOCAINE HCL
Â¿I ROXANE LABORATORIES
LINOANE (PAGE 3-116)
LOTION; TOPICAL
LINDANE
Â¿I BAY LABORATORIES
SHAMPOO; TOPICAL
LINDANE
Â¿I BAY LABORATORIES
LITHIUM CARBONATÂ§ (PAGE 3-117)
TABLET; ORAL
LITHANE
Â¿B MILES PHARMS/MILES 300MG!
LORAZEPAM (PAGE 3-118)
TABLET; ORAL
AI!!A!
Â¿B NYETH LABS/AMHO 0.5M@
_AB Ð¨
Ð© Ð¨
LORAZEPAM
Â¿B QUANTUM PHARMICS 0.5MG!
AB ' IEE"
Â¿B Ð³Ð¸ÐµÐ½
... Ñ‡: Ð¢ Ð¢ Ð¢ .. Â«UML-Â¿inn .Ñ‰â€š...=Ð¨Ð¨Ñ…ÑŒ_Ð¨â€šÑŒ-. Ð©Ð ;̧ mail.-.
N 14394
N 88586
/Il'Ã¯Å„Å„Ã¤Ã³/
N 88802
N 88803
N 88190
N 88191
N 18833
22 22
Ñ‡
o
N
o
o
Â«Ð¢|"Ð¢z.Ð¢:. IEN-LL. .Ð´ ÑˆÐ²Ð°. fr. '
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LOXAPINE HYDROCHLORIDE (PAGE 3-118)
CONCENTRATE; ORAL
/LPXIÃÃ„NÃ‰/
LOxITANE C
INJECTABLE; INJECTION
/LPXIÃÃ„NÃ‰/
LOxITANE IM
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SOOIUM
CHLORIDE; SODIUM GLUCONATE (PAGE 3-119)
SOLUTION; IRRIGATION
PHYSIOLYTE IN PLASTIC CONTAINER
A1 AM MCGAN/AM HOSP SoMG/100ML;37MG/100ML;370MG/100ML;
530MG/100ML;500MG/100ML N 19024
SYNOVALYTE IN PLASTIC CONTAINER
AI TRAVENOL LABS
RECLIZINE HYDROCHLORIDE (PAGE 3-121)
TABLET; ORAL
AEcLIZINE NCL
AA SUPERPHARM 2.5MGu
55 Ð³Ð·Ð¼ÐµÐ¸
V
>
D
D
V
â€º
D
D
MEDRYSONE (PAGE 3-122)
SUSPENSION/DROPS; OPHTHALMIC
HMS
ALLERGAN PHARMS 12
MENOTROPINS (PAGE 3-122)
INJECTABLE; INJECTION
PERGONAL
SERONO LABS 150 IU/AMP
300 IU/AMP!
MEPERIDINE HYDROCHLORIDE (PAGE 3-122)
INJECTABLE; INJECTION
MEPERIDINE HOL
ABBOTT LABORATORIES IOMG/ML!
INTL MEDICATION SYS 10MG/ML
ISI;
SYRUP; ORAL
DEMEROL
NINTHROP LABS/STERL 50MG/5ML
MEPERIDINE NCL
ROXANE LABORATORIES 5OMG/5ML!
I;
I2
30MG/100ML;37MG/100ML;368MG/100ML;
526MG/100ML;502MG/100ML! N 19326
89113
89114
16624
17646
17646
88432
86332
05010
88744
MEPERIDINE HYDROCHLORIDE (PAGE 3-122)
TABLET; ORAL
MEPERIDINE NCL
AA BARR LABORATORIES 100mg!
MEPHENTERMINE SULFATE (PAGE 3-123)
INJECTABLE; INJECTION
NYAMINE SULFATE
Y ÃHÃ'Ã MHA Å„G H'
/R Ð A BS/Ã / ÃÃ¤Ã¤Å„Ã©ÃÅ„Ã®Ã
NYETH LABS/AMHO EO 15M@ BASE/ML
EQ Ð·Ð¾Ð½Ðµ BASE/ML
MEPIVACAINE HYDROCHLORIDE (PAGE 3-123)
INJECTABLE; INJECTION
CARBOCAINE
59 BREON LABS/STERLING 99
MEPIvAOAINE HcL
59 CARTER-GLOGAU LABS 59:
Ð”â€™ " 2_2â€œ
POLOOAINE
59 ASTRA PHARM PROOS 99:
SOANOOHEST PLAIN
59 OEPROCO Agn
MEPROBAMATE (PAGE 3-123)
TABLET; ORAL
MEPROBAMATE
/Ã®Ã¡/ 7Ã±Ã±~Ã±33Ã¯7 /Å•Ã¶Ã¶Å„Ã¡
/--/ /---_-/
RETHICILLIN SODIQR (PAGE 3-127)
INJECTABLE; INJECTION
Ñˆ â€šÑˆÐ¸Ñˆ â€˜ÑˆÑƒÑ‚Ð¸Ñ‚/Ð½ d '1mm â€˜Ñˆ T im '/
/Ã¤ ' Ð¼Ñ‡Ð¸Ñ‚ 'AEI/RITE]
Ð¨ fÃ¢Ã¯i "â€˜Ñ‘ Ð¨ÐÐÐÐ?
ÑŒ. . s ..
/Å•si'Ã¡fÃ¤Å„fBÃ„SÅ•/YIÃ„L/
METHOTREXATE SODIUM (PAGE 3-128)
INJECTABLE; INJECTION
MEXATE
BRISTOL LABS/B-M EQ 250MG BASE/VIAL!
Ð¨
AR BRISTOL CARIB/B-M/PR EQ 25MG BASE/ML!
21
N 88640
N 12250
N 88769
N 88770
N 88653
N 88387
N 86358
N 88760



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST â€˜84 - AUGUST '85 22
METHYCLOTHIAZIDE (PAGE 3-129)
TABLET; ORAL
METHYCLOTHIAZIDE
CHELSEA LABORATORIES 2.5MG!
Ð¨"
COLMED LABORATORIES Ð¨!
AEREE;
METHYLDOPA (PAGE 3-130)
TABLET; ORAL
ALOOMET
Â¿B MSAO/MERCK 125MB
BETHYLOOPA
Â¿B CHELSEA LABORATORIES 125MCn
Â¿B 250MCu
Â¿B S00MCn
Â¿B MYLAN PHARMS 250MCn
Â¿B 500MGn
MEIEYLPREDNISOLONE SOOIUM SUCCINATE (PAGE 3-131)
INJECTABLE; INJECTION
SOLU-MEDROL
UPJOHN EQ 26M BASE/VIAL!
METOCLOPRAMIDE HYDROCHLORIDB (PAGE 3-132)
TABLET; ORAL
OLOPRA
Â¿B QUANTUM PHARMICS EQ IOMG BASE!
METOCLOPRAMIDE HCL
Â¿B BIOCRAFT LABS EQ IOMG BASE!
Â¿B COLMED LABORATORIES EQ IOMG BASE!
Riem
Â¿B AH ROBINS E IOMG BASE
EETRONIDAZOLE (PAGE 3-133)
INJECTABLE; INJECTION
METRONIOAZcLE
99 INTL MEDICATION SYS 500MG/100MLn
99 LYPHOMEO 500MG/100ML:
NETRYL Iv
99 LEMMON S00MG/I00ML:
TABLET; ORAL
METRONIOAZOLE
Â¿B NALSEY DRUG 150MG:
Â¿B PAR PHARMACEUTICAL 250M0n
Â¿B S00MCn
Â¿B SIOMAK LABORATORIES 250MGn
Â¿B 500MGÂ»
22
222 2
222
88750
88724
88745
13400
70260
70261
70262
70075
70076
11856
70294
70184
70339
17854
70004
70071
N 70042
222
70021
70040
70039
70027
70033
METRONIDAZOLE (PAGE 3-133)
TABLET; ORAL
METRONIOAIOLB
Â¿B SUPERPHARM 250M8n
Â¿B 500MGM
METRTL
Â¿B LEMMON 250Msu
METRYL 500
Â¿B LEMMON B00MGn
SATRIC
Â¿B SAVAGE LABS/ALTANA Â¿5OMOS
QIQQEAZOLE NITRATÂ§ (PAGE 3-134)
SUPPOSITORY; VAGINAL
MONISTAT 3
ORTHO PHARMACEUTICAL 200MG!
MOLINDONE HYDROCHLORIDE (PAGE 3-135)
CAPSULE; ORAL
MOBAN
O DUPONT PHARMS/DUPONT 5MG
Ð IOMG
Ð 25MG
MORPHINE SULFATE (PAGE 3-135)
INJECTABLE; INJECTION
DURAMORPH PF
ELKINS-SINN/AHROBINS 0.5MG/ML!
IMG/ML!
NAFCILLIN SOOIUM (PAGE 3-135)
INJECTABLE; INJECTION
NAFOIL
Â¿E BRISTOL LABS/B-M EQ 10Â§Â§ BASE/VIAL!
NALLPEN
Â¿E BEECHAM LABS/BEECHAM EQ IOGM BASE/VIAL
NALBUPHINE HYDROCHLORIDB (PAGE 3-136)
INJECTABLE; INJECTION
NUBAIN
DUPONT PHARMS/DUPONT 20MG/ML!
2222
70008
70009
70035
70044
70029
18888
17111
17111
17111
18565
18565
62527
61999
18024
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NALTREXONE HYDROCHLORIDE (PAGE 3-136)
TABLET; ORAL
TREXAN
DUPONT PHARMS/DUPONT 50MG!
NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137)
SOLUTION/DROPS; OPHTHALMIC
STATROL
ALCON LABORATORIES EQ 3.5MG BASE/ML;
16,250 UNITS/ML!
NICOTINE POLACRILEX (PAGE 3-138)
GUM; CHENING; ORAL
NICORETTE
MERRELL DON/DON CHEM EQ 2MG BASE
/NIOOTINE'RESIN'dÃ³HPLEi/(PAGE 3-136)
/ GIM.' .'Â¢HÃ‰H1NÂ¢.;'. 'ARAN
i IIRÃ‰ÃœÃ‰/
/Ã‘/IIIÃ‰RRlÃ«L'L'Ã±Å„A/MR'IÃHÃ‰II'Ã‰A'ZÅ„A'HÃ„SÃ‰Ã
NOMIFENSINE MALEATE (PAGE 3-140)
CAPSULE; ORAL
MERITAL
8 HOECHST-ROUSSEL 25MG!
5OMG:
NOREPINEPHRINE BITARTRATE (PAGE 3-140)
INJECTABLE; INJECTION
LEVOPH
/BPEAÃˆIIAEs/sf;RIINA//AA.'IAPJBASA/nÃŸ/
NINTHROP-BREON/STERL EQ 1MG BASE/ML
NYSTATIN (PAGE 3-141)
SUSPENSION; ORAL
UISIAII!
AA BAY LABORATORIES 100,000 UNITS/MLB
AA PHARMAFAIR 1002000 UNITS/MLu
TABLET; ORAL
NYSTATIN
AA QUANTUM PHARMICS 5002000 UNITS!
N 18932
N 62339
N 166,12
Ñ‚ÑˆÑ…Ð³/
N 18224
N 18224
m1157513/
N 07513
N 62512
N 62541
N 62525
RYSTATIN; TRIAMCINOLONE ACETONIDE (PAGE 3-141)
CREAM; TOPICAL
MYCOLOG-II
51 ER SQUIBB AND SONS 1002000 UNITS/GM;0.12!
51 1002000 UNITS/GM;0.12!
MYKACET
51 NMC LABORATORIES 1002000 UNITS/GM;0.12!
NYSTATIN AND TRIAMCINOLONE ACETONIDE
51 CLAY-PARK LABS 100,000 UNITS/GM;0.12!
OINTMENT; TOPICAL
MYCOLOG-II
ER SQUIBB AND SONS 1002000 UNITS/GM;0.12!
OXACILLIN SODIUM (PAGE 3-142)
INJECTABLE; INJECTION
BACTOCILL
BEECHAM LABS/BEECHAM EQ IOGM BASE/VIAL!
OXTRIPHYLLINE (PAGE 3-143)
ELIXIR; ORAL
CHOLEDYL
AA PARKE-DAVIS/N-L 100MG/5ML!
OXTRIPHYLLINE
AA BAY LABORATORIES 100MG/ERL
OXYPHENBUTAZONE (PAGE 3-143)
TABLET; ORAL
OXYPHENBUTAZONE
AR BOLAR PHARMACEUTICAL 100MG!
TANDEARIL
A- Ð GEIGY/CIBA-GEIGY 100MG
/AÃ‰AÃ‰TÃTÃ‰'Ã³Ã¡Ã¼Ã³iÃºÅ„'fÅ„iÃ¡Ã³dÅ•ÃºÅ„Ã'YÅ„iiÃ¡Ã³'fidÃ¡Å•'Ã¡lidÃ¡f/
/INJEÂ¢IABIE;JINJEÂ¢IIAN/
YT; :Y Ðº A: I
" UIÃÃ‰IBÃˆOÃ‰.'Ã‰Ã‰mfÃ‰/Ã‰III/zm/m/
RENTAMIDINE ISETHIONATE (PAGE 3-148)
INJECTABLE; INJECTION
PENTAM 300
LYPHOMED 300MG/VIAL!
60576
62606
62367
22
62186
N 60572
N 61334
N 09268
N 88243
N 88399
N 12542
/N'Ã¯jsÃ¯ÃŸ/
N 19264
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PENTETAIE CALCIUM TR1SBB1BB, 18-192 (PAGE 3-1481 BHENTERMINB HXBBBBBLBBIOB (PAGE 3-1511
INJECTABLE; INJECTION TABLET; ORAL
YTTERBIUM YB 169 OTPA PHENTERMINE NCL
MEDICAL PRODUCTS/3M 2MCI/ML N 17518 Â¿Â¿ Ð° ORUMMER/PHOENIX BBB N 86453
Â¿Â¿ 0 BBB N 86456
Â¿Â¿ PHARM BASICS 37.5MCn N 88910
PENTOBARBITAL SODIUM (PAGE 3-149) A 37.5MCn N 88917
CAPSULE; ORAL
PENTOBARBITAL SOOIUM PHENYLEPHRINE HYOROCHLORIOE; PROMETHAzINE HYOROCHLORIDE
Â¿Â¿ 0 vITARINE/PHOENIx 100MG N 83284 IPACE 3-153)
TABLET; ORAL SYRUP; ORAL
PENTOBARBITAL SODIUM PHENERSAN vC
Â¿Â¿ O vITARINE/PHOENIx 100MG N 83285 99 HYETH LABS/AMHO 5MG/5ML;6.25MC/5M1 N 08604
PROMETN vc PLAIN
99 NATL PHARM MFG/BARRE 5MG/5ML;6.25MG/5ML! N 88761
PENTOxIFYLLINE (PAGE 3-1491 PROMETNAZINE vC PLAIN
Â¿Â¿ BAY LABORATORIES BMG/5ML;B.2BMG/5ML: N 88897
TABLET, CONTROLLED RELEASE; ORAL
TRENTAL
HOECNST-ROUSSEL 400MG: N 18631 PHBBYTOIN SOOIUM (PAGE 3-1531
INJECTABLE; INJECTION
PHENOIMETRAZINE TARTRATE (PAGE 3-1491 PHENYTOIN SODIUM
99 INvENEx LABS/LIFE 50MG/ML! N 89003
CAPSULE; ORAL 99 SOLOPAK LABORATORIES BOMG/MLu N 88519
PNENOIMETRAZINE TARTRATE Â¿B SOMG/ML! N 88520
99 a ORUMMER/PHOENIx 35MG N 86403 Â¿B BONG/MLM N 88521
Â¿Â¿ Ñ 35MG N 86408
Â¿Â¿ O 35MG N 86410 _
Â¿Â¿ Ð° 35Ð¼8 N 87424 PHENYTOIN SOOIUM, ExTENOEO (PAGE 3-1531
99 O vITARINE/PHOENIx 35MG N 85634
Â¿Â¿ O 35MG N 85645 CAPSULE; ORAL
Â¿Â¿ O 35MG N 85670 OILANTIN
Â¿B PARKE-OAVIS/u-L I00MG N 84349
TABLET; ORAL ExTENOEO PHENYTOIN SODIUM
PHENOIMETRAZINE TARTRATE Â¿B BOLAR PHARMACEUTICAL 100MG: N 88711
99 O ORUMHER/PHOENIx 35MG N 86106
Â¿Â¿ a vITARINE/PHOENIx 35MG N 85519
Â¿Â¿ O 35MG N 86005 B110CARPINE HYOROCHLORIDB (PAGE 3-154)
GEL; OPHTHALMIC
PHENTERMINE HYOROCHLORIDE (PAGE 3-1511 ' PILOPINE HS
ALCON LABORATORIES 42 N 18796
CAPSULE; ORAL
PHENTERMINE HCL
Â¿Â¿ CHELSEA LABORATORIES 30MGn N 86740 BINOOLOL Â«PAGE 3-154)
Â¿Â¿ O ORUMMER/PHOENIx Ð·Ð¾Ð½Ðµ N 87202
Â¿Â¿ Ð° 30MG N 87235 TABLET; ORAL
Â¿Â¿ PHARM BASICS 30MGu N 88797 VISKEN
SANOOz PHARMS/SANOOz/15MÂ¢/ - _ /NfIBZÃŸS/
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POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIQR
EICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE (PAGE 3-155)
POWDER FOR RECONSTITUTION; ORAL
COLYTE
EDLAH PREPARATIONS 12OGM/PACKET;1.49GM/PACKET;
3.36GM/PACKET;2.926M/PACKET;
11.3Ã³GM/PACKET! N 18983
227.lGM/PACKET;2.82GM/PACKET;
6.366M/PACKET;5.53GM/PACKET;
21.5GM/PACKET;! N 18983
36OGM/PACKET;4.47GM/PACKET;
10.0BGM/PACKET;8.7Ã³GM/PACKET;
34.08GM/PACKET! N 18983
POTASSIUM CHLORIDE (PAGE 3-156)
INJECTABLE; INJECTION
POTASSIUM CHLORIDE IN PLASTIC CONTAINER
59 INvENEx LABS/LIFE 2MEg/MLn N 66901
59 2MEg/MLn N 66906
> ADD > POTASSIUM CITRATE (PAGE 3-158)
> ADD > TABLET; ORAL
> ADD > POTASSIUM CITRATE
> ADD > UNIV TX HLTH SCI CTR 5MEQ! N 19071
POTASSIUM CLAVULANATE2 TICARCILLIN DISODIQR (PAGE 3-158)
INJECTABLE; INJECTION
TIMENTIN
BEECHAM LABS/BEECHAM EQ 100MG ACID/VIAL;
EQ 3GM BASE/VIAL! N 50590
EQ 200MG ACID/VIAL;
EQ 36M BASE/VIAL! N 50590
RREDNISOLONE (PAGE 3-159)
TABLET; ORAL
PREDNISOLONE
BX SUPERPHARM 5MG! N 88892
RREDNISOLONE ACETATE; SULFACETAMIDE SODIQR (PAGE 3-160)
OINTMENT; OPHTHALMIC
PREOSULPAIR
A1 PHARMAPAIR Ð¾.52;599 N 66032
vAsocInIN
51 COOPERVISION PHARMS 0.52; 02! N 88791
PREDNISONE (PAGE 3-161)
SOLUTION; ORAL
PREDNISONE
ROXANE LABORATORIES 5MG/5ML!
PREDNISONE INTENSOL
ROXANE LABORATORIES 5MG/ML!
TABLET; ORAL
PREDNISONE
BX SUPERPHARM 5MG!
BX 10MG!
BX 20MG!
PRILQQAINE RYDRQQHLORIDE (PAGE 3-162)
INJECTABLE; INJECTION
CITANEST
O ASTRA PHARM PRODS 12
Ð 22
O
39
/52/
CITANEST PLAIN
ASTRA PHARM PROOS 4x
PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)
CAPSULE; ORAL
RROCAINAMIDE ÐÐžÐ’
ROXANE LABORATORIES 250MG!
500MG!
IÃˆNÃˆ
INJECTABLE; INJECTION
PROCAINAMIDE HCE
59 SOLOPAK LABORATORIES 100MG/ML!
59 500MG/ML!
59 500MG/ML:
TABLET. CONTROLLEO RELEASE; ORAL
PROCAINAHIOE HOL
5B BOLAR PHARMACEUTICAL 250Msn
5B sooÐ½cn
5B 7Ð·Ð¾Ð¼ÑÐ¸
5B COPLEY PHARM gggggu
ggocAN 5R
5B 250MG
Ag 500MG
AB 750MG
C/ PARkE-OAvIS/N-L /EOHRE/
IGMn
N 88703
N 88810
N 88865
N 88866
N 88867
N 14763
N 14763
N 14763
/NfÃ¯Å„Å•Ã³ÃŸ/
N 14763
N 88989
N 88990
88530
88531
88532
22
88533
88534
88535
88974
86468
86065
87510
Ð´Ð¸Ñ‚Ñ
N 88489
2 22
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BROCHLORPERAZINE EDIBYLATB (PAGE 3-1641 BBOTÂ¿MINB BULBAIB (9985 3-168)
CONCENTRATE; ORAL INJECTABLE; INJECTION
BROCNLORPERAZINE BBISVLATB PROTAMINE SULFATE
Â¿Â¿ BAY LABORATORIES Eg IOMG BASE/M18 N 88598 UPJOHN 250MG/VIAL: N 07413
SYRUP; ORAL
BROCNLORPERAIINE EOIBYLATE BBOIÂ§1N BYDROLYSATB (PAGE 3-1681
Â¿Â¿ BAY LABORATORIES Eg BMG BASEÂ¿BBL8 N 88597
INJECTABLE; INJECTION
AMINOSOL 52
BBOCHLORBBRAZINB MALEATB (PAGE 3-164) ABBOTT LABORATORIES Ð²Ð¸Ð½ N 05932
CAPSULE. CONTROLLEO RELEASE; ORAL
COMPAzINE P EUOOEPHEORINE HYOROCHL IOE~ TRIPRO IOINE NYOROCH IO
Ñ SKIP LABORATORIES EQ 75MG BASE N 11000 (PAGE 3-1691
SYRUP; ORAL
BBOMETHAzINE HYOBBBHLORIDB (PAGE 3-1651 IBILITRBB
Â¿Â¿ /ÃÃ‰NÃˆSÃƒRÃ‰SISEAEÃ‰S'Ã„ND.__30MG/5M Â¿1.25MG/5MLR N 88474
SYRUP; ORAL . L . l; Â EÃœBPEPUÃˆ.EIÃ‘EÂUPII.. .
/BAYMÃ‰TNAIINE/ /Â¿Â¿/ /PHÃ„RMÃFAIR/ /Ã¡Ã³MGlÃ‰ML;i.25MG/5MLA [N.BBSÃ¡Ã¯/
PROMETHAZINE PLAIN
TABLET; ORAL
ALLERPEO
PROPOxYPHENE HYOROCHLORIOB (PAGE 3-1671 99 PRIVATE FORMULATIONS 6oMG;2,5MGn N 88860
CORPHEO
CAPSULE; ORAL Â¿Â¿ CORO LABORATORIES 0MG;2,5MG: N 88602
PROPOxYPNENE NCL TRILITRON
Â¿Â¿ (Ð²Ð¸Ð½Ð¾Ð¼ 65Ð¼8Ð¸ N 88615 Â¿Â¿ NEHTRON PHARMS 60MG;2.5MGu N 88515
TRIPROLIOINE NCL ANO PSE OEPNEORINE CL
Â¿Â¿ SUPERPHARM BOMG;2.BMGn N 88578
PROPRANOLOL BIBROCHLBBIBE (PAGE 3-1681 Â¿Â¿ ZENITH LABORATORIES 60MB;2,BMG: N 85273
TABLET; ORAL
INOERAL QBINIDINE GLBBONATB (PAGE 3-1701
Â¿B AYERST LABS/AHMO 10MG N 16418
Â¿B 20MG N 16418 TABLET. CONTROLLEO RELEASE; ORAL
Â¿B 40MG N 16418 BUINIOINE GLUCONATB
Â¿B 80M8 N 16418 Â¿B ASCOT HOSP PHARMS 124MG: N 88582
PROPRANOLOL NCL
Â¿B CHELSEA LABORATORIES IOMGM N 70140
Â¿B Ð³Ð¾Ð½ÐµÑ† N 70141 QBINIOINE SULPATB (PAGE 3-170)
Â¿B 40H05 N 70142
A 80MGu N 70144 TABLET; ORAL
Â¿B LEDERLE LABS/AM CYAN IOMG: N 70125 CIN-BUIN
Â¿B Ð³Ð¾Ð½ÐµÑ† N 70126 /BB/ ROHELL LABORATORIES /Ã¡Ã³Ã³MG/ /Nf8j255/
Â¿B 40M06 N 70127 BBBNIOINE SULFATE
Â¿B BOHG: N 70128 Â¿B SUPERPHARM 200MGn N 88973
Â¿B MARTEC PHARMS IOMG! N 70120
Â¿B 20M00 N 70121
Â¿B 40MGu N 70122 RANITIDINE HYOROCHLORIDE (PAGE 3-171)
B BOMGn N 70124
INJECTABLE; INJECTION
ZANTAC
GLAXO EQ 25MG BASE/ML! N 19090
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RAUNOLFIA SERPENTINA (PAGE 3-171)
TABLET; ORAL
RAUvERIO
BP FOREST LABORATORIES Ð·Ð¾Ð½Ðµ
/Ð‘Ð / /ONÃ‰Ã„1~JÃ“NESIFELÃšÅ„ÃN//SAMG/
NOLFINA
BP FOREST LABORATORIES Ð·Ð¾Ð½Ðµ
/35/ Ñ‚Ð°Ð¼ ' um; 'fr 'Anw/IMEI;
Ð»Ð°Ð¼ L' V L ÑˆÐ¸ÑˆÐ¸
REÂ§ERPINE (PAGE 3-172)
TABLET; ORAL
RESERPINE
BP LEMMON 0.1MG!
BP 0.25MG!
RITODRINE HYDRQERLORIDE (PAGE 3-173)
INJECTABLE; INJECTION
/RITOORINE'HOE/
/iÃ³MGIHL
O
/AP/ ASTRA PHARM PRODS 10MG/ML
15MG/MLu
TABLET; ORAL
/RITÃ³dÅ„INE'HdL
. / /111135/
YUTOPAR
/AB/ ASTRA PHARM PROOS 10MG
SAFFLONER QIL; SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION
LIPOSYN II 102
ABBOTT LABORATORIES 52;52!
LIPOSYN II 202
ABBOTT LABORATORIES 102;102!
SCOPOLAMINE (PAGE 3-174)
FILM, CONTROLLED RELEASE; PERCUTANEOUS
ÃRÃ„NSÃšÃ‰RNÃ‰Y/
/ /Ã„LZÃ„/ /Ã¯ÃƒSÅ„G/
TRANSDERM-SCOP
CIBA/CIBA-GEIGY 1.5MG
Â§ECOBARBITAL SQQIQR (PAGE 3-174)
CAPSULE; ORAL
SECOBARBITAL SOD
N'09225 AA a ORUMMER/PHOENIx 10099 N 65696
/N,69255/ AA 0 vITARINE/PHOENIx 100MG N 66273
N 09255
N'09255 > AOO > gOOIUM BIgARBONATg; TARIAgIg ACIO (PAGE 3-176)
Ñ‚. 69255/
/NfÅ„Ã¡Ã¡ss/ > AOO > GRANULE. EPFERvESCENT; ORAL
> A00 > BAROS
> A00 > MALLINCKRODT 660MG/GM;620MG/GM: N 16509
SQQIUE-SBLQRIQÂ§ (PAGE 3-176!
N 69020 INJECTABLE; INJECTION
N 69019 BACTERIOSTATIC SODIUM CHLORIDE 0.99 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 9MG/ML N 16600
INvENEx LABS/LIFE 9MG/ML: N 66909
9MG/MLu N 66911
Ð¨
59 ABBOTT LABORATORIES 900M6/100MLu N 19465
Ag AM MCGAN/AM HOSP 900M6/100ML N 17464
/Ð¿]18280/ P INvENEx LABS/LIFE 9MG/MLu N 66912
SODIUM CHLORIDE IN PLASTIC CONTAINER
H 18580 Ð©/ L /N'11.45.4/
N 16560
SOLUTION FOR SLUSH; IRRIGATION
SODIUM CHLORIDE 0.99 IN STERILE PLASTIC CONTAINER
Ð´ TRAVENOL LABS 900MG/100MLn N 19319
/N 1111.6/
N 16555 Ð© (PAGE 3-176)
SOLUTION; ORAL
SODIUM IOOIOE I 131 I I l â€š
/ 51mm. Ð¼Ñ‹ /11 Ð½Ð°Ð³Ð¸Ð¼/Ð½Ð¸ Ñ‚ 17315!
SYNCOR INTL 50MCI/ML N 17315
N 16997
SggIuM LACTATE (PAGE 3-176)
N 16991
INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5MEG/ML: N 16967
â€š SOOIUM NITROPRUSSIOE LPAGE 3-1761
/N 1117.4/
INJECTABLE; INJECTION
N 17874 SODIUM NITROPRUSSIDE
AR LYPHOMED OMG/VIA l N 70031
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SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)
PONDER; ORAL; RECTAL
KAYEXALATE
AA BREON LABS/STERLING 453.6GM/BOT N 11287
SODIUM POLYSTYRENE SULFONATE
AA BAY LABORATORIES 453.6GM/BO!! N 88786
SUSPENSION; ORALÂ» RECTAL
SODIUM POLYSTYRENE SULFONATE
AA BAY LABORATORIES 156M/60ML! N 88717
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYN III 102
AE ABBOTT LABORATORIES 12g! N 18969
LIEQÂ§1Â§-!II-Ã‰QZ
_E ABBOTT LABORATORIES Â§22! N 18970
SPIRONOLACTONB (PAGE 3-180)
TABLET; ORAL
SPIRONOLACTONE
AB Ð PUREPAC/KALIPHARMA @5MG N 88053
SUCCINYLCHOLINE CHLORIDÂ§ (PAGE 3-181)
INJECTABLE; INJECTION
AHEOTINE
AE Ð BURROUGHS NELLCOME 50MG/"Ð¬ N 08453
/Ã„Å„ SUCCINYLCHOLINE CHLORIDBÃ³dÅ„Ã¡ÃvÃÃ„' /Ã‘ Â¿dÃ¡Ã³j/
Â L l.'
/Ã‰ Ð”Ð•.) L Ñ‚. 69263/
> SULCONAZOLE NITRATE (PAGE 3-181)
> SOLUTION; TOPICAL
> SULCOSYN
> SYNTEX LABS/SYNTEX 12! N 18738
SU AB NZAMIDEâ€™ SU FACETAMID Â° SU FA IAZOL
TABLET; VAGINAL
(PAGE 3-181)
SULTRBB
91 ORTHO PHARMACEUTICAL 184MG;143.75MG;172,SBÂ§ N 05794
TRIPLE SULPA
91 5 FOUGERA/ALTANA 184MG;143.75MG;172.5MG: N 88463
A PHARMADERM/ALTANA 1B4BB;143.75MG;172.5MG: N 88462
AT
/ÃƒÃ/
/-Ã‰/
/Ã©Å„/
SULFACEIAMIDE SODIQH (PAGE 3-181)
Ñ‚
SOLUTION/DROPS; OPHTHALMIC
SULFAOETAMIDE SODIUM
PHARMAFAIR 1020
/PHÃ„RÅ„Ã„FÃ„IR/ /IÃ‰ZP/
SULPAIR 10
PHARMAFAIR 192!
SULFAMETHOXAZOLE (PAGE 3-182)
A
Â¿B
TABLET; ORAL
SULFAMETHOxAZOLE
â€š â€š /SOOMS/
HEATHER 0908 900Ð½8
SULFAMETHOXAZOLE; TRIMETHOPRIU (PAGE 3-183)
IÃ¢
E;
IÃ¢
IÃ¢
Ð‘ BBB BB
IÃ¢
E;
SUPERPHARM
/TRIHETH/SUEPA'OIS
L .A â€š .PRI
/TAIHETH/SULPA SIS
1
TABLET; ORAL
Ð¡ÐžÐ¢?!"
LEMMON 400MG;80 l
COTRIM 0.5,
LEMMON 800MG;160MG!
SULFAMETHOPRE!
PAR PHARMACEUTICAL
SULFAMETHOPRIM-DS
PAR PHARMACEUTICAL 800MG;1 OMG!
SULFAMETHOXAZOLE Ð• TRIMETHOPRIM
HEATHER DRUG 400MG;80MG!
800MG;160MG!
SULFAMETNOXAZOLE AND IBIMETHOPRIM
BARR LABORATORIES 400MG;80MG!
CHELSEA LABORATORIES 400MG;80MG!
QQQME;IÃ‰QEEI
SULFAMETHOXAZOLE AND TRIMETHOPRIM DOUBLE STRING!!
BARR LABORATORIES 800MG;160MG!
SULFATRIM-DS
SUPERPHARM 800MG;160MG!
SULFATRIM-SS
ES/Ã¡Ã³Ã³MGÃÃÃ¡Ã³MG'/
,Ã“RIES/dÃ³Ã³Å„Ã¡ÃÃ¡Ã³Å„Ã¡'/
SULFISOXAZOLB (PAGE 3-184)
BP Ð DRUMMER/PHOENIX
TABLET; ORAL
SULFISOXAZOLE
500MG
.. â€žÐ¸; 14uâ€ ÑŠ
N 88947
/NfÃ³jÃŸÃ¡Å•/
N 87949
/N'MÃ„SS/
N 86163
70034
70048
70022
70032
18946
18946
70006
70002
70000
70007
2 2 22 2 2 2 2 2
70066
N 70065
ÐœÐ˜Ðœ!â€
/ 117.46152/
N 87332
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TECHNETIUH, TC-99H SODIUM PERTECHNETATE GENERATOR (PAGE-3-185)
S7ÃˆÃ¯Â§Ã¯Ã¯gÃ¢fÃ¤wÃ¯Â§Ã«Ã¤Ã¤Ã«Ã¯Ã®uÂ§g33H'sfnfRATAR/
/uNxPNJÂ¢XR61Â¢EJRAÂ¢IAAV63Â¢Â¿16;65Â¢:nÂ¢1/Â¢sNfRAIPR/
TECHNETIUM TC 99M GENERATO
MEDI-PHYSICS S30-16,600 HCI/GENERATOR
/ rl '176.43/
N 17693
TECHNETIUM Ð¢Ð¡-99Ðœ ALBUMIN AGGREGATED KIT (PAGE 3-185)
INJECTABLE; INJECTION
ALBUMIN HICROSPHERES (HUMAN) INSTANT "ICROSPHERES
/ÃŸs/ /u:AÂ¢nPsxxÂ¢fÂ¢nPÃŸs7ÃŸn//n/A/
BS /Â¢135ÃÃˆÂ§Ã‰Ãˆ'Ã§ÃˆÃ‰ÃŸÃ¤ÃˆÃ¯ÃÃŸÃƒuAAÃˆ4ÃˆAA/
/ss/ /Â¢Ã¯nxxÂ¢nkh/ â€˜ â€œ7525/
Ð¢Ð•Ð¡ÐÐÐ•Ð¢1ÐŸÐ˜ TC 99H MAA
MEDI-PHYSICS
/rl'Ã¯Ã®lÃŸÃŸ2/
N 17832
/ rl '177.73/
BS N 17773
N/A
TECHNEIIUM; TQT99HÂ¢ ALBUHIN KIT (PAGE 3-185)
17ÐÐÐÐÐÐÐÐÐ'*ÐÐÐÐÐ*ÐÐ11'Ð¤Ð¤Ðâ€˜Ð$Ð/
/ÑÑ…Ð½Ñ‚Ñ…ÑÐ½Ð½Ð½/ â€˜ â€˜7575/
TECHNETIUM TC 99" HSA
MEDI-PHYSICS
/ Ã‘. â€˜17775/
N/A N 17775
TECNNETIUN, Ñ‚0-99Ð½â€š ETIDRONATE KIT LPAGE 3-1861
INJECTABLE; INJECTION
TEcNNETIuM Tc 99Ð½ OIRNOSRNONATE-TIN KIT
a MEDI-PHYSICS 995
59 N 17562
TECHNETIUM, TC-99N, MEDRONATE (PAGE 3-186)
INJECTABLE;
/Å„Å„Å„'dif/
IEONNETIUN 10 92N NRI NOR
INJECTION
IECHNETIUM! Ð¢Ð¡-99Ð, Ð Ð•ÐÐ¢Ð•Ð¢ÐÐ¢Ð• KI! (PAGE 3-186)
INJECTABLE; INJECTION
/dÅ•Å„A' SN 'RIT' Ã³Å„Ã©Ã±Ã¡Å•Ã©
Ð³ â€š NIA
/KiÃºÅ„Ã‰Y/BRÃIN'SÃ“Ã„NNÃNÃ‰'K
L
MPI OTRA RIT - cHElATE
MEDI-PHYSICS
/N'JUZSS/
Ñ‚ â€˜17626/
995 N 17255
NUMBER 12 / AUGUST â€˜84 - AUGUST '85 29
TECHNETIUM, TC-99M, POLYPHOSPHATE KIT (PAGE 3-186)
INJECTABLE; INJECTION
SODIUM POLYPHOSPHATE-TIN KIT
0 MEDI-PHYSICS N/A N 17664
TECHNETIUMz Ñ‚0-99Ð½. SULFUR 0011019 EIT (PAGE 3-1871
INJECTABLEzIINJECTION I I
/Ã©iÅ„Å•tÃ³Å„Ã©Å„ TÃ©Ã³Å„Å„Ã¡Å•iÃºÅ„ 999 #SÃ© I
52/ _7EÃ®ÃÃ¬Ã®Ã¯'i'Ã¬lÃ¬'Ã±7mm'm732Ã«7J /N.177Â¢4/
IEOHNETIUN 10 99Ð½ 150
59 MEDI-PHYSICS 995 N 17784
TERBUTALINE SULFATE (PAGE 3-1871
AEROSOL; INNALATION
BRETNAIRE
BN CEIGY/CIBA-GEIGT 0.2MG/INNn N 18762
BRICANYL
BN MERRELL nOu/DON CHEM 0.2Ms/INNu N 18000
INJECTABLE; INJECTION
BRIOANYL I I I
Ð©â€™! 7Ð•7ÐÐ¥'Ð ÐÐÐÐ. Å•RddS/ Ð¨Ð¿Ð¸Ñ† Ñ‚ 11.456/
59 MERRELL BON/nou 0Ð½5Ð½ 1MG/ML N 17466
IERFENAOINE (PAGE 3-187)
TABLET; ORAL
SELOANE
MERRELL DON/BON CNEM 60Ð½6n N 18949
TETRACYCLINE HYDROCHLORIDE (PAGE 3-188)
CAPSULE; ORAL
Ã«ÃŸlÃ¢lÃªgÃ¯Ã¢k!!! I
[59/ BRISTOL LABS/B-Ð½ /Ã¡Ã³Ã³Å„Ã¡/ /N,Â£Â¢211/
IÂ§IBÃªÂ§IÂ§Â£I!Â§_!9L
5B SUPERPHARM 250Msu N 62540
5B 500MG: N 62540
TNEOPHYLLINE (PAGE 3-190)
CAPSULE; ORAL
SOMOPNYLLIN-T
BP FISONS 100Ð½ÐµÑ† N 87155
BR Ð³Ð¾Ð¾Ð½ÐµÐ¸ N 87155
250Msn N 87155



THEOEBYLLINE (PAGE 3-190)
CAPSULE; CONTROLLED RELEASE; ORAL
> ADD >
)ADD >
BC
BC
BC
BC
Â¿B
ELIXOPHYLLIN SR
BERLEX/SCHERING
SLO-BID
HILLIAM H RORER
SLO-PHYLLIN
NILLIAM H RORER
SOMOPHYLLIN-CRT
FISONS
THEO-24
SEARLE/SEARLE PHARMS
THEOBID
GLAXO
THEOBID JR.
GLAXO
THEOCLEAR L.A.-130
CENTRAL PHARMS
THEOPHYL-SR
MCNEIL PHARM
THEOPHYLLINE
CENTRAL PHARMS
THEOVENT
SCHERING
TABLET; ORAL
QUIBRON-T
MEAD JOHNSON/B-M
HEDCHRON
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST
125MG!
250MG!
50H65
100MG!
200MG!
300MGM
125MG
50Ð¼8Ñ†
200MGu
Ð·Ð¾Ð¾Ð¼ÐµÑ†
200MG
301MG
260MG!
130MG!
130MG
125MG!
250MG!
125MG!
250MG!
125MG!
250MG!
300MG!
TABLET; CONTROLLED RELEASE; ORAL
FOREST LABORATORIES I00MG!
THEOPHYLLINE
FOREST LABORATORIES
200MG!
I00MG!
200MG!
300MG!
THIAMYLAL SODIUM (PAGE 3-191)
INJECTABLE;
SURITAL
PARKE-DAVIS/N-L
INJECTION
5GM/VIAL!
Z 2 2 2 2 2 2 2 22 2 22 2
22 2
86826
86826
88269
87892
87893
87894
85203
87763
88382
88383
87943
87944
85983
87854
86569
86480
86471
88654
88689
87010
87910
88656
88320
88321
88503
88504
88505
07600
'85
THIORIDAZINE HIQROCHLOQIDE (PAGE 3-192)
TABLET; ORAL
Ð¨
BARR LABORATORIES
BIOCRAFT LABS
CORD LABORATORIES
DANBURY PHARMACAL
ROXANE LABORATORIES
SUPERPHARM
ÐÐÐÐÐ‘ÐÐ‘ÐÐ‘ÐÐ
TOBRAMYCIN (PAGE 3-194)
150MG!
Ð—ÐÐ•ÐÐ•â€œ
IOMG!
100MG!
100MG!
150MG!
200MG!
100Ð¼8Ñ†
10MGn
B5MG!
SOMG!
SOLUTION/DROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES
0.32!
TQCAINIDB HYDROCHLORIDB (PAGE 3-194)
TABLET; ORAL
TONOCARD
MS&D/MERCK
TOLAZAMIDE (PAGE 3-194)
TABLET; ORAL
TOLAZAMIDE
Â¿B ZENITH LABORATORIES
Â¿B
Â¿B
Ð©
Â¿B UPJOHN
Â¿B
Â¿B
400MG!
600MG!
TOLAZOLINE HYDROCHLORIDE (PAGE 3-194)
INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIGY
IOLBUTAMIDE (PAGE 3-194)
TABLET; ORAL
IOLBUTAMIDE
A PUREPAC/KALIPHARMA
A SUPERPHARM
25MG/ML!
30
222222
22 22
88737
88738
88493
88456
88135
88869
88872
89048
89103
89104
89105
62535
18257
18257
18894
18894
18894
15500
15500
15500
06403
88950
88893



CAPSULE; ORAL
TOLE
MCNEIL PHARM
TABLET; ORAL
TOLECTIN
/Å„Â¢NEIifiÃŸÅ„ÃŸÅ•Ã„Ã¯ÃŸÅ•Ã¯Å•S//Ã‰Ã¡fÃ¤Å„Å„Å„Ã©fÃŸlÃŸÅ•/
PHAR O 2
00MG BASE
MCNEIL M
TRAZODONE HYDROCHLORIDE (PAGE 3-194)
TABLET; ORAL
DESYREL
MEAD JOHNSON/B-H
{EIAMCINOLONE ACETONIDE (PAGE 3-195)
CREAM; TOPICAL
ARISTOCORT A
IZESE:
LOTION; TOPICAL
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST â€˜84 - AUGUST â€˜85 31
Ð¨ (PAGE 3-194)
CTIN 05
/Å„Â¢NÃ‰iLÃLÃBÃ“Ã‰Ã„Ã¯dÅ•Ã¯Ã‰S//Ã‰AfÃ„RRÅ„Ã‰ÃÃ‰Ã„SÃ‰/
EQ 400MG BASE
E
150MGI
LEDERLE LABS/AM CYAN 0,0252l
0.12l
0.52!
TRIAMCINOLONE ACETONIDE
51 BAY LABORATORIES 0 0257:
51 0.1Ð¸Ð¸
OINTMENT; TOPICAL
ARISTOOORT 5
51 LEDERLE LABS/AM CTAN 0.1xu
51 0.595
TRIANOINOLONE ACETONIDE
51 PNARMADERn/BYK-SLON 0.0259:
Â¿I 9.1Ð¸Ñ†
IRYMEX
5- SAVAGE LABS/BTK-SLON 0.02528
51 0.12Ñ†
Ñ‚Ð¿152015Ð½ (PAGE 3-1971
TABLET; ORAL
NALCION
UPJOHN 0.125Msn
IBIFLUOPERAZINE HIQROCHLQBIDE (PAGE 3-198)
TABLET; ORAL
TRIFLUOPERAZINE ÐÐžÐ’
[NfÃ¯ÃŸÅ„Ã¡Ã¡/ 59 OURAMEO PHARNS 59 1MG Ð‘ÐÐ—Ð•!
N 18084 5B Eg 2Ð½0 BASE!
5B Eg Ð·Ð½Ðµ BAsEu
5B EQ 10Ð½0 8559-
/rl'Ã¯Ã®ÃÃ³2Ã³/
N 17628 TRILOSTANE (PACE 3-199)
CAPSULE; ORAL
MODRASTANE
NINTNROP LABS/STERL 30Msu
Ð±Ð¾Ð¼Ð±Ñ‹
N 18207
Ð½ Az A (PAGE 3-199)
SYRUP; ORAL
TRIMEPRAZINE TARTRATE
55 BAY LABORATORIES EQ 9.599 959599915
N 88818
N 88819 Ñ‚Ð¿Ñ…Ð½5Ñ‚Ð½Ð¾Ñ€Ð¿Ñ…Ñ† (PAGE 3-199)
N 88820
TABLET; ORAL
TRIM OPR
5B OANBURY PNARMACAL 100MB:
N 88450
N 88451
IRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)
SYRUP; ORAL
N 88780 IRIPROLIOINE 901
N 88781 55 HALSEY DRUG 15999999911
9
N 88692
N 88690 IRlÃ¢QLEAEIBlELQIEEÃ¢ (PAGE 3-200)
N 88693 SUSPENSION;IORAL
N 88691 /TRIPLE SULPOIOI I
/Ã©Ã©/ 7Ã‘ÃƒLÃ‰~EFÃ‰Ã‘ÃEÃƒA/ /Ã¡Ã¡Ã¡Å„Ã©iÃ¤Å„L/
TROPICAMIDE (PAGE 3-201)
SOLUTION/DROPS; OPHTHALMIC
N 17892 TROPICAMIDE
> ADD > -1 MAURRY BIOLOGICAL 1g!
VECURONIUM BROMIDE (PAGE 3-202)
INJECTABLE; INJECTION
/ NÃ³Å•ÃfÃºÅ•Ã³Ã±. '.f 185,145.5/
NORCURON
88967
88968
88969
88970
22
Ð 18719
N 18719
N 88285
Ð 70049
Ð 88735
/rl'Ã¡ÃŸÃ¯ÃŸÅ•/
N 88447



/B
>_9_LT_> /BX/ /Aa'SIIA/
/612/ Ð¼Ñ‹
Â¿B DUPONT PHARMS/DUPONT BBB
> ADD > Â¿B 2.5MG
Ñˆ Ñ‰
HARFARIN SODIUM
Â¿B COLMEO LABORATORIES BBBn
> ADD > Â¿B 2.5MG!
A Ð¦:
HAIER FOR INJECTION, STERILE (PAGE 3-204)
LIQUID ; N/A
STERILE WATER EDB INJECTION IN PLASTIC CDBIAINBB
Â¿E TRAVENOL LABS 1002
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85 32
VERAPAMIL HYDROCHLORIDB (PAGE 3-202)
TABLET; ORAL
GALAN
AB SEARLE/SEARLE PHARMS 80MG!
A 120MG!
ISOPTIN
Â¿B KNOLL PHARMACEUTICAL 80MG
A 120MG
VINCRISTINB SULFATE (PAGE 3-202)
INJECTABLE; INJECTION
Â°7Ã‰QIII"â€™VY/ Ð»Ð¸ÑˆÐ¸Ð¼
L 'L â€˜Lâ€™ Ð´Ð¸Ð²/ÐÐ½Ð½
ELI LILLY IMG/ML
NARFARIN BODIUM (PAGE 3-203)
TABLET; ORAL
COUMAOIN
Ð¥/ 7Bm. 'P IIÃ„RIISÃIIIIPPÃ‘Ã/Ã‰HGÃ
STERILE NATER IN PLASTIC COHTAIN
/Q/ ÃÃRÃƒVÃ‰Ã‘Ã–L. T1337 719927
N 18817
N 18817
N 18593
N 18593
N 18632
m3116632/
. _ . ._ . ` _.Ð¢__ â€”- ._ ._ _ Â¿___.. . _y -_. â€œÐ½Ð°?â€ Ã„-â€žÅ„ VÐµ..â€™ Ð´- A- M_., . Jug-Â«yb â€žiQ-_Ã¹ -, -. . . 7_,â€ .=.â€ž â€š . ik, â€šÐº, .â€š . ,n_P . . 2. Ð°. ._.2Ð• Ñ‰ â€˜T__L Ð¨Ð. Â»M,



33
ADDENOlM
DESI PENOING LIST - â€˜EXEMPTâ€™ (COLRT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT MJMBER 12 / AUGUST â€˜84 - AUGUST '85
Ð¸ um 81 u@ Ð°:
'MJMM/ Ã‰ÃŸwÃ¤bmgÅ¯Ã Ã¨ÃŸÃ¤w"Ã¤Ã¤Ã«mn/
:x #my â€ž
'11 '1 ' Ñ… 11111 11111171'11111/1'11111/11/
Ã‘bÃ«Ã¯Ã¯Ã©w Ñ€Ñ‚â€ ÃRMMUMWMÃ‰MMHL /AMON
.â€š ,L.Ã‰ÃfINJÃ‰Â¢ÃIPN/
â€šÐ–ÐœÐÐœ/â€˜ÐœÐ Ã .â€š
/
/
U. Ð§.
4. 5.4.
l â€œÐ¸ / â€š8. l Ã¬.
IÂ». Tr .9 Iâ€™. .1r Ã‰ 2
..L. . . i. .L . . D
0 â€š_ â€š_ .N A
9 // Jp JD. /
L..G_;. ../././. â€šÐž E
MMV.. â€žÑˆ 6
148.." .L. A
Ml oa/ n P
UHU' Â»0.53 Ã
.1.â€š.___f .0.i. .. .P/
.0_L.. . ..6.3.5. . .E
â€šÐ¾Ð¿Ð¸Ð¹ 6..Ðœ.â€š....â€š.1â€š â€š3.0
...Ãâ€š6. â€š.._.5.L.M. .Ãˆ 1
mm# mum# Ñˆâ€œ
(Ñ‚Ð²Ð¸Ð´ â€šÐ‘Ð¸Ð½Ñ‚/â€š9 Â».L
l_. / â€š.Ñ‡â€š.__ i .r
5999 Bmw Ð¼Ñ‹
.Ð½../.Ð.../ .6..G..9. â€šÑÐ°Ðº
Â¿FAP/Pp â€šÐžÐ¿Ñ†Ð¸Ð¸ .. .A U
inn... ...Tf . ...0.4.5. â€žÐŸÐ¾.
639.0_ . .0..8..;..|f â€šÐ½
â€ž.â€žÃ©
00â€ž0.â€š0 Ð¿__l _ _
1888 #BOMB Ð¾Ð½
Ñ‚Ð¸Ñ…Ð¸Ð¼Ð¸Â» .G..G..h.. ..U. â€žHÃƒ
Ñ†ÐµÐ½/__ â€šÐœ_i.0_i uf
MMM/A9 Ð–Ð¸Ñ‚Ð¸Ñ ÑˆÑ‚
463594 Ãƒ.0â€ž4â€ž.3..1. Ã„.
Ã/ Ð« .
.Frs al 1.
/ /.V_E. .0.V
Ñˆ - 11 â€šÐ¸ Ñˆ
J i . IHM ...n Ð´ i
Ð² .T. B â€šÐ¢Ð¸Ð¿Ð°... . d B .T.
E Ð˜ 5 #mM 1 E Ã±
.1J
T J. T J.. ..0. .Ã®.R T J. .
Ñ‚ .N. O Ã‘.-~.B. ._ . Ð® Ã‘
â€ž1MM N im# . . i. U1/â€ž_
L â€š..â€ž.+_E. L ...Ã„. l L â€š......PÃ‘
A .ERIM A .ETT . A Ã‰.. .Ã„
Ã¬. Ð¢. â€šÐ’â€˜: .. 1 Ð¢. LGTPJI .f T. â€žÐ’Ð¸ÐºÐ¸...â€œ
Ð¼Ñ‹ Ð¨Ð¸Ð¸Ñ‚ Ð¼Ñ‹ MNM . Lm MM#
A P .T_ ...Y. A P .T..T..B. â€šÑÐ¿Ð¸ Ð  .Ð¢..Ðž..Ð¾Ð³
S .C..V_|r S Ã“GLOA. .IÃ“ S Â¿HRH
E Ã‰.. ../ E .Pf Ã d.. ...GF/
G E Â«Jun G F- Â«Jl .Rd F. â€˜Ð£Ð´Ð°Ñ€
A E Ã‘/ A E .N/ .0.0 E .N/
P S .1. P S .1. do.. S .1.
'A7
/
/ /
/ M_ Ð  ̄. Ð¸Â»
â€˜... â€š0 'Li i
.L./ _P .A55 Â»8.
MMU... â€ž1. â€šÐ´Ð»Ð¸Ð½... Ã.
Ð£ÐºÑ€ /.N. ..1./ .N
l/Jlf 16,-/ MNIOâ€™. /
) IGGV' /ilr 'Ir
Ð¼ mw Ð¼Ñ‹ 595
A .9M â€šÐÑ‚Ñƒ Ñƒ â€ž4.N
.0.4. 41.../ . ... ..
Ñ‹ Ñ‰Ð¸ Ð¼Ð¼ www 999
Ð¸ Ð˜Ñ‰ÑƒÑ‚? Ð« 1 5 â€žNAMUR
( â€šÐ. Ð¿Ð´Ð“Ð´/Ñ‡ Ã“ â€œw ) .1.13
18818 ÑˆÐ°Ð³ Ð¼Ð¼Ð¸Ð¼
.V..V_;Ã„ .A - Ñˆ .G..G.Ã„.L.
Ð´Ð²Ð°/(4141 .PPM ..M..H..I.Ã„
Ã‘.G..G'A..V HA. E .6..5..v_Tf
Ð¼Ð¸Ð´Ð¸Ð¸ Â«IIB wwwÂ»
Ð±Ñ€Ð¸Ñ‚Ð² Ð¸Ð· Ñ€ â€šÐ°Ñ‚Ð¼
~a 1 l n Ð¿ Ð¾ Ñ
.. .0_. _.5.5. ..N Ñ‚ . i.â€š. Ð¿â€š. ._ Ð¸
1 ._.LÃ„.. M. Ð¬ â€žÐ« Ã„.L.L.â€š....Ã„
Ã„ L..A..B..ÃŸ Ñ‹ au . .I..A.Ãƒ.L..I.
Ð¸Ð¼Ð¸/Ð¼Ð¼ u1-. Ð›Ð¸Ñ…Ð¸Ð¼
98911 8.68 Ð¼Ñ‰Ñ‹Ð¼Ñˆ
MRM. . â€šÐ². .im .0..M..H.ÃŸ.
.OÃ‘J/.Ã“QQM â€šÑ... ...n .0.5.0.Å„..0.
Â¿PJPÃÃ‰Ã‰Ã â€šÐ¾ Ð 114.31.
////// m 9 /////
. Ã .
JAI . . . _ IA:
.T_C . Ð¨ .0 B .T. B
#MJF .O . . E Hr.. â€šÐ•. Ð•
J_T_C. Ã¼ Ã‘ 1i Ð¢ J. â€šÐ¡. Ð¢
.NÃ„ 6. . Ñ‚ .N. â€šÐ. Ð®
â€š1_ . Â« .Tf i
.. Ð˜Ñ€â€œ , i ./__
{Ð¿Ð¸â€”â€šÐ³Ð¸Ð´ Ñ‰ . ._Ð’ â€š...iFÃ„ ) L
.MPN 1 1 n â€žÐœÐ¸Ñ€Ñ‚ Å“ Ð¸
559 Ð¸ ÑˆÑŒÑŽ ÑˆÐ¸Ñ‚ ÐÐ¸
.Ð¢_ .._ â€š. Ð  .T_ E P
#NYM .I S Ñˆ S
Jun. E â€š(Ð§ÐŸ P E
Â»N' E Â»Nn/ Ã\ E
.Tr s .Tf S
/ Ã\ / (
â€šÐ Ãl/
/
/
/
/



DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY 34
CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85
/ASÃ³OREIO'4610"'OENPANT'EN6EÃ¡' â€˜ â€˜NANfuEg'ATAIU .NE/
/ TOR C E . 1â€¹.91 PEIVIA; IA~.HE'HYUROCHÂ§OR1 Lf'VITAMIN'AÃ¡/
/VITATI â€š 11 MIA E/(PAGE 903)
(SEE SPECIAL NOTE Ð².)
/INJÃ‰$IÃ„Ã‰IÃ‰ÃƒfINJAÂ¢IIPNÃ
â€œÑƒ? ÑÑ‚ ' Ñ€ .6 Ð°; â€˜Ð·
f8 PII/â€˜f Ñˆ Â¿3131135818 11861....1155131.,
III-82481218154125â€œ '
#AANTALON/FU* â€˜ â€˜ ' " /N'AÃŸAAA/
DIPYRIDAMOLE (PAGE A04)
TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25MG N 88945
50ÐœG N 88800
75MG N 87432
PHARM BASICS 50MG N 88822
SIDMAK LABORATORIES 25MG N 88683
50MG N 88684
75MG N 88685
/ISOSORBIOE'OINITRATE/(PAGE 905)
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
/IIAAIECJARAI/
.' .I .I
f 1122228281587/ ÑˆÐ¸Ñˆ m3167524/
/TAATIEIA'ABONAAAI/
.' .I .I
â€œBAIE/â€˜2828587 7166/ 71.658/
#161212561181181'PAIE/(SAIANO
AIN/
H2514; Ð¶Ð¸Ð²ÑˆÐ¸Ð¼Ð /̧ÑˆÐ¸Ð½ Ñ‚Ñ…Ð²ÑˆÐ²/
NITROGLYCERIN (PAGE 907)
/Â¢Ã„Å•$Ã¼iÅ•Ã„ÃÂ¢PNÃRPIÂ£Ã‰RÃRÃ‰AÃ‰ÃSEÃÃÃ“RÃ„I/
(ALL PRODUCTS - SEE SPECIAL NOTE Ð².)
/#ÐÐ‘ÐÐ•Ð¢Ð—ÃÐ¡ÐžÐÐ¢ÐÐ¤ÐÐÅ•PÃÐÐ•ÐAÐÐÐÐ—ÃÐÐ ÐÐ/
(ALL PRODUCTS - SEE SPECIAL NOTE Ð².)
PENTAERYTHRITOL TETRANITRATE (PAGE 908)
CAPSULE; CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE
8 VITARINE/PHOENIX 80MG N 86305
8 80MG N 87529
Ð 80MG N 87531



DESI PENOING LIST - OTHER THAN
(COURT ORDER) CATEGORY 35
CUMULATIVE SUPPLEMENT NUMBER 12 / AUGUST '84 - AUGUST '85
CURRENT STATUS - INEFFECTIVE
Ã¬.' Ð‘ .f ' .'
â€™Å„ÃÃ¤Ã¯Ã Ã¤mÃ«ÃŸÃ«Ã¯Ã¤Ã¢Ã¤Ã¢Ã«nfÃ Ã¡mfÅ•fiÃ«Ã¤Ã«Ã¢Ã Ã Ã¢Ã¤Ã¯Ã¤Ã®? â€˜Ñ‚â€™
BEROCCA C HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
BEROCCA C 500 HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
ÑˆÑ‚Ð°Ð¼Ð¼ Ñ‚Ð¾ÐºÐ¿Ð¼Ð½Ð²Ñ…Ð¸ÑˆÑÐ¿Ð½Ð½/
: 1 1 Ñ… 111' . ' '11
IgÃ¤ÃÃ§Ã¤gÃ¤gÃ¤g MÃ¡s@ ÑˆÑ‚: 111 Ð 1 Ð¿fÐ°Ñ‚Ð¸Ñ‚ 11111 Ð³ /
m1111111/ /11'111111/
Ñ…Ð¸Ð¿Ð¿Ð¸.â€˜ '11.' Ñ…â€˜ .'1 ' ;
ÃgÃ¤Ã«ggJ-AÃ‰Ã‰PPANALMÃˆAÃˆÃ‰AXÃ‰RPÃ‰EÃÃ‰RÃˆÃ‰Ã‰JMNÃ‰ Ð½ ÑˆÐ¸Ñˆâ€œ
51111111111111111111.11115;?.'P11 Ð—Ð˜ÐœÐÐ˜Ð•/ÐœÐÐ˜ÐœÐ«ÐœÐ˜.â€
/HXIÃÃ“JIPG/ /Ã‰R'SQÃšIBÃ'Ã„NPÃSMS
" .1f/'1,511.15'
Ð¡ IIISIÃ‰J/-FÃ„ Ð• N S Ã„ IN /
Ñ‚Ð¼Ð¿Ñ…ÑÑ…Ð¸Ñ‘ÐºÐ¸.Ð«ÐÐÐÐÐÐâ€™ÐÐÐÐŸÐÐÐÐÐÐ«Ð˜Ð«.â€˜Ð².â€˜ÑˆÐ¸Ñˆ
CURRENT STATUS - INEFEECTIVE
â€™ Ð´â€˜ 'Y " ' Â«f ~
"miâ€œÃ¤Ã®Ã¯'fÃ«Ã¤Ã«Ã«Ã¢Ã«ÃªÃŸÃ¤Ã¤Ã«Ã¬f'fiÃ®Ã¬Ã®Ã®'l.JWMâ€™
1111.111NnÅ•'13111111111/ ' Â° ' Ââ€™
TUSS-ORNADE SK&F LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
CURRENT STATUS - 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
0n September 24, l984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of l984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizin the Agency to
accept abbreviated new drug applications for most previousTy 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 from January l, l982; and
3) whether jnIvitro and/or in vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescription Dru Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthTy supplements will be used to
saÃ®isfy EÃ±is new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approva of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, l982,
and September 24, l984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of fÃ±e approval of the original aEpTicaEion.



(2)
(3)
(4)
(5)
A new drug application approved after September 24, l984,
for a drug product all active ingredients (including any
ester or salt of the active ingredient) of which had never
been approved in any other new drug application.
Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval OT the original applicaÃ¯ion, except that
such an application may be submitted after four years if it
contains a certification that a patent claiming {ÐÐµ Erug is
invalid or will not be infringed by the product for which
approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original applicafTo .
A supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval
of the original supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, l982, 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
t e drug or a significant change made in a supplement may
not be made effective for tyg years from September 24, 1984.



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (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 (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or in_vivo bioavailability/bioequivalence study
data must be incluHÃ«d wiÃ®Ã± 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) tHOse wÃ±ich pose an
actual or potential bioequivalence problem but for which an in.vivo study may
be waived if acceptable dissolution performance is demonstrated ltHe list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potentia bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug roducts formulated-Tn Hosage forms
which do not present bioequivalence pro lems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.
Ð-3



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 requTFes 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 re-1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency requireÃ¶ 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 approved and 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 Rolicy that has been made on the pre-1962 topical
products to determine w ether 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 iB.vitro alternatives can
be justified by the applicant.
ÐžÐ¢Ð¡ Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded ÐžÐ¢Ð¡ 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¡ ÑÐ¾Ñ‚Ñ€11Ð°Ð¿ÑÐµ Ñ€Ð¾11ÑÑƒ 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, exclusivity
information, and expiration dates are also included.
_Ð  ̧Ð¸1 _ .â€žl



NDA's Approved by the Office of Biological Research and Review Not Previously
Published 1n the APDP
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, exclusivity
information, and expiration dates are also included.
Patent and Exclusivity Information
It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The patents that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/composition patents should
be added to the List.
A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
following certification: l'The undersigned certifies that the drug or
formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.
The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.
'_\



Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.
TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-l & Ð-2 of the Addendum for an
explanation of exclusivity).
FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-IV designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of
codes as explained on pages A-7 and A-8.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.



DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.h
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEW ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEW STRENGTH
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEW INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEW DOSING SCHEDULE
ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
NARCOTIC OVERDOSE IN CHILDREN
POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
OUCJUCUUUUOU
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I-I
I-2
|-3
|-4
|-5
I-6
I-7
|-8
I-9
I-IO
I-II
I-I2
I-I3
I-I4
|-I5
I-I6
I-I7
I-IB
|-I9
I-ZO
I-2I
I-22
1-23
I-24
I-25
|-26
I-27
I-28
I-29
I-3O
I-3I
I-32
1-33
1-34
INDICATIONS
SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
DYSMENORRHEA
TREATMENT OF TINEA VERSICOLOR
SYMPTOMATIC GASTROESOPHAGEAL REFLUX
NEPHROTOMOGRAPHY
CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
VENOGRAPHY OF LOWER EXTREMITIES
WHOLE-BODY COMPUTED TOMOGRAPHY
GATED CARDIAC POOL IMAGING
POST-MYOCARDIAL INFARCTION
COLORECTAL SURGERY
NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
CISPLATIN INDUCED EMESIS
DIABETIC GASTROPARESIS
SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE
ACROMEGALY
PITUITARY TUMORS
POSTMENOPAUSAL OSTEOPOROSIS
ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
ACUTE OTITIS MEDIA
EXERCISE INDUCED BRONCHOSPASMS
MI OR STROKE
COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
BLASTOMYCOSES DERMATITIDES
PEDIATRIC SUBARACHNOID VASCULAR
PETRIELLIDIUM BOYDII INFECTION
HEREDITARY ANGIOEDEMA
INTRACORONARY USE
PEDIATRIC USE
DIRECT ISOTOPIC CYSTOGRAPHY
POSTPARTUM HEMORRHAGE
USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
PROLACTIN SECRETING ADENOMAS



TABLE I. LI Ð¢ F DR P D Ð¢ VHI H Ðœ Ð¢ DE N TRATE IN VIV
BI AVAILABILITY NLY IF P D Ð¢ FAIL Ð¢ A HIEVE ADE ATE DI L TI N
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;
CAPSULE OR TABLET; ORAL
|60-I65MG; I60-I65m; 50m
ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MG; 325MG; 50MG
ACETAMINLPI-EN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
I60-|65MG; I60-I65MG; 5OI/G; 4OMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 325m; â€˜JOI/G; 40H3
ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; 5OIVG
650; 50MB
ACETAMINÅ“HEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 5ING; Â«ITWG
650|VG; 50m; 40H3
AM I NOPHYLL l NE
TABLET; ORAL
IOOMG
200MG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 5OMG
650; Ð‘Ð¾Ð¼Ð²
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; Ð‘ÐžÐœÐ‘; 40MG;
650MB; 50MG; 4OMG;
ASPIRIN; CAFFEINE; CARISOPRODG.
TABLET; ORAL
IÃ“OMG; 32MG; 200MG
ASPIRIN; CAFFEINE; CARISOPRODOL;
(XIDEINE PHOSPHATE
TABLET; ORAL
Ð¿Ð±Ð¾Ð¼Ðµ; 32MG; 200MG; I6MG
ASPIRIN; CARISOPRCDOL
TABLET; ORAL
325MG; 200MG
ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE
325MG; 200MG; IOMG
ASPIRIN; NEPROBAMATE
TABLET; ORAL
325MG; 200MG
ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG
CHLOROTH I AZ IDE
TABLET; ORAL
2 50MG
ESTROGENS, CONJUGATED; IEPRÅ“AMATE
TABLET; ORAL
0.4MG; 200MG
O.4MG; 400MG
HYDROXYZ I NE HYDROCHLOR IDE
TABLET; ORAL
IOMG
25MG
Ð‘ÐžÐœÐ‘
IOOMG



L: .  I I I I 4 4 _ _ _ '' 44 . 4 I 4 IMI II
â€ž  .  .
Å• .  .  _ . _ .
4 Ð½  .
_ _ .  .
E
b . 1. .
. l  Ñ†.
.  _ . -
Å• .  â€ž  .  Ð¸
L  .  â€ž  Ñ†
.  Ð¿  :Ð¸Ð¸Ñ†
.  .  .  '
_ .  .  .
Ñ‰ - .  .  .  . n .
.
.
A .  4 .  .
â€ž  4 4 .  . 6 .
.
_ _ .  . â€”

u 6 .  Ã
_ _ ' 
_ Ñ…
2 v .
â€š .
l  . .  .  Ð¸.
.  .  l  .  .  .  s-
_ _ .  .  v.
.  Ñ†
4 Ð° .
_ .  .  .
.  .  .  .  0P
4 .  .  . .  _A
' Ð—.  .
n Ð¿  Ð¿  n. ) Ð¸. .
_ _ .
_ .  .  - uÑŒ n
_ .  Ðº
_ .  .
Ñ„  .  â€ž  .  .
â€ž  _ 4 _ .  .  . .  '
.  .  .
_ . _ 4 .  .  I
i  4 _ . .  .  . r .  .  .  Ð¿
L .  .  .  .
L  .  .  .  .
L  _ _ . _ .  .
â€ž  4 4 _ .  .
_ .  .  _ l  . - n
L  4 â€š .
_ .  .  _ .  . .
â€ž  l  _ a  ' .
W  .  w .  .  Ð¨

Ð¨ . a  Ð
â€ž  â€š
â€ž  .  l
â€ž  _ I
w .
.
â€ž  4 .  .  .  ÑŒ
â€ž  _ 1
â€ž  .  .  . _
â€ž  .  .  .  .  L
_ .  .  . _
_ _ .  .  A
â€ž
I .  .
Å• . .
v Ñ†
â€ž  .  .  .  
_ .  .  u
_ .  .  â€š. .
a  .  _. .
_ .  .

â€ž  Ñ _ 9 l l l
m  .  .
â€ž  .  4 . - .  l  l
_ .  .  .  â€ž .  . _ 
â€ž  .  Ð¸ A .
â€ž  .  .  . _ ' '_
â€ž  l  .  ÑŒ
â€ž  .  .  .
_ .  .  :
W  ÑŒ.  .  
â€ž  . .  .  Ð¸ _
â€ž  .  .  .
â€ž  _ .  _ .  . _
â€ž  â€ž
_ .  â€ž  .  3
Å• 4 _
Å• 4.  â€ž .  .  .
_ ' .
n A.  Ð¿
W  ' .  ÑŒ â€ž
w 2 n i
.  .  .  .
W  ._ .  . _ .
_ .  _ _ .  _ â€š
I
L  .  Ð¿  _ .  _ 4 _.  .  .
L  .  _ _ P
â€ž  .  .  .  .
I _ _ .
â€ž  4 .  .  .  Ð¸
â€ž  _ 4 44 .  .  .
.  l
.  .
I I .  l
I .  l
â€ž  .  .  .
.
_ _ n
Å• l
.  .
I _ .  .
.
.
_ â€ž  .  _ .
_ v I v
W  '
â€ž  .  2

W  .  .  _ Ñ;
I _ .  .
Å• .  â€ž . .  
.  .
I .
Å• .  .  _ Ñ†
.  â€š.
_ 6 .  .
Å• _ .
â€ž  .  l  .
.  .  _ â€ž  4 .  .
.
.
_ . T  .  .  .
N .  .  .  â€ž
â€ž  .
-
S _A)â€ž l  . . . â€” ÑŒ
.
ÑŒ
l .  '
Ð°
Ñ‘Ð´Ð´Ñ‰ Ð´Ð´ÑŒÐ¸ l  . .  lA. .  .  l  2. . . . .  _ _.  . -lA. . .  Â»4. .  l l . . . . . .  . ÑŒlÑ†1 4. . .
_ 6 .  .  .  .  .
.  c
a  
_ - .  - .
.  .
.  _ v 
Ð² .
m
â€ž  Ð²
.  _ .  .  -
- Ñ†
_ - Ð²
.  .
. n Ð¸
.
.
.  I
.  .  .  E
_ .  
â€ž  _ 4 _.  Å•
2 4 .  _.  .  _
â€ž  4 .  4 .  .  â€ž
4 _ .  .  .  _
1 4 4 Ð´ .  .
_ .  .  . _.
Ð¸ 4 l
â€ž  .
m  4 _ 4 4 _ .
I 4 .  .
â€ž  .  .
Ð¸ _
Ñ‰ .
4 .  .
.
Å• .  _ l
4 .
_ .  .
I _ Y l l
.  .
.
4 .
4 .
_ _ .
_ .
_ _ .  .
Ð° _ .
4 _ â€ž_ .
l  .  ' - (n.  l  .
.  4 .
_ .  .
ÑŒ
.  _
.
' .  Ð²
.
Il  l
.
.
. l  Ð¦
_ .
.  .
.  l
IIIIII 4 4 44 .  4 4 44 I I:  44 I . '''''''' 0 .  4 4 44 4 4 44 In. .  444144444



TABLE II. OTC DRUG PRODUCTS VHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENTISI
STRENGTHTSI
ACETAMINOPHEN
T20MG
ACETAMINOPHEN
650MG
ACETAMINOPHEN
120MG
ACETAMINOPHEN
120MG
ACETAMINOPHEN
650MG
ACETAMINOPHEN
650MG
ACETAMINOPHEN
T20MG
ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
80MG; 20MG
ALUMINUM HY IDE; MAGNESIUM
TRISILICAT
160MG; 40MG
BR0MPHENIRAMINE MALEATE
8MG
BR0MPHENIRAMINE MALEATE
T2MG
BR0MPH AMINE MALEATE;
PHENY PANOLAMINE
HYDRO RIDE
T2MG; G
TRADE NAÐœÐ•
(DOSAGE FORM; ROUTE)
NEOPAP
(SUPPOSITORY; RECTAL)
TYLENOL
(SUPPOSITORY; RECTAL)
TYLENOL
(SUPPOSITORY; RECTAL)
ACEPHEN
(SUPPOSITORY; RECTAL)
ACEPHEN
(SUPPOSITORY; RECTAL)
ACETAMINOPHEN
(SUPPOSITORY; RECTAL)
ACETAMINOPHEN
(SUPPOSITORY; RECTAL)
GA ON
(T T, CHEWABLE; ORAL)
SCON-2
LET, CHEWABLE; ORAL)
DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)
DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)
DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLI ANT NAÐœÐ•
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
AH ROBINS
AH ROBINS
NDA N .
APPR VAL DATE
16-4
TI-0 -
T7-7
05-2 -
17-756
05-26-76
18-060
02-09-78
18-O
02-0 -
18-337
04-22-80
18-337
09-12-83
18-685
12-09-83
18-685
12-09-83
10-79
06-10-
10-79
06-T0-
12-436
04-02-84
Ð AÐ¢Ð•NT NO.
EXCLUSIVITY
EXP. DATE
NP
09-24-86
NP
09-24-86
RTO
09-24-86
RTO
09-24-86



TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING Å•â€œâ€™/
ACTIVE..INGREDIENTLSI
STRENGTHTS)
CHLORHEXIDINE GLUCONATE
0.5%
CHLORHEXIDINE GLUCONATE
0.5%
CHLORHEXIDINE GLUCONATE
4%
CHLORHEXIDINE GLUCONATE
4%
CHLORHEXIDINE GLUCONATE
4%
CHLORHEXIDINE GLUCONATE
4%
CHLORPHENIRAMINE MALEATE
SMG
CHLORPHENIRAMINE MALEATE
12MG
CHLORPHENIRAMINE MALEATE
8MG
CHLORPHENIRAMINE MALEATE
12MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
4MG; 25MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
8MG; 75MG
TRADE NAÐœÐ•
(DQSAQE FQRN; ROUTE)
HIBITANE
(TINCTURE; TOPICAL)
HIBISTAT
($0LUTION; TOPICAL)
EXIDINE
(SOLUTION; TOPICAL)
EXIDINE
(AEROSOL; TOPICAL)
HIBICLENS
(SOLUTION; TOPICAL)
HIBICLENS
(SPONGE; TOPICAL)
TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)
TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
DEMAZIN
(TABLET, CONTROLLED
RELEASE; ORAL)
CONTAC
(CAPSULE, CONTROLLED
RELEASE; ORAL)
APPLICANT NAÐœÐ•
ICI AMERICAS
ICI AMERICAS
XTTRIUM LABS
XTTRIUM LABS
ICI AMERICAS
ICI AMERICAS
MENLEY & JAMES/SKF
MENLEY & JAMES/SKF
SCHERING
SCHERING
SCHERING
MENLEY & JAMES/SKF
NDA NO.
APPROVAL DATE
18-049
12-18-78
18-300
05-23-80
19-125
12-24-84
19-127
12-24-84
17-768
09-17-76
18-423
08-27-81
17-369
05-11-78
17-369
05-11-78
07-638
10-18-78
07-638
10-18-78
18-556
05-14-84
18-099
02-04-80
PATENT N . EXCLUSIVITY
EXP. DATE EXP. DATE
NS
09-24-86
Ð¢ TFL. â€˜1 â€žÐ´Ñ‹ÑˆÐ°-â€šÑˆÑ‚- - ...;.â€œ_Ð¢i.â€ž',Ð¢Ð¢Ð¢..Ð¢Â«Å„ â€žÑˆÐ¿Ð¸Ñ†Ñ‹ 0. Ð©;
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TABLE II.
ACTIVE INGREDIENTLSI
STRENGTH S
CHLORPHENIRAMINE POLISTIREX;
CODEINE POLISTIREX
EO 4MG MALEATE/5ML;
EO I0MG BASE/5ML)
CHLORPHENIRAMINE POLISTIREX;
PHENYLPROPANOLAMINE POLISTIREX
EO 4MG MALEATE/5ML;
EO 37.5Ð¼G HCL/5ML
OEXBR0MPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
2MG; 60MG
DEXBROMPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
6MG; 120MG
DEXBR0MPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
6MG; 120MG
DEXrRoMETHORPHAN RESIN ÑÐ¾Ð¼Ð 1EX
EO 30MG HBR/5ML
DIPHENHYDRAMINE HYDROCHLORIDE
12.5MG/5ML
DIPHENHYDRAMINE HYDROCHLORIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE
12.5MG/5ML; 30MG/5ML '
DOXYLAMINE SUCCINATE
25MG
IBUPROFEN
2O0MG
IBUPROFEN
200MG
INSULIN SUSPENSION, ISOPHANE,
BEEF
40 UNITS/ML
OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
TRADE NAME
(DOSAGE FORM; ROUTE)
PENNTUSS
(SUSPENSION, CONTROLLED
RELEASE; ORAL))
CORSYM
(SYRUP; ORAL)
DISOPHROL
(TABLET; ORAL)
DRIXORAL
(TABLET, CONTROLLED
RELEASE; ORAL)
DISOPHROL
(TABLET, CONTROLLED
RELEASE; ORAL)
DELSYM
(SUSPENSION, CONTROLLED
RELEASE; ORAL)
BENYLIN
(SYRUP; ORAL)
BENYLIN
(SOLUTION; ORAL)
UNIS0M
(TABLET; ORAL)
ADVIL
(TABLET; ORAL)
NUPRIN
(TABLET; ORAL)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
APPLI ANT NAME
PENNWALT PHARM
PENNWALT PHARM
SCHERING
SCHERING
SCHERING
PENNWALT PHARM
PARKE-DAVIS/U-L
PARKE-DAVIS/W-L
PFIZER
WHITEHALL LABS/AMHO
UPJOHN MANUFACTURING
SOUIBB-NOVO
II-4
NDA N .
APPR VAL DATE
18-928
08-14-85
18-050
01-04-84
12-394
06-03-60
13-483
09-13-82
13-483
09-13-82
18-658
10-08-82
06-514
08-07-81
19-014
06-11-85
18-066
10-06-78
18-989
05-18-84
19-012
05-18-84
17-929
02-08-77
Ð¨
Ð¨
4221778
09-09-97
4221778
09-09-97
4221778
09-09-97
EXCLUSIVITY
EXP. DATE
NDF
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
NDF
09-24-86
NS
09-24-86
NS
09-24-86



MNEU.ONDNGNWMNNMWCNNMURNMMANNWDMNKMNMASAONUUNNMMQHM
ACTIVE INOREDIENTTSI
STRENGTH
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
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANEI
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
T00 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML
TRADE NAÐœÐ•
DAEFRMR Ð
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
APPLI ANT NAÐœÐ•
SOUIBB-NOVO
ELI LILLY
LILLY RES LABS DIv
LILLY RES LABS oIV
ELI LILLY
NORDISK
ELI LILLY
SOUIBB-NoVo
NORDISK
ELI LILLY
NÐŸA N .
APPROVAL DATE
17-929
02-08-77
18-781
10-28-82
17-936
02-08-77
17-936
02-08-77
18-479
06-12-80
18-194
01-16-80
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
PATENT NO. EXCLUSIVITY



TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OE MARKETING
INSULIN SUSPENSION, PROTAMINE PROTAMINE, ZINC & ILETIN I ELI LILLY 17-932
ZINC, MIXED BEEF AND PORK (BEEF-PORK) 02-08-77
100 UNITS/ML (INJECTABLE; INJECTION)
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SOUIBB AND SONS 17-928
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SOUIBB AND SONS 17-928
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77
T00 UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-476
ZINC, PURIFIED BEEF; INSULIN, ILETIN II 06-12-80
PURIFIED BEEF (INJECTABLE; INJECTION)
T00 UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-346
ZINC, PURIFIED PORK; INSULIN, ILETIN II(PORK) 12-05-79
PURIFIED PORK (INJECTABLE; INJECTION)
T00 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SOUIBB-NOVO 17-998
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SOUIBB-NOVO 17-998v
100 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN ZINC SUSPENSION, NOVOLIN L SOUIBB-NOVO 18-777
SEMISYNTHETIC PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML
INSULIN ZINC SUSPENSION, ULTRALENTE SOUIBB-NOVO 18-385
EXTENDED, PURIFIED BEEF (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, ULTRALENTE INSULIN SOUIBB-NOVO 17-997
EXTENDED, BEEF (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML
INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE INSULIN SOUIBB-NOVO 17-996
BEEF (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML



TABLE II. OTC DRUG PRODUCTS VHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENT S
STRENGTH S
INSULIN ZINC SUSPENSION, PR0MPT,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
IOD UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML
INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML
INSULIN, BIOSYNTHETIC HUMAN
T00 UNITS/ML
INSULIN, PORK
40 UNITS/ML
INSULIN, PORK
100 UNITS/ML
INSULIN, PURIFIED BEEF
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
TRADE NAÐœÐ•
(DOSAGE FORM; ROUTE)
SEMILENTE
(INJECTABLE; INJECTION)
LENTE ILETIN II
(INJECTABLE; INJECTION)
LENTARD
(INJECTABLE; INJECTION)
LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)
LENTE
(INJECTABLE; INJECTION)
NoVoLIN'R
(INJECTABLE; INJECTION)
HUMULIN R
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK OUICK
(PORK)
(INJECTABLE;INJECTION)
Ð¨
SOUIBB-NOVO
ELI LILLY
SOUIBB-NOVO
ELI LILLY
SOUIBB-NOVO
SOUIBB-NOVO
ELI LILLY
SOUIBB-NoVo
SOUIBB-NoVo
ELI LILLY
NORDISK INSULIN LABS
NDA N . PATENT NO.
APPR VAL DATE EXP. DATE
18-382
03-17-80
18-477
06-12-80
18-384
03-17-80
18-347
12-05-79
18-383
03-17-80
18-778
08-30-83
18-780
10-28-82
17-926
02-08-77
17-926
02-08-77
18-478
06-12-80
18-193
01-16-80
EXCLUSIVITY



TABLE TI. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
INSULIN, PURIFIED PORK REGULAR ILETIN II (PORK) ELI LILLY 18-344
100 UNITS/ML (INJECTABLE; INJECTION) 12-05-79
INSULIN, PURIFIED PORK REGULAR PURIFIED SOUIBB-NOVO 18-381
100 UNITS/ML PORK INSULIN 03-17-80
(INJECTABLE; INJECTION)
INSULIN SUSPENSION, NOVOLIN N SOUIBB-NOVO T9-065
ISOPHANE, SEMISYNTHETIC, (INJECTABLE; INJECTION) 01-23-85
PURIFIED HUMAN
100 UNITS/ML
NONOXYNOL-9 TODAY VLI CORPORATION 18-683 NDF
TGM (SPONGE; VAGINAL) 04-01-83 09-24-86
POTASSIUM IODIDE THYRO-BLOCK WALLACE LABS/C-W TB-307
T30MG (TABLET: ORAL) 11-09-79
POTASSIUM IODIDE POTASSIUM IODIDE ROXANE LABORATORIES 18-551 NDF
TGM/ML (SOLUTION; ORAL) 02-19-82 09-24-86
POTASSIUM IODIDE IOSAT ANBEX 18-664
T30MG (TABLET; ORAL) 10-14-82
PSEUDOEPHEDRINE HYDROCHLORIDE SUDAFED S.A. BURROUGHS WELLC0ME 17-941
120MG (CAPSULE, CONTROLLED 01-15-79
RELEASE; ORAL)
PSEUDOEPHEDRINE HYDROCHLORIDE; ACTIFED BURROUGHS WELLC0ME TT-935 RTO
TRIPROLIDINE HYDROCHLORIDE (SYRUP; ORAL) 11-26-82 09-24-86
30MG/5ML; T.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE; ACTIFED BURROUGHS WELLC0ME 11-936 RTO
TRIPROLIDINE HYDROCHLORIDE (TABLET; ORAL) 11-26-82 09-24-86
60MG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE; ACTIFED BURROUGHS WELLC0ME 19-208 RTO
TRIPROLIDINE HYDROCHLORIDE (CAPSULE; ORAL) 01-15-85 09-24-86
Ð±Ð¾Ð¼Ðµ; 2.5MG
11-8



TABLE II.
ACTIVE INGREDIENTISI
STRENGTH S
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; T.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
Ð²Ð¾Ð¼Ð²; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
ÑŒÐ¾Ð¼Ðµ; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; T.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; 1.25MG/5ML
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
120MG; 5MG
PSEUDOEPHEDRINE SULFATE
I20MG
OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
TRADE NAME
TDOSAOE FORM; ROOTE)
ALLERBAN PLUS
(SYRUP; ORAL)
TRI-SUDO
(TABLET; ORAL)
TRIPODRINE
(TABLET; ORAL)
TRIOFED
(SYRUP; ORAL)
TRIPOSED
(SYRUP; ORAL)
TRIPROLIDINE HCL
AND PSEUDOEPHEDRINE HCL
(TABLET; ORAL)
TRIPOSED
(TABLET; ORAL)
TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)
ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)
AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME
BAY LABORATORIES
MD PHARMACEUTICAL
DANBURY PHARMACAL
NATL PHARM MFG/BARRE
HALSEY DRUG
CHELSEA LABORATORIES
HALSEY DRUG
BOLAR PHARMACEUTICAL
BURROUGHS WELLC0ME
SCHERING
II-9
NDA N .
APPROVAL DATE
88-116
03-04-83
85-024
01-10-84
88-112
01-20-83
88-115
03-04-83
88-213
03-30-84
88-118
01-26-84
88-192
05-01-84
88-318
01-13-84
18-996
06-17-85
18-191
10-30-80
Ð•X 1 IVITY
EXP. DATE
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86



TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OE MARKETING
ACTIVE INGREDIENT S
STRENGTHTS)
TIOCONAZOLE
T%
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
2.5MG
TRIPROLIDINE HYDROCHLORIDE
T.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
T.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
T.25MG/5ML
TRIPROLIDINE HYDROCHLORIDE
T.25MG/5ML
TRADE NAME
DOSAGE FORMâ€™ RO TE
TROSYD
(CREAM; TOPICAL)
ACTIDIL
(TABLET: ORAL)
TRIPROLIDINE HCL
(TABLET: ORAL)
TRIPROLIDINE HCL
(TABLET; ORAL)
TRIPROLIDINE HCL
(TABLET; ORAL)
ACTIDIL
(SYRUP; ORAL)
BAYIDYL
(SYRUP; ORAL)
TRIPROLIDINE HCL
(SYRUP; ORAL)
TRIPROLIDINE HCL
(SYRUP; ORAL)
APPLI ANT NAME
PFIZER CEN RES/PFIZR
BURROUGHS WELLC0ME
BOLAR PHARMACEUTICAL
DANBURY PHARMACAL
DRUMMER/PHOENIX
BURROUGHS WELLC0ME
BAY LABORATORIES
NATL PHARM MFG/BARRE
PHARMS ASSOC/BEACH
1I-10
Ð©
APPROVAL DATE
18-682
02-18-83
11-110
04-14-58
84-453
02-06-76
85-094
02-07-77
85-610
03-21-78
11-496
07-24-58
87-963
01-18-83
85-940
07-13-79
87-514
02-10-82
PATENT NO.
EXP. DATE
4062966
12-13-94
EXCLUSIVITY
EXP. DATE
NCE
02-18-93
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86



TABLE III. NDA'S APPROVED BY THE OFFIOE OF BIOLOOICAL RESEARCH AND REVIEV NOT PREVIOUSLY PUBLISHEO
AETIVE INGREDIENTIS)
STRENQTHIS)
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP
ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-I
SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION
ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP
ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP
Ð©
(DQSAQE Ð•Ð”Ð•Ðœ; ROUTE)
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
CUTTER BIOL/MILES
DELMED
TRAVENOL LABS
TRAVENOL LABS
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
CUTTER BIOL/MILES
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
TRAVENOL LABS
III-T
NDA NQ, PATENT NQ. E L IVIT
A PR VAL DATE EXP. DATE EXP. DAIE
10-102
12-14-61
11-912
9-2-59
10-855
06-11-59
16-918
3-17-78
80-77
11-6-80
78-519
4-23-80
82-528
11-3-82
77-420
5-12-78
16-527
6-22-70
80-222
8-23-82
16-907
5-15-73
78-1211
6-10-81
17-401
12-6-77
81-1012
6-28-83



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENT(SI
Â§TRENQTH(Â§)
ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP WITH:
AS-T: DEXTROSE USP 2.2GM/1O0ML,
SODIUM CHLORIDE USP O.9GM/1O0ML,
MANNITOL USP 0.75GM/I00ML,
ADENINE 0.27GM/1O0ML
ANTICOAGULANT CITRATE PHOSPHATE
DOUBLE DEXTROSE SOLUTION WITH:
AS-2: CITRIC ACID USP
0.042GM/1O0ML, DIBASIC SODIUM
PHOSPHATE USP 0.285GM/1O0ML,
SOOIUM CHLORIDE USP 0.718
GM/1O0ML, ADENINE 0.017GM/100ML,
DEXTROSE USP 0.396GM/1O0ML,
SODIUM CITRATE USP 0.588GM/1O0ML
ANTICOAGULANT CITRATE PHOSPHATE
DOUBLE DEXTROSE SOLUTION WITH:
AS-3: CITRIC ACID USP 0.042
GM/T00ML, MONOBASIC SODIUM
PHOSPHATE USP 0.276GM/1O0ML,
SODIUM CHLORIDE USP 0.410
GM/TO0ML, ADENINE 0.30
GM/1O0ML, DEXTROSE USP 1.10
GM/100ML, SODIUM CITRATE USP
0.588GM/1O0ML
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
TQQSAQE Ð³Ð¾Ð²Ð¼; 39u15)
ADSOLR RED CELL
PRESERVATION SOLUTION
(INJECTABLE; INJECTION)
AS-2 NUTRICEL ADITIVE
SYSTEM
(INJECTABLE; INJECTION)
AS-3 NUTRICEL ADDITIVE
SYSTEM
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
APP I ANT NAME
TRAVENOL LABS
CUTTER BIOL/MILES
CUTTER BIOL/MILES
DELMED
TRAVENOL LABS
ALPHA THERAPEUTIC
CUTTER BIOL/MILES
DELMED
TERUMO AMERICA
TRAVENOL LABS
III-2
NDA NQ. PATENT NQ.
ÐÐ¨Ð©
81-1104
5-16-83
82-915
9-22-83
82-915
10-19-84
77-822
5-17-78
81-1217
5-16-83
81-416
10-12-83
76-305
6-30-78
16-702
12-28-70
78-1214
2-8-80
77-923
1-20-78
Ð•Ð¥ L IVITY
EXP. DATE



ACTIVE INGREDIENTIS)
STRENOTHIS)
DEXTRAN 40, 10%
T0GM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
10GM/10DML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 75, 6%
6GM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 75, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 75, 6%
6GM/1O0ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 40, 10%
TOGM/1O0ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
IUGM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 70, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 40, 10%
T0GM/1O0ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
TOGM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
0.9%
0.9%
0.9%
0.9%
0.9%
0.9%
TRADE AME
(DOSAGE FORM; RQOTE)
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
APPL ANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AMERICAN MCGAW
AMERICAN MCGAW
AMERICAN MCGAW
CUTTER BIOL/MILES
CUTTER BIOL/MILES
III-3
TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVTEV NOT PREVIOUSLY PUBLISHED
NQA_NQÂ¿ PATENT N .
APP VAL ATE EÃ„BÂ¿-QAIE
16-375
7-25-67
16-375
7-25-67
8-819
3-31-53
8-819
3-31-53
18-253
2-4-83
16-767
4-6-70
16-767
4-6-70
9-024
8-18-69
16-653
9-23-69
16-653
9-23-69
Ð•Ð¥ L V TY
EXP. DATE



ACTIVE INÂ§REDIENT(Â§)
Â§TRENÂ§TH(Â§)
DEXTRAN 70, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 40, 10%
TOGM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
TOGM/TO0ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 75, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 75, 6%
6GM/1O0ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 1
150MG/ML IN
SODIUM CHLORIDE
6MG/ML
DEXTRAN 40, 10%
10GM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
T0GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 70, 6%
6GM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 70, 6%
6GM/1O0ML IN
SODIUM CHLORIDE
0.9GM/100ML
.9%
.9%
.9%
.9%
.6%
.9%
.9%
TRADE NAME
D A F RM~ R T
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
PR0MIT
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
(INJECTABLE;INJECTION)
RHE0MACRODEXR
(INJECTABLE;
RHE0MACRODEXR
(INJECTABLE;
MACRODEXR
(INJECTABLE;
MACRODEXR
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
APPLICANT NAME
CUTTER BIOL/MILES
PHARMACHEM
PHARMACHEM
PHARMACHEM
PHARMACHEM
PHARMACIA LABS
PHARMACIA LABS
PHARMACIA LABS
PHARMACIA LABS
PHARMACIA LABS
III-4
TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
NDA NQ. PATENT NQ.
EXP. DATE
A PR VA ATE
8-716
8-11-69
16-836
11-14-70
16-836
11-14-70
8-564
9-19-52
16-759
8-19-70
83-715
10-30-84
14-716
1-18-67
14-716
1-18-67
6-826
6-8-54
6-826
6-8-54
EX L
EXP.
I
AT



ACTIVE INGREDIENTLSI
STRENGTH(Â§)
DEXTRAN 40, 10%
I0GM/I00ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
)0GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/I00ML
DEXTRAN 40, 10%
TOGM/100ML
DEXTROSE 5%
5GM/100ML
DEXTRAN 40, 10%
lOGM/T00ML IN
SODIUM CHLORIDE 0.9%
0.96M/10DML
DEXTRAN 75, 6%
OGM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/100ML
DEXTRAN 75, 6%
INVERTEo SUGAR 10%
OGM/Toom; IUGM/100ML
IN SODIUM CHLORIDE 0.
0.9GM/100ML
HETASTARCH, 6%
6GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/100ML
PROPIOLACTONE 99%
99GM/100ML
UROKINASE
5000 IU/VIAL
UROKINASE
250,000 IU/VIAL
UROKINASE
250,000 IU/VIAL
TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEV NOT PREVIOUSLY PUBLISHED
9%
IBAQE_NAUE
(DOSAGE FORM: ROUTE)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANR 75
(INJECTABLE; INJECTION)
6% GENTRANR 75 AND
10% TRAVERTR
(INJECTABLE; INJECTION)
HESPANR
(INJECTABLE; INJECTION)
BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPLI ANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM CRITICAL CARE
ONEAL JONES&FELDMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG
III-5
NDA NO.
APPROVAL DATE EXP. DATE
16-628
11-4-68
16-628
11-4-68
84-619
2-22-85
84-620
2-22-85
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
PATENT NO.
EXCLUSIVITY
EÃ„EI_DAIE
NS
09-24-86
I-29
09-24-86
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IAOLE IV. NOAII APPROVED FROM 1-1-82 TO 8-31-85 AND NOA'S VITH APPROPRIATE..PATENIAND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSI TRADE NAME APPLI ANT NAME NDA N . PATENT NO. EX L IVITY
STRENGTHIO) TDOSAOE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. DATE
ACEBUIOLOL HYDROCHLORIDE
Eo 200Mo BASE
ACEBUToLoL HYDROCHLORIDE
Eo Ð°Ð¾Ð¾Ð¼Ðµ BASE
ACETAMINOPHEN; PENTAZoCINE HYDROCHLORIDE
O50MG; Eo 25MG BASE
ACETIC ACID, GLACIAL
250MG/I00ML
ACEToHYoRoXAMIC ACID
250Mo
ACYCLoVIR
5%
ACYCLoVIR
200MG
ACY IR SODIUM
Eo Mo BASE/VIAL
ALBUIEROL
0.09MG/INH
ALBUTEROL
0.09MG/INH
IVES LABS/AMHO
SECTRAL
(CAPSULE; ORAL)
IVES LABS/AMHO
SECTRAL
(CAPSULE; ORAL)
STERLING DRUG
TALACEN
(TABLET; ORAL)
ACETIC ACID 0.25%
IN PLASTIC CONTA
(SOLUTION; URETHR
OSTAT URO-RESEARCH
LET; ORAL)
ZOVIRAX
(OINTMENT; TOPICAL)
ZOVIRAX
(CAPSULE; ORAL)
ZOVIRAX
(INJECTABLE; INJECTION)
PROVENTIL â€”
(AEROSOL; INHALATION)
TRAVENOL LABS
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
SCHERING
VENTOLIN GLAXO
(AEROSOL; INHALATION)
IV-1
18-917
12-28-84
18-917
12-28-84
18-458
09-23-82
18-523
02-19-82
18-74
05-31-
18-6
03-2 -
18-828
01-25-85
18-603
10-22-82
17-559
05-01-81
18-473
05-01-81
3726919
04-10-90
3857952
12-31-91
3726919
04-10-90
3857952
12-31-91
4105659
08-08-95
4199574
04-22-97
41 4
04- -97
4199574
04-22-97
3644353
02-22-89
3705233
12-05-89
3644353
02-22-89
3705233
12-05-89
NCÐ• -
12-28-89
NCE
12-28-89
NC
09-24-86
NCE
05-31-93
NCE
03-29-92
NCÐ•
03-29-92
NCE
03-29-92
I-22
09-24-86



Z"A I
78-82-60 (1780 51318Ð£1) 9N006
228-81 17Ñ7Ð¸87Ð½Ð° 1808N70 10N18080117 10NI80d0117
78-82-60 (1780 5131871) 9N001
268-81 17D7N87Ð½3 1808N70 10NI80d0117 10N180d0117
78-82-60 (1780 :131871â€º DRUGS
982-81 S31801780871 73S13Ð½Ñ 10NI80d0117 10NI80d0117
78-82-60 (1780 5131871) 9N001
982-81 S31801780871 73S13Ð½Ñ 10NI80d0117 10NI80d0117
78-91-11 (1780 1131871) ÑÐ˜00Ð•
172-81 17D1103D7Ð¸87Ð½8 87108 10NI8080117 10NI8030117
78-91-11 (1780 5131871) ÑÐ¸001
172-81 17D1103D7N8708 87108 10NI80d0117 10N18080117
26-71-21 96-20-11 28-71-21 (17D1801 1Ð½738Ñ) 290 o
3DN 2027217 202-81 ONIH3HJS Ð¸8307Ð 317N01808d10 3N0S713001317
26-71-21 96-20-11 28-71-21 (1731801 51N3Ð½1N10) 290~0
3DN 2027217 202-81 ÑNIÐÐ—ÐÐ9 N8307Ð 317N01d08d10 3N0S713N01317
20-21-20
8016677
68-90-21
6629026
68-22-20 68-61-10 (1780 fdOUAS) 1Ð¸9/3S78 9N2 03
6967796 290-81 ÑÐ¼183Ð½Ñ9 111N3Ð088 317310S 108310817
68-90-21
6629026
98-72-60 68-22-20 28-20-90 (1780 5131871) 3S78 suv 03
3N 6967796 698-21 ÑÐ¼183Ð½DS 111N3Ð088 317310S 108310817
68-90-21
6629026
98-72-60 68-22-20 28-20-90 (1780 5131871) 3S78 9N2 03
3N 6967796 698-21 9NI83ÐÐ9 11103Ð08d 317310S 108310817
111111111111111111 ALIAISNTOXT DNV INDIO IIVIHdOHddV ÐÐ˜Ðœ STYDN DNV SB'LC'B OI TB'l'l NOMÃ‘ÃAO8TTBV SIVOM 'AI 3lBVL



LA_BLE IV. NDA'S APPRINED FROM 1-1-82 TO 8-31-85 ANO NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
AOTIVE INGREDIENTTS)
STRENGTHT S)
ALLOPURINOL
100MG
ALLOPURINOL
300MG
OPURINOL
0MG
ALLOPURINOL
300MG
ALPRAZOLAM
0.25MG
ALPRAZOLAM
0.5MG
RAZOLAM
G
AMCINONIDE
0.1%
AMCINONIDE
0.1%
AMILORIDE HYDROCHLORIDE;
HYDROCHLOROTHIAZIDE
5MG; 50MG
AMINO ACIDS
6.9%
TRADE NAME
TDOSAGE FORM', ROUTE)
ZYLOPRIM
(TABLET; ORAL)
ZYLOPRIM
(TABLET; ORAL)
LOPURIN
(TABLET; ORAL)
LOPURIN
(TABLET; ORAL)
XANAX
(TABLET; ORAL)
XANAX
(TABLET; ORAL)
XANAX
(TABLET; ORAL)
CYCLOCORT
(CREAM: TOPICAL)
CYCLOCORT
(OINTMENT; TOPICAL)
MODURETIC 5/50
(TABLET; ORAL)
FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)
APPLI ANT NAME
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
UPJOHN
UPJOHN
UPJOHN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
MS&D/MERCK
AM MCGAW/AM HOSP
NDA NO.
APPR VAL DATE
16-084
08-19-66
16-084
01-14-74
18-297
06-10-80
18-297
06-10-80
18-276
10-16-81
16-822
05-17-83
PATENT NO.
EXP. DATE
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
4158055
06-12-96
4158055
06-12-96
3781430
12-25-90
EXCLUSIVITY
EXP. DATE
NS
09-24-86



ACTIVE INGREDIENTTS)
STRENGTHTS)
AMINO ACIDS
6.5%
AMINO ACIDS
8.5%
AMINO ACIDS
11.4%
AMINO ACIDS
8%
AMINO ACIDS
4%
AMINO ACIDS
4%
AMINO ACIDS
6.5%
AMINO ACIDS
3.5%
AMINO ACIDS
3.5%
AMINO ACIDS
5.2%
AMINO ACIDS
5.5%
TRADE NAME
DAEFRMR Ð˜
RENAMIN W/O ELECTROLYTES
(INJECTABLE; INJECTION)
NOVAMINE 8.5%
(INJECTABLE; INJECTION)
NOVAMINE 11.4%
(INJECTABLE; INJECTION)
HEPATAMINE 8%
(INJECTABLE; INJECTION)
BRANCHAMIN 4%
(INJECTABLE; INJECTION)
BRANCHAMIN 4%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
NEOPHAM 6.5%
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINESS 5.2% ESSENTIAL
AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTION)
TRAVASOL 5.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
CUTTER LABS/MILES
CUTTER LABS/MILES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
CUTTER-VITRUM
ABBOTT LABORATORIES
ABBOTT LABORATORIES
CUTTER-VITRUM
TRAVENOL LABS
IV-4
NDA NQ.
APPR VAL DATE
17-493
10-15-82
17-957
08-09-82
17-957
08-09-82
18-676
08-03-82
18-678
09-28-84
18-684
09-28-84
18-792
01-17-84
18-804
05-15-84
18-875
08-08-84
18-901
04-06-84
18-931
08-23-84
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3950529
04-13-93
4438144
03-20-01
4438144
03-20-01
Ð•X L IVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
NS
09-28-87
NS
09-28-87
NS
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INOREDIENTTS)
STRENGTH S
AMINO ACIDS
8.5%
AMINO ACIDS
10%
AMINO ACIDS
6%
AMINO ACIDS
7%
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; 3GM/100ML;
54MG/100ML; 4TMG/100ML;
149MG/100ML; 204MG/100ML;
TT7MG/100ML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
TRADE NAME
DAEFRMR Ð
TRAVASOL 8.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVASOL 10%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TROPHAMINE 6%
(INJECTABLE; INJECTION)
AMINOSYN-HBC 7%
(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)
IV-5
APPLICANT NAÐœÐ•
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
PATENT NO.
EXP. DATE
NDA NO.
APPROVAL DATE
18-931
08-23-84
18-931
08-23-84
19-018
07-20-84
19-374
07-12-85
18-582
05-08-82
19-120
10-11-84
19-118
10-11-84
19-119
10-11-84
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NC
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTHTS)
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2TMG/100ML; 40MG/100ML;
128MG/100ML; 234MG/100ML
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2TMG/100ML; 40MG/I00ML;
128MG/100ML; 234MG/100ML
AMINOACETIC ACID
1.5GM/100ML
AMINOCAPROIC ACID
250MG/ML
AMINOGLUTETHIMIDE
250MG
AMINOPHYLLINE
300MG/5ML
AMINOPHYLLINE; SODIUM CHLORIDE
100MG/100ML; 450MG/100ML
AMINOPHYLLINE; SODIUM CHLORIDE
200MG/100ML; 450MG/100ML
AMINOPHYLLINE; SODIUM CHLORIDE
400MGÃ100ML; 450MG/100ML
TRADE NAME
DAEFRMR N
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
AMINOCAPROIC ACID
(INJECTABLE; INJECTION)
CYTADREN
(TABLET: ORAL)
S0MOPHYLLIN
(ENEMA; RECTAL)
AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-6
APPLI ANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
ELKINS-SINN/AHROBINS
CIBA/CIBA-GEIGY
FISONS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA NO.
APPR VAL DATE
18-804
05-15-84
18-875
08-08-84
18-522
02-19-82
18-590
10-29-82
18-202
10-29-80
18-232
04-02-82
18-924
12-12-84
18-924
12-12-84
18-924
12-12-84
PATENT NO.
EXP. DATE
3595960
07-27-88
3944671
03-16-93
Ð•X L IVITY
EXP. DATE
NC
09-24-86
NC
09-24-86
NR
09-24-86
Ð© .3_._._ â€žÐ´Ð°. â€šâ€š



TABLE IV.
ACTIVE INGREDIENT S
STRENGTHIS)
AMINOPHYLLINE; SODIUM CHLORIDE
500MG/100ML; 450MG/1O0ML
AMITRIPTYLINE HYDROCHLORIDE
I0MG
AMITRIPTYLINE HYDROCHLORIDE
25MG
AMITRIPTYLINE HYDROCHLORIDE
50MG
AMITRIPTYLINE HYDROCHLORIDE
75MG
AMITRIPTYLINE HYDROCHLORIDE
100MG
AMITRIPTYLINE HYDROCHLORIDE
150MG
AMITRIPTYLINE HYDROCHLORIDE
I0MG/ML
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; I0MG
NDA'S APPROVED FROM I-IzUÃ„EIO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRADE NAME
TDOSAOE FORM; ROUTE)
AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(INJECTABLE; INJECTION)
LIMBITROL
(TABLET; ORAL)
LIMBITROL
(TABLET; ORAL)
APPLICANT NAÐœÐ•
ABB0Ð¢Ð¢ LABORATORIES
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA NO.
APPROVAL DATE
18-924
12-12-84
12-703
04-07-61
12-703
07-05-74
12-703
04-07-61
12-703
10-28-76
12-703
10-28-76
12-703
09-17-76
12-704
04-11-61
16-949
12-23-77
16-949
12-23-77
PATENT NO.
EXP. DATE
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
4316897
02-23-99
4316897
02-23-99
EXCLUSIVITY
EXP. DATE



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLI ANT NAME NDA . PATENT NO. EXCLUSIVITY
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON A SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
T0MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
25MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-10 SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
I0MG; ZMG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
I0MG; AMG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 08-23-65 02-18-86
25M6; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-10 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 04-04-67 02-18-86
I0MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-25 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET: ORAL) 08-25-65 02-18-86
25HG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-50 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 03-15-78 02-18-86
50MG; 4MG
AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 4105783 NE
EO 12% ACID (LOTION; TOPICAL) 04-24-85 05-03-94 04-24-88
IV-8



[ABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXOLUOIVITY INFORMATION
ACTIVE INGREDIENT TRADE NAÐœÐ• APPLICANT NAME NDA N . PATENT ND. EX L IVITY
STRENGTHLS) D A E F RMâ€˜ R TE APPR VAL DATE EXP. DATE EXP. DATE
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 18-021 3546226
100M6 (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
150MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMRINONE LACTATE INOCOR WINTHROP LABS/SIERL 18-700 4072746 NCÐ•
EO 5MG BASE/ML (INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31-94
ASPIRIN; CAFFEINE; SYNALGOs-oC IVES LABS/AM80 11-483
DIHYDROCOOEINE BITARTRATE (CAPSULE; ORAL) 09-06-83
356.4MG; 30MG; 16MG
ASPIRIN; CAFFEINE; NORGESIC ' RIKER LABS/3M 13-416
ORPHENAORINE CITRATE (TABLET; ORAL) 10-27-82
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE; NoRGEsIC FORTE RIKER LABS/3M 13-416
ORPHENAORINE CITRATE (TABLET; ORAL) 10-27-82
770MG; Ð±Ð¾Ð¼Ð±; 50MG
IV-9



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTHTS)
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 32MG
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 65HG
ASPIRIN; CARISOPRODOL
325MG; 200MG
ASPIRIN; CARISOPRODOL;
CODEINE PHOSPHATE
325MG; 200MG; 16MG
ASPIRIN; MEPROBAMATE
325MG; 200MG
ASPIRIN; PENTAZOCINE HYDROCHLORIDE
325MG; EO 12.5MG BASE
ATENOLOL
50MG
ATENOLOL
TO0MG
ATENOLOL; CHLORTHALIDONE
T00MG; 25MG
TRADE NAME
(DOSAGE FORM; ROUTE)
DARVON C0MPOUND
(CAPSULE; ORAL)
DARVON C0MPOUND-65
(CAPSULE; ORAL)
Ð·Ð¾Ð¼A ÑÐ¾Ð¼Ñ€Ð¾Ð¸Ð¼Ð¾
(Ð¢ABÐ¬Ð•Ð¢; ORAL)
Ð—0ÐA ÑÐ¾Ð¼Ñ€Ð¾Ð¸Ð¼Ð¿ W/ CODEINE
LTABLET; ORAL)
EOUAGEsIc
(TABLET; ORAL)
TALWIN C0MPOUND
(TABLET; ORAL)
TENORMIN
(TABLET; ORAL)
TENORMIN
(TABLET; ORAL)
TENORETIC 100
(TABLET; ORAL)
APPLI ANT NAME
ELI LILLY INDSTRS/PR
ELI LILLY INDSTRS/PR
WALLACE PHARMS/C-W
WALLACE PHARMS/C-W
WYETH LABS/AMHO
WINTHROP LABS/STERL
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
IV-1O
NDA N .
APPROVAL DATE
10-996
03-08-83
10-996
03-08-83
12-365
07-11-83
12-366
07-11-83
11-702
12-29-83
16-891
11-12-75
18-240
08-19-81
18-240
08-19-81
18-760
06-08-84
PATENT NO. EXCLUSIVITY
Ð¨
4534973
08-13-02
4534974
08-13-02
4105659
08-08-95
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
Ð•XÐ . DATE
NC
09-24-86



Ð¨ ÐœÐ¨'Ð— APPROVED FROM ÐœÐ« 10 8-31-85 ANO NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ATENOLOL; CHLORTHALIDONE TENORETIC 50 STUART PHARMS/ICI AM 18-760 3663607 NC
50MG; 25MG (TABLET; ORAL) 06-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
09-17-91
ATRACURIUM BESYLATE TRACRIUM BURROUGHS WELLC0ME 18-831 4179507 NCE
I0MG/ML (INJECTABLE; INJECTION) 11-23-83 12-18-96 11-23-93
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE MOTOFEN HALF-STRENGTH MCNEIL LABORATORIES 17-744 3646207
0.025MG; 0.5MG (TABLET; ORAL) 07-14-78 02-28-89
AURANOFIN RIDAURA SK&F LABORATORIES T8-689 3635945 NCE
3MG (CAPSULE; ORAL) 05-24-85 01-18-89 05-24-90
3708579
01-02-90
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE MOTOFEN MCNEIL LABORATORIES 17-744 3646207
0.025MG; 1MG (TABLET; ORAL) 07-I4-78 02-28-89
AZATADINE MALEATE OPTIMINE SCHERING 17-601 3419565
IMG (TABLET; ORAL) 03-29-77 12-31-85
3717647
02-20-90
AZATADINE MALEATE; TRINALIN SCHERING I8-506 3419565 NC
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-23-82 12-31-85 09-24-86
TMG; 120MG RELEASE; ORAL) 3717647
02-20-90
BACLOFEN LIORESAL GEIGY/CIBA-GEIGY 17-851 3471548
I0MG (TABLET; ORAL) 11-22-77 10-07-86
BACLOFEN LIORESAL DS GEIGY/CIBA-GEIGY 17-851 3471548 NS
20MG (TABLET; ORAL) 01-20-82 10-07-86 09-24-86
BECL0METHANSONE DIPROPIONATE BECLOVENT GLAXO 18-153 4414209
0.042MG/INH (AEROSOL; INHALATION) 06-24-80 08-23-94
4364923
12-21-99



11011 Iv. NÐŸA'S APPROVED FRON 1-1-82 10 8-31-85 ANÐŸ NÐŸA'S 1111 APPROPRIATE PATENT ANÐŸ E-xcIOSIvITY INFORMATION
111111 INGREDIENTS TRAÐŸE NAME APPLI ANT NANE ND11. PATENT NO. 110150011
511110115) D 1111111 TE APPR 111 D111 ExP. D111 ExP. M11
BECL0METHANSONE DIPROPIONATE VANCERIL SCHERING 17-573 4225597
0.042MG/INH (AEROSOL; INHALATION) 05-12-76 09-30-97
4364923
10-29-99
4414209
08-23-94
BECL0METHANSONE DIPROPIONATE BECONASE GLAXO 18-584 4414209
0.042MG/INH (AEROSOL; INHALATION/NASAL) 09-30-81 08-23-94
4364923
12-21-99
BECL0METHANSONE DIPROPIONATE VANCENASE SCHERING 18-521 4225597
0.042MG/INH (AEROSOL; INHALATION/NASAL) 09-24-81 09-30-97
4364923
10-29-99
4414209
08-23-94
BENDROFLUMETHIAZIDE NATURETIN-2.5 ER SOUIBB AND SONS 12-164 3392168
2.5MG (TABLET: ORAL) 12-07-59 07-09-85
BENDROFLUMETHIAZIDE NATURETIN-5 ER SOUIBB AND SONS 12-164 3392168
5MG (TABLET: ORAL) 12-07-59 07-09-85
BENDROFLUMETHIAZIDE NATURETIN-1O ER SOUI8B AND SONS 12-164 3392168
T0MG (TABLET: ORAL) 03-29-77 07-09-85
BENDROFLUMETHIAZIDE; NADOLOL CORZIDE ER SOUIB8 AND SONS 18-647 3982021 NC
5MG: 40MG (TABLET: ORAL) 05-25-83 09-21-93 09-24-86
3935267
01-27-93
BENDROFLUMETHIAZIDE: NADOLOL CORZIDE ER SOUIBB AND SONS 18-647 3982021 NC
5MG: 80MG (TABLET: ORAL) 05-25-83 09-21-93 09-24-86
3935267
01-27-93
BENTIROMIDE CHYMEX ADRIA LABORATORIES 18-366 3801562 NCE
500MG/7.5ML (SOLUTION: ORAL) 12-29-83 04-02-91 12-29-93
3745212
07-10-90
IV-12



TABLE IV. NDA'S APPROVED FROM I-1-OZLTO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
BETAMETHASONE CELESTONE SCHERING 12-657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23-86
BETAMETHASONE CELESIONE SCHERING 14-215 3485854
0 6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86
BETAMETHASONE CELESIONE SCHERING 14-762 3485854
0.2% (CREAM; TOPICAL) 04-10-64 12-23-86
BETAMETHASONE ACETATE; CELESIONE SOLUSPAN SCHERING 14-602 3485854
BETAMEIHASONE S0DI0M PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/ML; EO 3MG BASE/ML
BETAMEIHASONE DIPROPIONATE DIPROLENE SCHERING 18-741 4070462
EO 0.05% BASE LOINTMENI; TOPICAL) 07-27-83 01-24-95
BETAMETHASONE DIPROPIONATE BETAMEIHASONE DIPROPIONATE PHARMAOERM/BYK-GLDN 19-136
EO 0.05% BASE LCREAM; TOPICAL) 06-26-84
BETAMEIHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-137
EO 0.05% BASE 1CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138
EO 0.05% BASE <CREA8; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-140
EO 0.05% BASE (OINTMENT; TOPICAL) o9-04-84
BETAMETHASONE DIPROPIONAIE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-141
EO 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-143
EO 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-536 D-1
EO 0 05% BASE (CREAM; TOPICAL) 01-29-75 09-24-86
BETAMETHASONE DIPROPIONATE OIPROSONE SCHERING 17-691 D-1
EO 0.05% BASE (OINTMENT; TOPICAL) 04-15-76 09-24-86
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-781 D-1
EO 0.05% BASE LLOIION; TOPICAL) 02-01-77 09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
0ETAMETHAS0NE DIPROPIONATE DIPRosoNE SCHERING 17-829 D-1
EO 0.1% BAS1 (11R0S01; 10PIC11) 05-24-77 09-24-86
BE1101THAS0N1 D1PR0PI0NA1E; CLO1RIMA2011 LO1RISONE SCHERING 18-827 3660577 NC
EO 0.05% BA91; 1% (CREAM; 10PICA1) 07-10-84 05-02-89 09-24-86
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
BETAMETHASONE VALERATE Ð²111-VA1 LEMMON 18-642
1O 0.1% BASE (CR11M; TOPICAL) 03-24-53
BETAMETHASONE VALERATE BETADERM TJ ROACO 18-839
EO 0.1% BA91 (CREAM; 10PI81L) 06-30-83
BE11Ð¼1THAS0N1 VALERATE B11AM1THAS0NE VALERATE PHARMADERM/BYK-GLDN 18-860
1O 0.1% BA91 (CREAM; TOPICAL) 08-31-83
BETAMETHASONE VALERATE BETAMETHASONE VALERATE E FOUGERA/BYK-GLDN 18-861
EO 0.1% BA91 (CREAM; 10PI811) 08-31-83
BETAMETHASONE VALERATE BETATREX S1VAGE 1ABS/8YK-GL0N 18-862
10 0.1% BAS1 (CREAM; 10PI81L) 08-31-83
BETAMETHASONE VALERATE ÃŸETATREX SAVAGE 1ABS/8YK-GL0N 18-863
1O 0.1% BAS1 (0IN1ME0T; TOPICAL) 08-31-83
B111M11H190N1 VALERATE BE1AM1THAS0NE VALERATE PHARMADERM/BYK-GLDN 18-564
EO 0.1% BA91 (OINTMENT; 10PIC11) 08-31-83
B111M11H1S001 VALERATE BE1AM1THAS0NE VALERATE E F0UGERA/BYK-GL0N 18-865
EO 0.1% BAS1 (0IN1MENT; 10PI811) 08-31-83
BETAMETHASONE VALERATE BE11Ð¼1THAS0NE VALERATE E 10UGERA/BYK-GL0N 18-866
1O 0.1% BAS1 (LO1ION; TOPICAL) 08-31-83
BETAMETHASONE VALERATE BETATREX S1V1G1 1ABS/BYK-GLON 18-867
(LO110N; 10PIC1L) 08-31-83
EO 0.1% BASE
:_â€œ.2_e
IV-14



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
APPLICANT NAÐœÐ• NDA NO. PATENT NO. EXCLUSIVITY
ACTIVE INGREDIENT S TRADE NAÐœÐ•
BETAMETHASONE VALERATE BETAMETHASONE VALERATE PHARMADERM/BYK-GLDN 18-870
EO 0.1% BASE (LOTION; TOPICAL) 08-31-83
BETAXOLOL HYDROCHLORIDE BETOPTIC ALCON LABORATORIES 19-270 4252984 NCE
EO 0.5% BASE (SOLUTION; OPTHALMIC) 08-30-85 02-24-98 08-30-90
4311708
01-19-99
4342783
08-03-99
BETHANIDINE SULFATE TENATHAN AH ROBINS 17-675 3495013
I0MG (TABLET; ORAL) 05-29-81 02-10-87
BETHANIDINE SULFATE TENATHAN AH ROBINS 17-675 3495013
25MG (TABLET; ORAL) 05-29-81 02-10-87
BITOLTEROL MESYLATE TORNALATE WINTHROP-BREON/STERL 18-770 4138581 NCE
0.8% (AEROSOL; INHALATION) 12-28-84 02-06-96 12-28-89
BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618
50MG/ML (INJECTABLE; INJECTION) 07-18-78 04-29-86
BR0MOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17-962 3752888 I-16
EO 2.5MG BASE (TABLET; ORAL) 06-28-78 08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
BR0MOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17-962 3752888 I-16
EO 5MG BASE (CAPSULE; ORAL) 03-01-82 08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
BR0MODIPHENHYDRAMINE HYDROCHLORIDE; AMBENYL MARION LABORATORIES 09-319 I
CODEINE PHOSPHATE (SYRUP; ORAL) 01-10-84
12.5MG/5ML; I0MG/5ML
BRDMPHENIRAMINE MALEATE; DIMETANE-DC AH ROBINS 11-694
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; I0MG/5ML; 12.5MG/5ML
IV-15



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INCREDIENTTS) TRADE MAME APPLI ANT MAME NDA MQ. PATENT NQ. EXCLUSIVITY
STREMCTMTS) D A E E RMâ€™ R TE APPR VAL DATE EXP. DATE EXP. DATE
BR0MPHE01RAMIN1 MA1111E; D1M111N1-DX AÐ R0BINS 11-694
DEXTR0M11H0RPHAN HYDR0BR0M1DE; (SYRUP; ORAL) 03-29-64
P 018HE0RI01 HYDROCHLORIDE
2 ML; 10MG/5ML; 30MG/5M1
BR0MPÐ½1N1R1MIN1 MA1111E; D1M11AN1-DÑ… AÐ R08INS 19-279
DEXTR0M1TH0RPH1N HYDR0BR0MIDE; (SYRUP; 0RAL) 08-24-84
D01PH1DRI01 HYDROCHLORIDE
5M1; 10MG/5ML; SOMG/5ML
AÐ R08INS
BR0MPÐ½EN1RAMI01 M11111E;
PHENY1PR0PAN01AMIN1 HYDROCHLORIDE
4MG/5ML; 25MG/5M1 l
BUMETANIDE
1MG
BUMETANIDE
2MG
BUMETANIDE
0.5MG
BUME DE
0.2 ML
ELIXIR DIMETAPP
(ELIXIR: ORAL)
BUMEX
(TABLET: ORAL)
BUMEX
(TABLET: ORAL)
BUMEX
(TABLET: ORAL)
BUMEX
(INJECTABLE: INJECTION)
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
13-087
03-29-84
18-225
02-28-83
18-225
06-14-85
18-225
02-28-83
18-226
02-28-83
363
01- - 9
3806534
04-23-91
3634583
01-11-89
3806534
04-23-91
3634583
01-11-89
3806534
04-23-91
3634583
01-11-89
3806534
04-23-91
NCE
02-28-93
NCE
02-28-93
NCÐ•
02-28-93
NCE
02-28-93
BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-2
2MG (TABLET: ORAL 06-1 -
BUPIVACAINE HYDROCHLORIDE; DEXTROSE MARCAINE SPINAL BREON LABS/STERLING 18-692 NC
0.75%: 8.25% (INJECTABLE: INJECTION) 05-04-84 09-24-86
IV-16



TABLE TV.
ACTIVE INGREDIENT S
STRENGTH S
BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE
0.5%; 0.0091MG/ML
BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE
0.75%; 0.0091MG/ML
BUTORPHANOL TARTRATE
TMG/ML
BUTORPHANOL TARTRATE
2MG/ML
CALCEFEDIOL, ANHYDROUS
0.02MG
CALCEFEDIOL, ANHYDROUS
0.05MG
CALCITONIN
200 IU/VIAL
CALCITONIN
400 IU/VIAL
CALCITRIOL
0.25 UGM
TRADE NAÐœÐ•
TDOSAGE FORM; ROUTE)
SENSORCAINE
(INJECTABLE; INJECTION)
SENSORCAINE
(INJECTABLE; INJECTION)
STADOL
(INJECTABLE; INJECTION)
STADOL
(INJECTABLE; INJECTION)
CALDEROL
(CAPSULE; ORAL)
CALDEROL
(CAPSULE; ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
APPLI ANT NAME
ASTRA PHARM PRODS
ASTRA PHARM PRODS
BRISTOL LABS/B-M
BRISTOL LABS/B-M
UPJOHN
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
IV-17
NDA NO.
NDA'S APPROVED FROM I-IfBZ TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
18-304
09-02-83
18-304
09-02-83
17-857 3819635
08-22-78 06-25-91
17-857 3819635
08-22-78 06-25-91
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
17-769
12-21-84
17-497
12-21-84
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
EXCLUSIVITY
EXP. DATE
I-18
12-21-87
I-18
12-21-87



T_ABLE IV. NDA'S APPROVEDOFROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIAE PATENT AND EXCLOSIVITY INFORMATION
ACTIVE INOREDIENTLS)
STRENGTH S
CALCITRIOL
0.5 UGM
CALCIUM CHLORIDE; DEXTROSE:
MAGNESIUM CHLORIDE: POTASSIUM CHLORIDE:
SODIUM ACETATE:
SODIUM CHLORIDE; SODIUM CITRATE
34MG/1O0ML; 5GM/100ML; 30MG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/1O0ML
CALCIUM CHLORIDE: DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE: SODIUM CHLORIDE
5T0MG/100ML; 30GM/100ML; 200MG/100ML;
9.2GM/100ML; 9.6GM/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
5T0MG/100ML; 5OGM/1O0ML; 200MG/100ML;
9.2GM/100ML; 9.6GM/100ML
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE
510MG/100ML; 30GM/100ML; 200MG/100ML;
9.4GM/100ML; TTGM/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM ACETATE;
SODIUM CHLORIDE
510MG/100ML; 50GM/1O0ML; 200MG/100ML;
9.4GM/100ML; TTGM/1O0ML
TRADE NAME
DOSA E FORMâ€™ R TE
ROCALTROL
(CAPSULE; ORAL)
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
(SOLUTION: INTRAPERITONEAL)
DIALYTE CONCENTRATE
W/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTION: INTRAPERITONEAL)
APPLICANT NAME
HOFFMANN-LA ROCHE
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
NDA NO.
APPROVAL DATE
18-044
08-17-78
18-269
01-17-83
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
PATENT N .
Ð•XÐ . DATE
3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
EXCLOOIVITY
EXP. DATE



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO OÂ31;O5 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
I5.2MG/100ML; 567MG/100ML; 392MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/100ML; 44BMG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
TRADE NAÐœÐ•
100$AOÐ• FORM; ROUTE)
DELFLEX
W/ DEXTROSE 1.5%
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 1.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 4.25%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
IV-19
APPLI ANT NAÐœÐ•
DELMED
DELMED
DELMED
DELMED
DELMED
DELMED
ABBOTT LABORATORIES
NDA NO.
APPROVAL DATE EXP. 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
18-883
11-30-84
18-379
07-07-82
PATENT NO. EXCLUOIVITY



TABLE IV. NDA'S APPROVED FROM 1-1-812 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVEl INCREDIENTT O)
STRENOTH( ST
CALCIUM CHLORIDE: DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM CHLORIDE:
SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML; 5.08MG/100ML;
538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE:
MAGNESIUM CHLORIDE: SODIUM CHLORIDE:
SODIUM LACTATE
2OMG/TO0ML; 2.5GM/100ML; T5MG/1O0ML;
560MG/100ML: 390MG/100ML
CALCIUM CHLORIDE; DEXTROSE:
POTASSIUM CHLORIDE: SODIUM CHLORIDE
33MG/1O0ML; 5GM/100ML;
30MG/1O0ML: 860MG/100ML
CALCIUM CHLORIDE: MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE
16.5MG/ML; 25.4MG/ML; 74.6MG/ML;
121MG/ML; 16.1MG/ML
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE:
POTASSIUM CHLORIDE: SODIUM ACETATE:
SODIUM CHLORIDE: SODIUM CITRATE
35MG/100ML; 30MG/100ML; 74MG/100ML;
640MG/100ML; 500MG/100ML; 74MG/100ML
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE:
SODIUM CHLORIDE
17.6MG/100ML; 325.3MG/100ML;
119.3MG/100ML; 643MG/100ML
TRADE NAME
D AEFRM R TE
INPERSOL-LM
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION: INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION: INTRAPERITONEAL)
DEXTROSE 5% AND RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
TPN ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
ISOLYTE E
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
PLEGISOL
IN PLASTIC CONTAINER
(SOLUTION:
PERFUSION, CARDIAC)
APPLI ANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
IV-20
NDAN.
APPR VAL DATE
18-379
07-07-82
18-379
07-07-82
18-460
11-02-83
18-635
02-07-83
18-895
07-20-84
18-899
10-31-83
18-608
02-26-82
PATENT NO.
EX L SIVITY
EXP. DATE
NC
09-24-86
NC
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AN0 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT N .
AOTIVE INGREDIENTTS)
TREN TH S
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
20MG/100ML; 30MG/100ML; 380MG/100ML;
600MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
TO5MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/TO0ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML
TRADE NAME
DAEFRMR Ð
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)
POTASSIUM CHLORIDE
5MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
10M8O IN OEXTRosE 5%
AND LACTATED RINCER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
T0MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-2T
APPLI ANT NAÐœÐ•
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA N .
APPR VAL DATE
18-725
11-29-82
18-495
02-19-82
18-648
02-07-83
18-721
11-09-82
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
EXCLUSIVITY



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLOOIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
CALCIUM CHLORIDE: DEXTROSE:
POTASSIUM CHLORIDE: SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML:
254MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
POTASSIUM CHLORIDE: SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
254MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE: DEXTROSE:
POTASSIUM CHLORIDE: SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
328MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE: DEXTROSE;
POTASSIUM CHLORIDE: SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
328MG/100ML; 600MG/1O0ML;
310MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE:
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE:
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML; 30MG/100ML:
600MG/100ML; 310MG/100ML
CALCIUM CHLORIDE: POTASSIUM CHLORIDE;
SODIUM CHLORIDE: SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML
TRADE NAME
DAEFRMR Ð
8011SSI0M CHLORIDE
15MEO IN DEXTROSE 5%
AND LACTATED RINGERÂS
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
lPOTASSIUM CHLORIDE
30MÐ•O IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
AND LACTATED RINGERâ€˜S
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
POTASSIUM CHLORIDE
40MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
TRAVENOL LABS
NDA N .
APPROVAL DATE
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
18-494
02-19-82
18-681
12-27-82
18-921
04-03-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE



TABLE IV. NEUES APPROVED FROM 1-1-82 TO 8-31-85 AND NOA'S VITH APPROPRIATE PALENT AND EXCLUOIVITY INFORMATION
CALCIUM METRIZOATE; MAGNESIUM METRIZOATE; ISOPAOUE 440 WINTHROP LABS/STERL 16-847 3476802
MEGLUMINE METRIZOATE; METRIZOATE SODIUM (INJECTABLE; INJECTION) 11-17-73 11-04-86
0.78MG/ML; 0.15MG/ML; 75.9MG/ML; 16.6MG/ML
CALCIUM; MEGLUMINE; METRIZOIC ACID ISOPAOUE 280 WINTHROP LABS/STERL 17-506 3476802
0.35MG/ML; 140.1MG/ML; 461.8MG/ML (INJECTABLE; INJECTION) 04-30-74 11-04-86
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 I-20
12.5MG (TABLET; ORAL) 01-17-85 08-08-95 09-24-86
D-7
10-12-87
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 I-20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7
10-12-87
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 I-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7
10-12-87
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 I-20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SOUIBB AND SONS 18-709 4105776 NC
25MG; T5MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/25 ER SOUIBB AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SOUIBB AND SONS 18-709 4105776 NC
50MG; T5MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
IV-23



TABLE IV.
ACTIVE INGREDIENTTO)
STRENGTHTS)
CAPTOPRIL; HYDROCHLOROTHIAZIDE
50MG; 25MG
CARBAMAZEPINE
200MG
CARBAMAZEPINE
T0OMG
CARBIDOPA
25MG
CARBIDOPA: LEVODOPA
T0MG: IO0MG
CARBIDOPA: LEVODOPA
25MG; 250MG
TRADE NAME
DAEFRMR E
CAPOZIDE 50/25
(TABLET: ORAL)
TEGRETOL
(TABLET: ORAL)
TEGRETOL
(TABLET, CHEWABLE: ORAL)
LODOSYN
(TABLET: ORAL)
SINEMET
(TABLET: ORAL)
SINEMET
(TABLET: ORAL)
APPLI ANT NAME
ER SOUIBB AND SONS
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
MS&O/MERCK
MS&D/MERCK
MSOD/MERCK
IV-24
NDA N .
APPR VAL DATE
18-709
10-12-84
16-608
03-11-68
18-281
12-14-81
17-830
04-25-77
17-555
05-02-75
17-555
05-02-75
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
4105776
08-08-95
4217347
08-12-97
4409212
10-11-00
4409212
10-11-00
3462536
08-19-86
3830827
08-20-91
3781415
12-25-90
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
EX L IVITY
EXP. DATE
NC
10-12-87



TABLE TV.
ACTIVE INGREDIENTTS)
STRENGTHTS)
CARBIDOPA; LEVODOPA
25MG; 100MG
CARBOPROST TR0METHAMINE
EO 0.25MG BASE/ML
CELLULOSE SODIUM PHOSPHATE
2.5GM/PACKET
CERULETIDE DIETHYLAMINE
0.02MG/ML
CHENODIOL
250MG
CHLORDIAZEPOXIDE
25MG
CHLORDIAZEPOXIDE
5MG
CHLORDIAZEPOXIDE
I0MG
CHLORDIAZEPOXIDE
30MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
5MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
I0MG
TRADE NAME
DAEFRMR Ð¢
Ð•
SINÐ•MÐ•Ð¢
(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)
LIBRIUM
(CAPSULE; ORAL)
LIBRIUM
(CAPSULE; ORAL)
IV-25
APPLI ANT NAME
MS&D/MERCK
UPJOHN
MISSION PHARMACAL
ADRIA LABORATORIES
ROWELL LABORATORIES
ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS
HOFFMANN-LA ROCHE
ROCHE PRODUCTS
ROCHE PRODUCTS
NDA ND. PATENT ND. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-555 3462536
05-02-75 08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
17-989 3728382 1-32
01-09-79 04-17-90 03-21-88
18-757 NCÐ•
12-28-82 12-28-92
18-296 3472832
12-24-81 10-14-86
18-513 NCE
07-28-83 07-28-93
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 Ð¼Ð¾Ð³
09-12-83 02-23-99 09-24-86
12-249 4316897
02-24-60 02-23-99
12-249 4316897
02-24-60 02-23-99
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSI
STRENGTH S
CHLORDIAZEPOXIDE HYDROCHLORIDE
25MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
TO0MG/AMP
CHLORDIAZEPOXIDE HYDROCHLORIDE:
CLIDINIUM BR0MIDE
5MG; 2.5MG
CHLORDIAZEPOXIDE: ESTROGENS, CONJUGATED
5MG: 0.2MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG: 0.4MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
I0MG: 0.4MG
CHLOROXINE
2%
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE
15MG; 0.1MG
CHLORTHALIDONE: CLONIDINE HYDROCHLORIDE
15MG: 0.2MG
CHLORTHALIDONE: CLONIDINE HYDROCHLORIDE
15MG: 0.3MG
CHOLESTYRAMINE
EO 4GM RESIN/PACKET
CHOLESTYRAMINE
Ð•O 4GM RESIN/PACKET
CHYMOPAPAIN
12,500 UNITS/VIAL
TRADE NAME
(DOSAOE FORM; ROOTE)
LIBRIUM
(CAPSULE: ORAL)
LIBRIUM
(INJECTABLE: INJECTION)
LIBRAX
(CAPSULE: ORAL)
MENRIUM 5-2
(TABLET: ORAL)
MENRIUM 5-4
(TABLET: ORAL)
MENRIUM 10-4
(TABLET: ORAL)
CAPITROL
(SHAMPOO: TOPICAL)
COMBIPRES
(TABLET: ORAL)
COMBIPRES
(TABLET: ORAL)
C0MBIPRES
(TABLET: ORAL)
OUESTRAN
(P0WDE8; 0RAL)
OUESTRAN
(POWDER: ORAL)
DISCASE
(INJECTABLE: INJECTION)
IV-26
APPLI ANT NAME
ROCHE PRODUCTS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
WESTWOOD PHARMS
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
MEAD JOHNSON/B-M
MEAD JOHNSON/B-M
TRAVENOL LABS
NDA N .
APPROVAL DATE
12-249
02-24-60
12-301
07-21-61
12-750
05-02-61
14-740
10-27-69
14-740
10-27-69
14-740
10-27-69
17-594
10-19-76
17-503
08-22-74
17-503
08-22-74
17-503
04-10-84
16-019
12-06-66
16-640
08-03-73
18-625
01-18-84
PATENT NO.
EXP. DATE
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
3886277
05-27-92
3454701
07-08-86
3454701
07-08-86
3454701
07-08-86
EXCLUSIVITY
EXP. DATE
I-23
09-24-86
I-23
09-24-86
NCE
11-10-92



TABLE IV. NDA'S APPROVEOEFROM 1-1-OZETO 8-31-85 ANÐŸ NDA'S VITH APPROPRIATE PATENT AND EXOLUSIVITY INFORMATION
ACTIVE INGREDIENTISI
STRENGTHTS)
CHYMOPAPAIN
10,000 UNITS/VIAL
CHYMOPAPAIN
4,000 UNITS/VIAL
CICLOPIROX OLAMINE
17
Ðž
CIMETIDINE
200MG
CIMETIDINE
300MG
CIMETIDINE
400MG
CIMETIDINE HYDROCHLORIDE
EO 300MG BASE/5ML
CIMETIDINE HYDROCHLORIDE
Eq 150MG BASE/ML
CINOXACIN
250MG
CINOXACIN
500MG
TRADE NAÐœÐ•
TOOSAOE FORM; ROUTE)
CHYMODIACTIN
(INJECTABLE; INJECTION)
CHYMODIACTIN
(INJECTABLE; INJECTION)
L0 X
(C M; TOPICAL)
TAGAMET
(TABLET; ORAL)
TAGAMET
(TABLET; ORAL)
TAGAMET
(TABLET; ORAL)
TAGAMET
(SOLUTION; ORAL)
TAGAMET
(INJECTABLE; INJECTION)
CINOBAC
(CAPSULE; ORAL)
CIN
(CA E; ORAL)
IV-27
APPLI ANT NAÐœÐ•
$M1Ð¢Ð LABORATORIES
SMITH LABORATORIES
HOECHST-ROUSSEL
SK&F LAB
SK&F LAB
SK&F LAB
SK&F LAB
SK&F LAB
ELI LILLY
ELI LILLY
NDA NO.
APPR VAL DATE
18-663
11-10-82
18-663
08-21-84
18-7
12-3 -
17-920
08-16-77
17-920
08-16-77
17-920
12-14-83
17-924
08-16-77
17-939
08-16-77
18-067
06-13-80
18-067
06-13-80
PATENT NO.
EXP. DATE
4439423
03-26-01
4439423
03-26-01
3545
-13-92
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
0333
-T3-93
402
05- - 4
3669965
06-13-89
3669965
06-13-89
Ð•X 1 11111
EX_PÂ_DA_TE
NCE
11-10-92
NCE
11-10-92
NC
12- -92
NS
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-BZOTO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTHTS)
CISPLATIN
O.5MG/ML
CITRIC ACID: MAGNESIUM OXIDE:
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CITRIC ACID; MAGNESIUM OXIDE:
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CLEMASTINE FUMARATE
EO 0.5MG BASE/5ML
CLEMASTINE FUMARATE;
PHENYLPR0PAN01AM1NE HYDROCHLORIDE
EO 1MG BASE; 75MG
CLOMIPHENE CITRATE
50MG
CLONAZEPAM
0.5MG
CLONAZEPAM
TMG
CLONAZEPAM
2MG
CLONIDINE
2.5MG
CLONIDINE
5MG
TRADE NAME
DAEFRMR Ð
PLATINOL-AO
(INJECTABLE: INJECTION)
IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
TAVIST
(SYRUP; ORAL)
TAVIST D
(TABLET, CONTROLLED
RELEASE: ORAL)
CL0MIPHENE CITRATE
(TABLET: ORAL)
CLONOPIN
(TABLET: ORAL)
CLONOPIN
(TABLET: ORAL)
CLONOPIN
(TABLET: ORAL)
CATAPRES-TTS-1
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)
CATAPRES-TTS-2
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)
IV-28
APPLI ANT NAME
BRISTOL LABS/B-M
TRAVENOL LABS
ABBOTT LABORATORIES
DORSEY LABS/SANDOZ
DORSEY LABS/SANDOZ
PLANTEX/IKAPHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
NDA N .
APPR VAL DATE
18-057
07-18-84
18-519
06-22-82
18-904
05-27-83
18-675
06-28-85
18-298
12-15-82
18-361
03-22-82
17-533
06-04-75
17-533
06-04-75
17-533
06-04-75
18-891
10-10-84
18-891
10-10-84
PATENT N .
EXP. DATE
4177263
12-04-96
4310515
01-12-99
3933999
01-20-93
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
3454701
07-08-86
3454701
07-08-86
Ð•X L IVITY
EXP. DATE
NDF
09-24-86
NC
09-24-86
NC
09-24-86
NDF
06-28-88
NDF
09-24-86
NR
10-10-87
NR
10-10-87



TABLE 11. NDA'S APPROVED FROM I-LBE TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
CLONIDINE CATAPRES-TTS-3 BOEHRINGER INGELHEIM 18-891 3454701 NR
7.5MG (FILM, CONTROLLED RELEASE; 10-10-84 07-08-86 10-10-87
PERCUTANEOUS)
CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701
0.TMG (TABLET; ORAL) 09-03-74 07-08-86
CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701
O.2MG (TABLET; ORAL) 09-03-74 07-08-86
CLONIDINE HYDROCHLORIDE CATAPRES BOEHRINGER INGELHEIM 17-407 3454701
0.3MG (TABLET; ORAL) 09-20-79 07-08-86
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
3.75MG (CAPSULE; ORAL) 06-23-72 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
7.5MG (CAPSULE; ORAL) 06-23-72 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
15MG (CAPSULE; ORAL) 06-23-72 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE SD ABBOTT LABORATORIES 17-105 RE28315
22.5MG (TABLET; ORAL) 03-31-75 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE SD ABBOTT LABORATORIES 17-105 RE28315
11.25MG (TABLET; ORAL) 08-04-76 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
3.75MG (TABLET; ORAL) 03-10-80 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
7.5MG (TABLET; ORAL) 03-10-80 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
15MG (TABLET; ORAL) 03-10-80 06-23-87
CLOTRIMAZOLE LOTRIMIN SCHERING 17-613 3660577
1% (SOLUTION; TOPICAL) 02-03-75 05-02-89
3705172
12-05-89
3839573
10-01-91
IV-29



ACTIVE INGREDIENTTS)
STRENGTHTS)
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
TO0MG
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
T00MG
CLOTRIMAZOLE
500MG
TABLE IV.
TRADE NAME
DAEFRMR ÐŸ
LOTRIMIN
(CREAM: TOPICAL)
GYNE-LOTRIMIN
(CREAM: VAGINAL)
GYNE-LOTRIMIN
(TABLET: VAGINAL)
MYCELEX
(SOLUTION: TOPICAL)
MYCELEX-G
(TABLET: VAGINAL)
MYCELEX-G
(TABLET: VAGINAL)
APPLICANT NAME
SCHERING
SCHERING
SCHERING
MILES PHARMS/MILES
MILES PHARMS/MILES
MILES PHARMS/MILES
NDA NO.
APPR VAL DATE
17-619
03-18-75
18-052
11-08-78
17-717
03-24-76
18-181
01-15-79
18-182
02-27-79
19-069
04-19-85
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT N .
Ð¨
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
EXCLUSIVITY
EXP. DATE
NS
04-19-88



TABLE IV. NDA'S APPROVED FROM I-IgOZETO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTISI TRADE NAÐœÐ• APÐ 11 ANT NAÐœÐ• NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH S TDOSAOE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
CLOTRIMAZOLE MYCELEX MILES PHARMS/MILES 18-183 3839573
1% 1CREAM; TOPICAL) 01-15-79 10-01-91
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE MYCELEX-G MILES PHARMS/MILES 18-230 3839573
1% (CREAM; VAGINAL) 02-16-79 10-01-91
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE MYCELEX MILEs PHARMS/MILES 18-713 3839573 Ð¼Ð¾Ð³
10MG (Ñ‚Ñ€ÐµÑÐ½Ð¸/102ENGE; ORAL) 06-17-83 10-01-91 09-24-86
3705172
12-05-89
3660577
05-02-89
CLOTRIMAZOLE LOTRIMIN SCHERING 18-813 3839573
1% (LOTION; TOPICAL) 02-17-84 10-01-91
_ 3705172
12-05-89
3660577
05402-89
CODEINE PHOSPHATE; PHENERGAN VC W/ CODEINE WYETH LABS/AM80 08-306
PHENYLEPHRINE HYDROCHLORIDE; (SYRUP; ORAL) 04-02-84
PR0METHAZINE HYDROCHLORIDE '
I0MG/5ML; 5MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE; PHENERGAN W/ CODEINE WYETH LABS/AMHO 08-306
PROMETHAZINE HYDROCHLORIDE (SYRUP; ORAL) 04-02-84
I0MG/5ML; 6.25MG/5ML
COOEINE PHOSPHATE; ACTIFEO W/ CODEINE BURROUGHs WELLCOME 12-575
PSEUDOEPHEDRINE HYDROCHLORIDE; (SYRUP; ORAL) 04-04-84
TRIPROLIDINE HYDROCHLORIDE
I0MG/5ML; 30MG/5ML; 1.25MG/5ML
IV-31



TABLE IV. 'NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
APPLICANT NAME NDA N . PATENT N . EXCLOOIVITY
APPR VAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENT TRADE NAME
OTRENGTHTS) (DOSACE FORM; ROOTE)
COLESTIPOL HYDROCHLORIDE
5GM/PACKET
COLESTIPOL HYDROCHLORIDE
500GM/BOT
COPPER
89MG
COPPER
120MG
CR0MOLYN SODIUM
20MG
COLESTID
(GRANULE: ORAL)
COLESTID
(GRANULE: ORAL)
CU-7
(INTRAUTERINE DEVICE:
INTRAUTERINE)
TATUM-T
(INTRAUTERINE DEVICE:
INTRAUTERINE)
INTAL
(CAPSULE: INHALATION)
UPJOHN
UPJOHN
SEARLE PHARMS
SEARLE PHARMS
FISONS
IV-32
17-563
04-04-77
17-563
04-04-77
17-408
02-25-74
18-205
08-16-79
16-990
06-20-73
3692895
09-19-89
3692895
09-19-89
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
O4-29-92
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3957965
05-18-93
I-24
09-24-86
I-24
09-24-86
I-22
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
CR0MOLYN SODIUM
4%
CR0MOLYN SODIUM
4%
CR0MOLYN SODIUM
T0MG/ML
CYCLOBENZAPRINE HYDROCHLORIDE
5MG
CYCLOBENZAPRINE HYDROCHLORIDE
10MG
CYCLOPHOSPHAMIDE
IGM/VIAL
TRADE NAÐœÐ•
TDOÂ§AGE FORM; ROUTE)
NASALCR0M
(SOLUTION; NASAL)
OPTICR0M
(SOLUTION; OPHTHALMIC)
INTAL
(SOLUTION; INHALATION)
FLEXERIL
(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
CYTOXAN
(INJECTABLE; INJECTION)
IV-33
APPLICANT NAME
FISONS
FISONS
FISONS
MS&D/MERCK
MS&D/MERCK
MEAD JOHNSON/B-M
NDA N .
APPR VAI DATE
18-306
03-18-83
18-155
10-03-84
18-596
05-28-82
17-821
08-26-77
17-821
08-26-77
12-142
08-30-82
PATENT N .
EXP. DATE
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
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
3454643
07-08-86
3882246
05-06-92
3454643
07-08-86
3882246
05-06-92
Ð•X 1 11111
Ð•XÐ . DATE
NDF
09-24-86
NDF
10-03-87
I-22
01-19-88
NS
09-24-86



TABLE IV.
ACTIVE INGREDIENTTS)
STRENGTHTS)
CYCLOPHOSPHAMIDE
TGM/VIAL
CYCLOPHOSPHAMIDE
2GM/VIAL
CYTARABINE
TO0MG/VIAL
CYTARABINE
500MG/VIAL
DANTROLENE SODIUM
25MG
DANTROLENE SODIUM
TO0MG
DANTROLENE SODIUM
50MG
DANTROLENE SODIUM
20MG/VIAL
DEFEROXAMINE MESYLATE
500MG/VIAL
DESIPRAMINE HYDROCHLORIDE
25MG
DESIPRAMINE HYDROCHLORIDE
50MG
DESIPRAMINE HYDROCHLORIDE
25MG
Ð¨
(DOSAGE FORM; ROUTE)
NEOSAR
(INJECTABLE: INJECTION)
CYTOXAN
(INJECTABLE: INJECTION)
CYTOSAR-U
(INJECTABLE: INJECTION)
CYTOSAR-U
(INJECTABLE: INJECTION)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE: ORAL)
DANTRIUM
(CAPSULE: ORAL)
DANTRIUM
(INJECTABLE: INJECTION)
DESFERAL MESYLATE
(INJECTABLE: INJECTION)
PERTOFRANE
(CAPSULE: ORAL)
PERTOFRANE
(CAPSULE; ORAL)
NORPRAMIN
(TABLET: ORAL)
APPLICANT NAME
ADRIA LABORATORIES
MEAD JOHNSON/B-M
UPJOHN
UPJOHN
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
CIBA/CIBA-GEIGY
USV LABORATORIES
USV LABORATORIES
MERRELL DOW/DOW CHEM
NDA N .
APPR VAL DATE
87-442
07-08-83
12-142
08-30-82
16-793
06-17-69
16-793
06-17-69
17-443
01-15-74
17-443
01-15-74
17-443
10-10-75
18-264
09-18-79
16-267
04-01-68
13-621
12-18-64
13-621
04-10-68
14-399
11-20-64
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3444294
05-13-86
3444294
05-13-86
3415821
12-10-85
3415821
12-10-85
3415821
12-10-85
3415821
12-10-85
3471476
10-07-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
'Å•' Å•' mr Å•' Â¿Gemma-fum'Â«,A-.Ð¢AÂ¿Ã¬Ã«Ã mmÐ¢_r



TABLE IV. NDA'S APPROVED FROM 1-1â€”82 TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
APPLI ANT NAME NDA NO. PATENT NQ. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENT 5
STRENGTH) S)
TRADE NAME
TDOSAGE FORM; ROUTE)
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
5OMG (TABLET; ORAL) 01-09-67 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
75MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
100MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698
150MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOW/DOW CHEM 14-399 3454698 NS
I0MG (TABLET; ORAL) 02-11-82 07-08-86 09-24-86
3454554
07-08-86
DESMOPRESSIN ACETATE DDAVP ARMOUR PHARM 17-922 3497491
0.01% (SOLUTION; NASAL) 02-21-78 02-24-87
DESMOPRESSIN ACETATE DDAVP ARMOUR PHARM 18-938 3497491 NDF
0.004MG/ML (INJECTABLE; INJECTION) 03-30-84 02-24-87 09-24-86
DESONIDE DESOWEN OWEN LABS/DERM PRODS 19-048
0.05% (CREAM; TOPICAL) 12-14-84
DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-586 NDF
0.05% (GEL; TOPICAL) 03-29-82 09-24-86
DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-594 NDF
0.05% (OINTMENT; TOPICAL) 01-17-85 09-24-86
DESOXIMETASONE TOPICORT HOECHST-ROUSSEL 18-763 NDF
0.25% (OINTMENT; TOPICAL) 09-30-83 09-24-86
(INJECTABLE; INJECTION)
IV-35



ACTIVE INGREDIENTLSI
STRENGTH S
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXTR0METHORPHAN HYDROBR0MIDE:
PR0METHAZINE HYDROCHLORIDE
15MG/5ML; 6.25MG/5ML
DEXTROSE
5GM/100ML
DEXTROSE
60GM/100ML
DEXTROSE
7OGM/100ML
DEXTROSE
60GM/100ML
DEXTROSE
30GM/100ML
DEXTROSE
60GM/100ML
DEXTROSE
60GM/100ML
OEXTROSE
70GM/100ML
T-R_ADE_NLME
DAEFRMR Ð
DECADRON
(TABLET: ORAL)
DEXAMETHASONE
(TABLET: ORAL)
DEXAMETHASONE
(TABLET: ORAL)
PHENERGAN W/ DEXTR0METHORPHAN
(SYRUP; ORAL)
DEXTROSE 5%
IN PLASTIC CONTAINER
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 60%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 30%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 60%
(INJECTABLE: INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
IV-36
APPLICANT NAME
MS&D/MERCK
PAR PHARMACEUTICAL
ROXANE LABORATORIES
WYETH LABS/AMHO
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
NDA N .
APPR VAL DATE
11-664
07-30-82
88-481
11-28-83
88-316
09-15-83
11-265
04-02-84
19-466
07-15-85
17-521
03-26-82
17-521
03-26-82
19-346
01-25-85
19-345
01-26-85
17-995
04-27-78
17-995
09-22-82
18-561
03-23-82
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8â€”31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3729568
04-24-90
3729568
04-24-90
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
NS
09-24-86



TABLE IV. NDA'S APPROVED FRÐžÐœ 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATM
DEXTROSE DEXTROSE â€™ IN PLASTIC ABBOTT LABORATORIES 18-562
4OGMÃTO0ML CONTAIN 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE D OSE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
5OGM/100ML AINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE â€˜ IN PLASTIC ABBOTT LABORATORIES 18-564
2OGM/100ML CONTAINE 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-92
38.5GM/100ML CONTAINER 09-19-
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 3 IN PLASTIC ABBOTT LABORATORIES 19-222
50MG/ML CONTAIN 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; 80MG/1O0ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; T60MG/1O0ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; 80MG/1O0ML CONTAINE 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE IN PLASTIC ABBOTT LABORATORIES 18-82 NC
5GM/100ML; T60MG/1O0ML CONTAINE 09-30- 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; 320MG/100ML CONTAIN 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 1,000 UNITS AM MCGAW/AM HOSP 19-130 NÐ¡
5GM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
C0N
PLASTIC TAINER
(INJECTABLE; INJECTION)
IV-37



IAOLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND CXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 1,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 4,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML; 5,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML; 5,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML; 5,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML: 5,000 UNITS/100ML
DEXTROSE: HEPARIN SODIUM
5GM/100ML: 10,000 UNITS/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
HEPARIN SODIUM 2,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 5,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM
12,500 UNITS
IN DEXTROSE 5%
(INJECTABLE: INJECTION)
HEPARIN SODIUM
12,500 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM
25000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
10,000 UNITS
IN OEXTROSE 5%
(INJECTABLE: INJECTION)
APPLICANT NAME
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
NDA N .
APPROVAL DATE
19-130
12-31-83
19-130
12-31-83
18-814
10-31-83
18-911
01-30-85
19-339
03-27-85
19-339
03-27-85
19-134
03-29-85
18-911
01-30-85
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
NC
09-24-86
NC
09-24-86
NC
09-24-86



TABLE IV. NDA'S APPROVED FROM 1â€”1-82 10 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5
STRENGTH S
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 8O0MG/1O0ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 8O0MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 200MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 400MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 8O0MG/T00ML
BLADE-NNE
TDOSAGE FORM; ROUTE)
HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25.000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAÐœ/AM HOSP
IV-39
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
19-339
03-27-85
18-911
01-30-85
19-339
03-27-85
18-388 Ns
11-05-82 09-24-86
18-461 Ns
02-22-82 09-24-86
18-967 Ns
03-30-84 09-24-86
18-967 Ns
03-30-84 09-24-86
18-967 Ns
03-30-84 09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND CXCLUSIVITY INFORMATION
ACTIVE INGREDIENT TRADE MAME APPLICANT NAÐœÐ• NDA N . PATENT NO. EXCLUSIVITY
STREMGTMTO) D A E E RMâ€™ R TE APPR VAL DATE EXP. DATE EXP. DATE
OEXTROSE; MA8NESI0M CHLORI0E; 1S01Y11 P W/ AM MCGA0/1M HOSP 19-025
P01ASS1UM CHLORI0E; OEXTROSE 5% IN 12-27-84
P01ASSI0M PH0SPH111 DI8ASIC; PLASTIC CONTAINER
SODI0M ACÐ•Ð¢AÐ¢Ð• (INJECTABLE; INJECTION)
5GM/100ML; 3TMG/100ML:
130MG/100ML: 26MG/100ML;
320MG/100ML
DEXTROSE; OXYTOCIN OXYTOCIN 5 USP ABBOTT LABORATORIES 19-185
5GM/100ML; 1 USP UNIT/100ML UNITS IN DEXTROSE 5% 03-29-85
(INJECTABLE: INJECTION)
DEXTROSE: OXYTOCIN OXYTOCIN 10 USP ABBÐžÐ¢Ð¢ LABORATORIES 19-185
5GM/100ML; 1 USP UNIT/100ML UNITS IN OEXTROSE 5% 03-29-85
(INJECTABLE; INJECTION)
DEXTROSE: OXYTOCIN OXYTOCIN 10 USP ABBOTT LABORATORIES 19-185
5GM/100ML; 2 USP UNIT/100ML UNITS IN DEXTROSE 5% 03-29-85
(INJECTABLE: INJECTION)
DEXTROSE: OXYTOCIN OXYTOCIN 20 USP ABBOTT LABORATORIES 19-185
5GM/100ML; 2 USP UNIT/100ML UNITS IN DEXTROSE 5% 03-29-85
(INJECTABLE: INJECTION)
DEXTROSE: POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
5GM/100ML; 75MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE: POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
5GM/100ML; 150MG/100ML POTASSIUM CHLORIDE 0.15% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE: POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
5GM/100ML; 220MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE: POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
5GM/100ML; 300MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
IV-40



MNEW.NMÃšAWNWDWWTJBÃƒWBBPNAWNMBNHHMWWMMENHMAWENWHWWIMWMUW
ACTIVE INGREDIENT 5 TRADE NAME APPLICANT MAME NDA NO. PATENT MD. EXCLUSIVITY
Â§TRENDTHTS) TDUSAUE FORM; RUUTE) APPR VAL DATE EXP. DATE EXP. DATE
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM DExTROSE 5% AND ELECTROLvTE TRAVENOL LABS 18-840
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE; NO 75 IN PLASTIC CONTAINER 06-29-83
$0DI0Ð¼ LACTATE (INJECTABLE; INJECTION)
sGM/10OML; zo5MG/100ML; 100MG/100Ð¼1;
120MG/100M1; 220Ð¼G/100Ð¼1
DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE Ð²Ð¸Ð½Ð¾ IN DEXTROSE 5% 04-05-85
5GÐ¼/100ML; 150Ð¼G/100Ð¼L; 900Ð¼G/100Ð¼1 AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
OEXTROSE; POTASSIUM CHLORIDE; SODIOM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE T0MEO IN OEXTROSE 5% 04-05-85
5GM/100ML; 75MG/100ML; 900MG/100M1 AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE T0MEO IN DExTROSE 5% 04-05-85
5GÐ¼/100M1; 150Ð¼G/100Ð¼1; 900Ð¼G/100Ð¼1 AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
OEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 20MEO IN DEXTROSE 5% 04-05-85
5GÐ¼/100Ð¼1; 150Ð¼G/100Ð¼L; 900MG/100Ð¼1 AND sODIuM CHLORIDE
0.92 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIuM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE zOMEO IN DExTROSE 5% 04-05-85
5GÐ¼/100Ð¼L; 300Ð¼G/100Ð¼L; 900MG/100Ð¼1 AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE S0MEO IN DEXTROSE 5% 04-05-85
5GM/100ML; 224MG/100ML; 900MG/100ML
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-41



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSI
STRENGTH S
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 150MG/1O0ML; 450MG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 450MG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 450MG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 450MG/100ML
DEXTROSE: POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML: 150MG/100ML; 200MG/100ML
TRADE NAME
(DOSACE FORM; ROUTE)
POTASSIUM CHLORIDE
40MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
T0MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
T5MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
40MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
T0MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
IV-42
APPLICANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
LABS
Ð©
APPROVAL DATE
19-308
04-05-85
18-566
02-10-83
18-566
02-10-83
18-566
02-10-83
18-566
02-10-83
18-566
02-10-83
18-566
02-10-83
18-567
02-16-83
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE



T_A_BLE IV. NDA'S APPROVED FROM 1-1-0210 8-31-85 AND NDA'S NITH APPROPRIATEl PATENT AND EXCLUSIVITY INFURMATIUN
ACTIVE INGREDIENT
STRENGTHTS)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/1O0ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MÃŸ/TO0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/1O0ML; 330MG/1O0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/1O0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/T00ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/TO0ML
TRADE NAME
Ð®AÐ•FRÐœRÐžÐ
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
T5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)Ð¢
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
T0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-43
APPLI ANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
LABS
PATENT NU.
EXP. DATE
NDA NU.
APPROVAL DATE
18-567
02-16-83
18-567
02-16-83
18-567
02-16-83
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
EXCL IVITY



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENOTHTS)
DEXTROSE: POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE: POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/1O0ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE; THEOPHYLLINE
5GM/100ML; 40MG/1O0ML
DEXTROSE: THEOPHYLLINE
5GM/100ML; 40MG/1O0ML
OEXTROSE: THEOPHYLLINE
5GM/100ML; 80MG/100ML
DEXTROSE: THEOPHYLLINE
5GM/100ML; 80MG/100ML
DEXTROSE: THEOPHYLLINE
5GM/100ML; 160MG/100ML
DEXTROSE: THEOPHYLLINE
5GM/100ML; 160MG/100ML
TRADE NAME
DAEFRMR N
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 5%. SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
40MEO IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
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)
IV-44
APPLI ANT NAME
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
NDA NO.
APPR VAL DATE
PATENT NO.
EXP. DATE
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
EXCLUSIVITY



TABLE IV. _NDA'S APPROVED FROM )M12 TO B-B1-BBANU NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFURMATIUN
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
BGM/1O0ML; 200MG/100ML DEXTROSE 5% 12-14-84
` IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.2% AM MCGAÐ˜/AM HOSP 19-212
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 11-07-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/100ML; 4O0MG/100ML DEXTROSE 5% 12-14-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.4% AM MCGAW/AM HOSP 19-212
5GM/100ML; 4O0MG/TO0ML AND DEXTROSE 5% 11-07-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 4O0MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 80MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 160MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 200MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
IV-45



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTHTS)
DIATRIZOATE
MEGLUMINE
30%
DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
52%: 8%
DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
66%; 10%
DIAZEPAM
2MG
DIAZEPAM
5MG
DIAZEPAM
10MG
DIAZEPAM
5MG/ML
DIAZEPAM
15MG
DIAZOXIDE
15MG/ML
DICYCL0MINE HYDROCHLORIDE
T0MG
DICYCL0MINE HYDROCHLORIDE
20MG
TRADE NAME
TDOSAGE FORM; ROOTE)
RENO-M-DIP
(INJECTABLE; INJECTION)
RENOGRAFIN-60
(INJECTABLE; INJECTION)
RENOGRAFIN-76
(INJECTABLE: INJECTION)
VALIUM
(TABLET: ORAL)
VALIUM
(TABLET: ORAL)
VALIUM
(TABLET: ORAL)
VALIUM
(INJECTABLE: INJECTION)
VALRELEASE
(CAPSULE, CONTROLLED
RELEASE: ORAL)
HYPERSTAT
(INJECTABLE: INJECTION)
BENTYL
(CAPSULE: ORAL)
BENTYL
(CAPSULE: ORAL)
APPLI ANT NAME
ER SOU1BB AND SONS
ER SOUIB8 AND SONS
ER SOU1BB AND SONS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
SCHERING
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
NDA N .
APPR VAL DATE
10-040
01-08-60
10-040
08-29-74
10-040
10-27-72
13-263
11-15-63
13-263
11-15-63
13-263
11-15-63
16-087
08-24-66
18-179
03-12-81
16-996
01-22-73
07-409
10-15-84
07-409
10-15-84
PATENT NO.
EXP. DATE
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
EXCLOSIVITY
EXP. DATE
I-7; I-8
09-24-86
I-8
09-24-86
I-5
09-24-86
I-1
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S VITH APPROPRIATE PATENT AND EXCL IVITY INFORMATI N
ACTIVE INGREDIENT S
STRENGTH S
DICYCL0MINE HYDROCHLORIDE
T0MG/ML
DICYCL0MINE HYDROCHLORIDE
I0MG/5ML
DIFLORASONE DIACETATE
0.05%
DIFLORASONE DIACETATE
0.05%
DIFLORASONE DIACETATE
0.05%
DIFLORASONE DIACETATE
0.05%
DIFLUNISAL
250MG
DIFLUNISAL
500MG
DIGOXIN
O.2MG
DIGOXIN
0.05MG
DIGOXIN
0.15MG
DIGOXIN
0.TMG
DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/O.5ML; 2500 UNITS/0.5ML;
5.33MG/0.5ML
TRADE NAME
TDOSAEE FURM; RUUTE)
BENTYL
(INJECTABLE; INJECTION)
BENTYL
(SYRUP; ORAL)
FLORONE
(CREAM; TOPICAL)
FLORONE
(OINTMENT; TOPICAL)
DIFLORASONE DIACETATE
(CREAM; TOPCIAL)
DIFLORASONE DIACETATE
(OINTMENT; TOPCIAL)
DOLOBID
(TABLET; ORAL)
DOLOBID
(TABLET; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
EMBOLEX
(INJECTABLE; INJECTION)
APPLI ANT NAME
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
UPJOHN
UPJOHN
UPJOHN
UPJOHN
MS&D/MERCK
MS&D/MERCK
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
SANDOZ PHARMS/SANDOZ
NDA NO.
APPROVAL DATE
08-370
10-15-84
07-961
10-15-84
17-741
09-14-77
17-994
03-01-78
19-259
08-28-85
19-260
08-28-85
18-445
04-19-82
18-445
04-19-82
18-118
07-26-82
18-118
07-26-82
18-118
09-24-84
18-118
07-26-82
18-885
11-30-84
PATENT NU.
EXP. DATE
3980778
09-14-93
3980778
09-14-93
3980778
09-14-93
3980778
09-14-93
3714226
08-01-89
3674870
07-04-89
3714226
08-01-89
3674870
07-04-89
4088750
05-09-95
4088750
05-09-95
4088750
05-09-95
4088750
05-09-95
4451458
05-29-01
4402949
09-06-00
EXCLUSIVITY
EXP. DATE
NCE
04-19-92
NCE
04-19-92
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
NDF
09-24-86
NC
11-30-87



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGRCDIENTLSI TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EX L IVITY
STRENGTH S D A E F RMâ€™ R TE APPR VAL DATE EXP. DATE EXP. DATE
D1HYDR01RG01AMIN1 MESYL11E; 1MB01EX SA0D02 PHARMS/S1ND02 18-885 4451458 NC
H1P1RIN SODIUM; 1ID0C1IN1 HYDR0CHLORI01 (INJECTABLE; INJECTION) 11-30-84 05-29-01 11-30-87
000 UN1TS/0.7ML;
0.5MG/0.7ML; 5
7.46MG/0.7ML
4402949
09-06-00
DILTIAZEM HYDROCHLORIDE CARDIZEM MARION LABORATORIES 18-6 3562257 NCE
30MG (TABLET: ORAL) 11-0 - 02-09-88 11-05-92
DILTIAZEM HYDROCHLORIDE CARDIZEM MARION LABORATORIES 18-6 3562257 NCE
60MG (TABLET: ORAL) 11-0 - 02-09-88 11-05-92
DIMETHYL SULFOXIDE RIMSO-50 RESEARCH INDUSTRIES 17-7 3549770
50% (SOLUTION: URETHRAL) 04-0 - 12-22-87
DINOPROST TR0METHAMINE PROSTIN F2 ALPHA UPJOHN 17- 3657327
Ð•O 5MG BASE/ML (INJECTABLE: INJECTION) 11- - 3 04-18-87
3706789
12-19-89
3778506
12-11-90
UPJOHN
DINOPROSTONE
20MG
DIPIVEFRIN HYDROCHLORIDE
0.1%
PROSTIN E2
(SUPPOSITORY: VAGINAL)
PR E
(S ION: OPHTHALMIC)
ALLERGAN PHARMS
17-810
08-23-77
18-239
05-02-80
3899587
08-12-92
3598858
08-10-88
3839584
10-01-91
3809714
05-07-91
DISOPYRAMIDE PHOSPHATE NORPACE CR SEARLE/SEARLE PHARMS 18-655 NDF
EO T00MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86
RELEASE; ORAL)
DISOPYRAMIDE PHOSPHATE NORPACE CR SEARLE/SEARLE PHARMS 18-655 NDF
EO 150MG BASE (CAPSULE, CONTROLLED 07-20-82 09-24-86
RELEASE: ORAL)
DIVALPROEX SODIUM DEP TE ABBOTT LABORATORIES 18-72 NE
Ð•O 250MG BASE 03-10- 09-24-86
(TA T, ENTERIC COATED;
ORAL)
IV-48



' 1ÐÐ’1Ð• IV.
ACTIVE INGREDIENTLSI
STRENOTHTS)
DIVALPROEX SODIUM
EO 500MG BASE
DOBUTAMINE HYDROCHLORIDE
EO 250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE
80MG/ML
DOPAMINE HYDROCHLORIDE
80MG/ML
DOPAMINE HYDROCHLORIDE
40MG/ML
DOPAMINE HYDROCHLORIDE
40MG/ML
DOXEPIN HYDROCHLORIDE
EO 25MG BASE
DOXEPIN HYDROCHLORIDE
EO 5OMG BASE
DOXEPIN HYDROCHLORIDE
EO I0MG BASE
DOXEPIN HYDROCHLORIDE
EO 100MG BASE
BOXEPIN HYDROCHLORIDE
EO 75MG BASE
OOXEPIN HYDROCHLORIDE
EO T5OMG BASE
DOXEPIN HYDROCHLORIDE
EO 10Ð¼G BASE
TRADE NAME
TDOOAOE FORM; ROUTE)
DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)
DOBUTREX
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
SINEOUAN
(CAPSULE;
SINEOUAN
(CAPSULE;
SINEOUAN
(CAPSULE;
SINEOUAN
(CAPSULE;
SINEOUAN
(CAPSULE;
SINEOUAN
(CAPSULE;
ADAPIN
(CAPSULE;
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
APPLI ANT NAME
ABBOTT LABORATORIES
ELI LILLY
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
BRISTOL LABS/B-M
ASTRA PHARM PRODS
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PENNWALT PHARM
NDA NO.
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
18-723
03-10-83
17-820 3987200
07-18-78 10-19-93
18-132
07-09-82
18-398
03-22-82
18-549
03-11-83
18-656
06-28-83
16-798 3420851
09-23-69 01-07-86
16-798 3420851
09-23-69 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
03-31-75 01-07-86
16-798 3420851
06-04-76 01-07-86
16-798 3420851
03-15-78 01-07-86
16-987 3420851
01-31-72 01-07-86
EXCLUSIVITY
Ð¨
NÐ•
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
IV-50
ACTIVE INGREDIENTIS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH S DOSAGE Ð• RMâ€™ R UTE AOEROOAL-OATC CXEL-OATO EXBL-OATC
D0X1PI0 HYDR0CHLORI01 AD1PI0 PE0NWA11 PH1RM 16-987 3420851
10 25MG B151 (CAPSU1E; ORAL) 01-31-72 01-07-86
D0X1810 0YDR0CHLORI01 AD1PIN PENNWA11 PHARM 16-987 3420851
EO 50MG BA91 (CAPSULE; ORAL) 01-31-72 01-07-86
D0X1PI0 HYDR0CH10RI01 AD1PI0 PE0NWA11 PHARM 16-987 3420851
EO 100M8 BA91 (CAPSULE; ORAL) 12-12-77 01-07-86
D0X1PI0 HYDR0CH10RI01 1DAPI0 PE0NWA11 PHARM 16-987 3420851
â€š EO 75MG BA91 (CAPSULE; 0RAL) 04-15-80 01-07-86
D0X1PI0 HYDR0CHLORI01 SI01OUA0 PFIZER LABS/PFIZER 17-516 3420851
EO 10M8 BA91/ML (C0NC1NTR11E; OR1L) 03-11-74 01-07-86
DR0N1BIN01 MARI001 UN1M1D 18-651 NCE
2.5MG (CAPSU1E; 0RAL) 05-31-85 05-31-90
DR001BIN01 MARIN01 UN1M1D 18-851 NCE
5MG (CAPSU1E; 0RA1) 05-31-85 05-31-90
DR0N1BIN01 MARI001 UN1M1D 18-651 NCE
10M8 (CAPSU1E; 0RAL) 05-31-85 05-31-90
1C0N12011 N11RA11 SPECT12011 ORTHO PHARMACEUTICAL 18-751 3717655 NCE
1% (CR11M; 10PI61L) 12-23-82 02-20-90 12-23-92
3839574
10-01-91
EN11URANE 1THRANE AN1OUES1/B0C 17-087 3469011
99.9% (11OUID; INHALATION) 08-28-72 09-23-86
3527813
09-08-87
1P1N18HRIN1; 11ID0C11NE HYDR0CH10RID1 DURANE91 AS1RA PHARM PRODS 17-751 3862321
0.005MG/ML; 0.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92
3812147
05-21-91



TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXOLUOIVITY INFORMATION
ACTIVE INGREDIENT TRADE NAÐœÐ• APÐ 11 ANT NAME NDA NO. PATENT NO. EX L IVITY
STRENOTMTÂ§) TDOSAOE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE OURANEST ASTRA PHARM PRODS 17-751 3862321
0.005MG/ML; 12 (INJECTABLE; INJECTION) 08-30-76 01-21-92
3812147
05-21-91
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE OURANEST ASTRA PHARM PRODS 17-751 3862321
0.005Ð¼G/Ð¼L; 1.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92
3812147
05-21-91
ERGOLOID MESYLATES HYDERGINE LC SANDOZ PHARMS/SANDOZ 18-706 4366145 Ð¼Ð¾Ð³
1MG (CAPSULE; ORAL) 01-18-83 12-28-99 09-24-86
ERGOLOID MESYLATES HYDERGINE SANDOZ PHARMS/SANDOZ 18-418 4138565
TMG/ML (SOLUTION; ORAL) 01-30-81 02-06-96
ESTRADIOL ESTRACE MEAO JOHNSON/B-M 86-069 4436738 Ð¼Ð¾Ð³
0.01% (CREAM; VAGINAL) 01-31-84 03-13-01 09-24-86
ESTROGENS, CONJUGATED PREMARIN AYERST LABS/AMHO 04-782 NS
0.9M@ (TABLET; ORAL) 01-26-84 09-24-86
ETHINYL ESTRADIOL; LEVONORGEsTREL NOROETTE-zT WYETM LABS/AMRO 18-668 3666858 NC
0.03MG; 0.T5MG (TABLET; ORAL-2T) 05-10-82 05-30-89 09-24-86
3850911
11-26-91
3959322
11-26-91
ETHINYL ESTRADIOL; LEVONORGESTREL NORBETTE-2s WYETH LABS/AMRO 18-782 3666858 NC
0.03MG; 0.15Ð¼G (Ð¢AB1Ð•Ð¢; ORAL-2a) 07-21-82 05-30-89 09-24-86
3850911
11-26-91
3959322
11-26-91
1\/-51



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATCNT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT
OTRENGTHTO)
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG: 0.05MG
0.04MG: 0.075MG
0.03MG: 0_125MG
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG: 0.05MG
0.04MG: 0.075MG
0.03MG: 0.125MG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG, 0.75MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG, 0.75MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG: 0.5MG AND TMG
ETHINYL ESTRADIOL; NORGESTREL
0.05MG: 0.5MG
TRADE NAME
(DOOAOE FORM; ROUTE)
TRIPHASIL-28
(TABLET: ORAL-28)
TRIPHASIL-2T
(TABLET: ORAL-21)
ORTHO-NOVUM 10/11-21
(TABLET: ORAL-21)
ORTHO-NOVUM 10/11-28
(TABLET: ORAL-28)
TRI-NORINYL 21-DAY
(TABLET: ORAL-21)
TRI-NORINYL 28-DAY
(TABLET: ORAL-28)
ORTHO-NOVUM 7/7/7-21
(TABLET: ORAL-21)
ORTHO-NOVUM 7/7/7-28
(TABLET: ORAL-28)
ORTHO-NOVUM 7/14-21
(TABLET: ORAL-21)
ORTHO-NOVUM 7/14-28
(TABLET: ORAL-28)
OVRAL
(TABLET: ORAL-21)
IV-52
APPLI ANT NAME
WYETH LABS/AMHO
WYETH LABS/AMHO
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
SYNTEX (FP)
SYNTEX (FP)
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
WYETH LABS/AMHO
NDA O.
APPR VAL DATE
19-190
11-01-84
19-192
11-01-84
18-354
01-11-82
18-354
01-11-82
18-977
04-13-84
18-977
04-13-84
18-985
04-04-84
18-985
04-04-84
19-004
04-04-84
19-004
04-04-84
16-672
04-16-68
PATENT N .
EXP. DATE
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
4390531
06-28-00
4390531
06-28-00
4530839
07-23-02
4530839
07-23-02
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
EXCL IVITY
EXP. DATE
NS
11-01-87
NS
11-01-87
D-5
09-24-86
D-5
09-24-86
D-6
09-24-86
D-6
09-24-86
D-3
09-24-86
D-3
09-24-86
D-4
09-24-86
D-4
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; O.3MG
ETIDOCAINE HYDROCHLORIDE
0.5%
ETIDOCAINE HYDROCHLORIDE
1%
ETIDRONATE DISODIUM
200MG
TRADE NAME
TDOSAGE FORM; ROUTE)
OVRAL-Z8
(TABLET; ORAL-28)
LO/OVRAL
(TABLET; ORAL-21)
LO/OVRAL-28
(TABLET; ORAL-28)
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
DIDRONEL
(TABLET; ORAL)
APPLI ANT NAME
WYETH LABS/AMHO
WYETH LABS/AMHO
WYETH LABS/AMHO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
NORWICH EATON/P&G
IV-53
NDA N .
APPR VAL DATE
16-806
11-26-68
17-612
03-17-75
17-802
03-16-76
17-751
08-30-76
17-751
08-30-76
17-831
09-01-77
PATENT .
111111111
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
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
08-05-97
4137309
01-30-96
3683080
08-08-89
Ð•X 1 11111
EXP. DATE



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH S
ETIDRONATE DISODIUM
400MG
ETOMIDATE
2MG/ML
ETOPOSIDE
20MG/ML
FENFLURAMINE HYDROCHLORIDE
60MG
FENOPROFEN CALCIUM
EO 300MG BASE
FENOPROFEN CALCIUM
EO 200MG BASE
FENOPROFEN CALCIUM
EO 600MG BASE
FENTANYL CITRATE
EO 0.05MG BASE/ML
FENTANYL CITRATE
EO 0.05MG BASE/ML
FLUMETHASONE PIVALATE
0.03%
FLUNISOLIDE
0.025MG/INH
Ð¨
TDOSACE FORM; ROUTE)
DIDRONEL
(TABLET: ORAL)
AMIDATE
(INJECTABLE: INJECTION)
VEPESID
(INJECTABLE: INJECTION)
PONDIMIN
(TABLET, CONTROLLED
RELEASE: ORAL)
NALFON
(CAPSULE: ORAL)
NALFON 200
(CAPSULE: ORAL)
NALFON
(TABLET: ORAL)
FENTANYL CITRATE
(INJECTABLE; INJECTION)
FENTANYL
(INJECTABLE; INJECTION)
LOCORTEN
(CREAM: TOPICAL)
BRONALIDE
(AEROSOL; INHALATION)
IV-54
APPLICANT NAME
NORWICH EATON/P&G
ABBOTT LABORATORIES
BRISTOL LABS/B-M
AH ROBINS
DISTA PRODS/LILLY
DISTA PRODS/LILLY
DISTA PRODS/LILLY
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
CIBA/CIBA-GEIGY
SYNTEX LABS/SYNTEX
-VÐ¢Ð¢,Ã¬._Ð¢Ð¢ . '
Ð™ÑŒÑ†-Ðª15Ð0Ñ†2Ð¼ â€šÑ‰Ð¸ \â€”â€º..â€š..;.
Ð©
APPROVAL DATE
17-831
07-06-84
18-227
09-07-82
18-768
11-10-83
16-618
07-27-82
17-604
03-16-76
17-604
10-15-80
17-710
03-16-76
19-115
01-12-85
19-101
07-11-84
16-379
09-16-69
18-340
08-17-84
NDA'S APPROVCO FROM 1-1-OZ TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
3524844
08-18-87
3600437
08-17-88
3600437
08-17-88
3600437
08-17-88
3499016
03-03-87
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NCÐ•
09-07-92
NCÐ•
11-10-93
NDF
09-24-86
NDF
09-24-86



T-A-BLE IV. NDA'S APPROVED FROM 1-1-82 TO O-O1-OO AND NDA'O NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 18-849 NDF
0.05% (SOLUTION; TOPICAL) 04-06-84 09-24-86
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-908 3888995
0.05% (CREAM; TOPICAL) 06-30-71 07-13-88
3592930
07-13-88
FLUOCINONIDE VASODERM K-LINE PHARMS 19-117
0.05% (CREAM; TOPICAL) 06-26-84
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-909 4017615
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12-94
FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SOUIBB AND SONS 16-727 3394131
25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85
FLUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER SOU1BB AND SONS 16-110 3394131
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85
FLURANDRENOLIDE CORDRAN DISTA PRODS/LILLY 16-455 3632740
0.004MG/SO CM (Ð¢APÐ•; TOPICAL) 07-29-69 01-04-89
FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
15MG (CAPSULE; ORAL) 04-07-70 02-23-99
FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
30MG (CAPSULE; ORAL) 04-07-70 02-23-99
FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
20MG (TABLET; ORAL) 05-14-82
FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
40MG (TABLET; ORAL) 05-14-82
FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
40MG (TABLET; ORAL) 02-10-83
FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84
FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 11-30-83
IV-55



ACTIVE INGREDIENT S
STRENGTH S
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
80MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
80MG
FUROSEMIDE
I0MG/ML
FUROSEMIDE
I0MG/ML
FUROSEMIDE
80MG
FUROSEMIDE
10MG/ML
FUROSEMIDE
T0MG/ÐÐ•
FUROSEMIDE
T0MG/ML
FUROSEMIDE
40MG
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO O-B1-BS AND NDA'S NITH APPROPRIATE PATENT ANOCCXCLUSIVITY INFORMATION
TRADE NAME
TDOSAOE FORM; ROOTE)
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)
FUROSEMIDE
(TABLET: ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(TABLET: ORAL)
IV-56
APPLI ANT NAME
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
LYPH0MED
CORD LABORATORIES
NATCON
ABBOTT LABORATORIES
WYETH LABS/AMHO
DRUMMER/PHOENIX
NDA N .
APPR VAL DATE
18-413
11-30-83
18-415
07-27-82
18-415
07-27-82
18-415
11-26-84
18-419
01-31-83
18-419
01-31-83
18-419
11-13-84
18-420
02-26-82
18-507
07-30-82
18-569
08-14-84
18-579
11-30-83
18-667
05-28-82
18-670
07-20-82
18-750
07-30-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE



ACTIVE INGREDIENTLSI
STRENGTHTS)
FUROSEMIDE
20MG
SÐ•MIDÐ•
G
FUROSEMIDE
40MG
FUROSEMIDE
20MG
FUROSEMIDE
40MG
SÐ•MI0Ð•
G
SEMIDE
G
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
Ð—0MG
FUROSEMIDE
I0MG/ML
FUROSEMIDE
T0MG/ML
FUROSEMIDE
T0MG/ML
FUROSEMIDE
I0MG/ML
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
LASIX
(TABLET; ORAL)
LA
(T T; ORAL)
LASIX
(TABLET; ORAL)
LASIX
(SOLUTION; ORAL)
LASIX
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
IV-57
APPLICANT NAME
INTL MEDICATION SYS
INTL MEDICATION SYS
BARR LABORATORIES
ROXANE LABORATORIES
ROXANE LABORATORIES
KALAPHARM
KALAPHARM
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
INVENEX LABS/LIFE
INVENEX LABS/LIFE
NDA NO.
APPR VAL DATE
18-753
02-28-84
18-7
02-2 -
18-7
11-2 -
18-82
11-10-
18-823
11-10-83
18-868
06-28-83
18-8
06-2 -
16-2
05-0 -
16-273
07-01-66
16-273
04-24-78
17-688
03-08-77
16-3
03-2 -
18-90
05-22-
19-036
08-13-84
TABLE IV. NDA'S APPROVED FROM 1-1-OEâ€ž-TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXELUSIVITY INFORMATION
PATENT N .
Ð¨
4779
-13-99
4324779
04-13-99
4324779
04-13-99
4779
-13-99
4324779
04-13-99
Ð•X 1 11111
Ð¨



TABLE IV.
ACTIVE INGREDIENTLS)
STRENGTH(S)
GEMFIBROZIL
200MG
GEMFIBROZIL
300MG
GLIPIZIDE
5MG
GLIPIZIDE
T0MG
GLYBURIDE
1.25MG
GLYBURIDE
2.5MG
GLYBURIDE
5MG
TRADE NAME
TDOSACE FORM; ROOTE)
LOPID
(CAPSULE: ORAL)
LOPID
(CAPSULE: ORAL)
GLUCOTROL
(TABLET: ORAL)
GLUCOTROL
(TABLET: ORAL)
MICRONASE
(TABLET: ORAL)
MICRONASE
(TABLET: ORAL)
MICRONASE
(TABLET: ORAL)
Ð¨
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
ROERIG/PFIZER
ROERIG/PFIZER
UPJOHN
UPJOHN
UPJOHN
NDA'S APPROVED FROM 1-1-82 TO 8â€”31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NDA N . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-422 3674836
12-21-81 07-04-89
18-422 3674836
12-21-81 07-04-89
17-783 3669966 NCE
05-08-84 04-21-92 05-08-94
17-783 3669966 NCE
05-08-84 04-21-92 05-08-94
17-498 3426067 NCE
05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
17-498 3426067 NCE
05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
17-498 3426067 NCE
05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT ANO-EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLI ANT NAME NDA NO. PATENT NO. EXCLUSIVITY
Â§TRENGTH(Â§) (DOSAGE FORM; ROUTE) 'APPR VAL DATE EXP. DATE EXP. DATE
GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCÐ•
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCÐ•
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCÐ•
Ð•O O.1MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92
4110438
08-29-95
IV-59



TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE
EO 0.2MG BASE/VIAL (INJECTABLE: INJECTION) 09-30-82 03-30-93 09-30-92
4110438
08-29-95
GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE
EO 0.5MG BASE/VIAL (INJECTABLE: INJECTION) 09-30-82 03-30-93 09-30-92
4110438
08-29-95
GONADOTROPIN, CHORIONIC CHORIONIC GONADOTROPIN CARTER-GLOGAU LABS 17-016
2,000 UNITS/VIAL (INJECTABLE: INJECTION) 12-27-84
GONADOTROPIN, CHORIONIC CHORIONIC GONADOTROPIN CARTER-GLOGAU LABS 17-016
15,000 UNITS/VIAL (INJECTABLE: INJECTION) 02-15-85
GUANABENZ ACETATE WYTENSIN WYETH LABS/AMHO 18-587 3658993 NCE
EO 4MG BASE (TABLET: ORAL) 09-07-82 04-25-89 09-07-92
GUANABENZ ACETATE WYTENSIN WYETH LABS/AMHO 18-587 3658993 NCE
EO 8MG BASE (TABLET: ORAL) 09-07-82 04-25-89 09-07-92
GUANADREL SULFATE HYLOREL UPJOHN 18-104 3547951 NCE
I0MG (TABLET: ORAL) 12-29-82 12-15-87 12-29-92
GUANADREL SULFATE HYLOREL UPJOHN 18-104 3547951 NCE
25MG (TABLET: ORAL) 12-29-82 12-15-87 12-29-92
HALAZEPAM PAXIPAM SCHERING 17-736 3429874
20MG (TABLET: ORAL) 09-24-81 02-25-86
HALAZEPAM PAXIPAM SCHERING 17-736 3429874
40MG (TABLET: ORAL) 09-24-81 02-25-86
IV-60



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 8-31-85 AND NOA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N . PATENT NO. EX L IVITY
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
0.5MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM I 15-921 3438991
1MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
2MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
5MG (TABLET; ORAL) O4-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
10MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 NS
20MG (TABLET; ORAL) 02-02-82 04-15-86 09-24-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-922 3438991
EO 2MG BASE/ML (CONCENTRATE; ORAL) 04-12-67 04-15-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-923 3438991
Ð•O 5MG BASE/ML (INJECTABLE; INJECTION) 05-18-71 04-15-86
HEPARIN SODIUM HEPARIN LOCK FLUSH INVENEX LABS/LIFE 17-029
10 UNITS/ML (INJECTABLE; INJECTION) 05-06-82
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-911
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-30-85
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-916
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-31-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5,000 UNITS/100ML; 450MG/100ML IN SODIUM CHLORIDE 0.45% 01-31-84
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-61



Ð¨Ð•Ð• IV. NDA'S APPROVED FROM 1-1-OZ Ð¢Ðž BO1-85 ANDLNDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH) S)
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM: SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE: INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 2000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 2000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
AM MCGAW/AM HOSP
TRAVENOL LABS
IV-62
NDA NO.
APPROVAL DATE
18-916
01-31-84
18-911
01-30-85
18-916
01-31-84
18-916
01-31-84
19-042
03-29-85
18-609
04-28-82
19-042
03-29-85
18-609
04-28-82
- Ñ
T I â€ž1_-_xian
PATENT NO.
EXP. DATE
.ÑŠÑ‰Ð¼ÑÑ‰Ñ‰Ð» == -â€š _ Ð¢Ð¢ _;.Ð¸_.:.â€š
EXCLOSIVITY
EXP. DATE
_ 1'., Ð¢
VÐ¢Ñ‘Ñ‰-2.â€œ â€žÐ´ â€š Ð¢ Ð¢=,â€œ,Ð¢,' _, Ð´Ð¼}



TABLE IV. NDA'S APPROVED FROM 1-I-BE..TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSI
STRENGTHTS)
HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 9O0MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; Q00MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 9O0MG/T00ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100M1
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 9O0MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 9O0MG/100ML
TRADE NAME
TDOSAGE FORM; ROUTE)
HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
IV-63
APPLICANT NAME
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
PATENT NO.
EXP. DATE
NDA NO.
APPROVAL DATE
18-609
04-28-82
18-916
01-31-84
19-042
03-29-85
18-916
01-31-84
19-135
03-29-85
18-916
01-31-84
18-911
01-30-85
18-911
01-30-85
18-911
01-30-85
EXCLUSIVITY



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRAD NAME
DAEFRMR Ð
APPLI ANT NAME NDA NO. PATENT NO. EX L IVITY
APPR VAL DAÐ¢Ð• Ð•XÐ . DAÐ¢Ð• Ð•XÐ . DAÐ¢Ð•
ACTIVE INGREDIENT
STRENGTHTS)
HEPARIN SODIUM: SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/1O0ML
HEPARIN SODIUM 25,000 UNITS ABBOTT LABORATORIES 18-916
IN SODIUM CHLORIDE 0.9% 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 NC
METOPROLOL TARTRATE (TABLET: ORAL) 12-31-84 04-08-92 12-31-87
25MG: 50MG 3998790
12-21-93
HYDROCHLOROTHIAZIDE: LOPRESSOR HCT 100/25 GEIGY/CIBA-GEIGY 18-303 3876802 NC
METOPROLOL TARTRATE (TABLET: ORAL) 12-31-84 04-08-92 12-31-87
25MG; T00MG 3998790
12-21-93
HYDROCHLOROTHIAZIDE: LOPRESSOR HCT 100/50 GEIGY/CIBA-GEIGY 18-303 3876802 NC
METOPROLOL TARTRATE (TABLET: ORAL) 12-31-84 04-08-92 12-31-87
50MG; T00MG 3998790
12-21-93
HYDROCHLOROTHIAZIDE: INDERIDE LA 80/50 AYERST LABS/AMHO 19-059
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07-03-85
50MG; 80MG RELEASE: ORAL)
HYDROCHLOROTHIAZIDE: INDERIDE LA 120/50 AYERST LABS/AMHO 19-059
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07-03-85
50MG; T20MG RELEASE: ORAL)
HYDROCHLOROTHIAZIDE: INDERIDE LA 160/50 AYERST LABS/AMHO 19-059
PROPRANOLOL HYDROCHLORIDE (CAPSULE, CONTROLLED 07-03-85
50MG; TÐ±OMG RELEASE: ORAL)
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE TIMOLIDE MS&D/MERCK 18-061 3655663
25MG: T0MG (TABLET: ORAL) 12-11-81 04-11-89
4238485
12-09-97
HYDROCHLOROTHIAZIDE: TRIAMTERENE MAXZIDE MYLAN PHARMS 19-129 4444769 NS
50MG; 75MG (TABLET: ORAL) 10-22-84 04-24-01 10-22-87



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NOA'S NITH APPROPRIATE PATENT AND EXELUOIVITY INFORMATION
STRENGTH S D A E F RMâ€™ ROUTE APPR VAL DATE Ð© Ð¨
HYDROCORTISONE ACETATE CORTIFOAM REEDBCARNRICK PHARMS 17-351 NDF
10% (AEROSOL; RECTAL) 02-10-82 09-24-86
HYDROCORTISONE BUTYRATE LOCOID OWEN LABS/DERM PRODS 18-795 NP
0.1% (CREAM; TOPICAL) 01-07-83 09-24-86
HYDROCORTISONE BUTYRATE LOCOID OWEN LABS/DERM PRODS 19-106 NP
0.1% (OINTMENT; TOPICAL) 07-03-84 09-24-86
HYDROCORTISONE VALERATE WESTCORT WESTWOOD PHARMS 18-726 NDF
0.2% (OINTMENT; TOPICAL) 08-08-83 09-24-86
HYDR0MORPHONE HYDROCHLORIDE DILAUDID-HP KNOLL PHARMACEUTICAL 19-034 NCÐ•
T0MG/ML (INJECTABLE; INJECTION) 01-11-84 01-11-94
HYDROXYUREA HYDREA ER SOUIBB AND SONS 16-295 3968249
500MG (CAPSULE; ORAL) 12-07-67 07-06-93
IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 I-2
300MG (TABLET; ORAL) 09-19-74 09-24-86
IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 I-2
4O0MG (TABLET; ORAL) 09-19-74 09-24-86
IBUPROFEN MOTRIN UPJOHN MANUFACTURING 17-463 I-2
600MG (TABLET; ORAL) 03-09-79 09-24-86
IBUPROFEN RUFEN BOOTS PHARMACEUTICAL 18-197 I-2
400MG (TABLET; ORAL) 05-19-81 09-24-86
IBUPROFEN RUFEN BOOTS PHARMACEUTICAL 18-197 I-2
600MG (TABLET; ORAL) 03-05-84 09-24-86
1NDAPAMI0Ð• LOZOL USV PHARMACEUTICAL 18-538 3565911 NCE
2.5MG (TABLET; ORAL) 07-06-83 02-23-88 07-06-93
IND0METHACIN INDOCIN MS&D RES LABS/MERCK 17-814 3644630 NDF
50MG (SUPPOSITORY; RECTAL) 08-13-84 02-22-89 09-24-86
3849549
11-19-91
IV-65



A TIVE IN REDIENT S
STRENGTHTS)
IND0METHACIN
75MG
IND0METHACIN
25MG
IND0METHACIN
5OMG
IND0METHACIN
25MG
IND0METHACIN
5OMG
IND0METHACIN
25MG
IND0METHACIN
5OMG
IND0METHACIN
25MG
INDOMETHACIN
50MG
INDOMETHACIN
25MG
INDOMETHACIN
50MG
INDOMETHACIN
25MG
INDOMETHACIN
50MG
IND0METHACIN SODIUM TRIHYDRATE
EO TMG BASE/VIAL
Ð¨
(DOSAGE FORM; ROUTE)
INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
IND0METHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE: ORAL)
IND0METHACIN
(CAPSULE: ORAL)
IND0METHACIN
(CAPSULE: ORAL)
IND0METHACIN
(CAPSULE: ORAL)
INDOCIN I. V.
(INJECTABLE; INJECTION)
IV-66
APPLI ANÐ¢ NAÐœÐ•
M$&D RES LABS/MERCK
CHELSEA LABORATORIES
CHELSEA LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
PAR PHARMACEUTICAL
PAR PHARMACEUTICAL
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
MYLAN PHARMS
MY LAN PHARMS
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
MS&D/RES LABS/MERCK
NDA N .
APPR VAL DAÐ¢Ð•
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
18-829
08-06-84
18-829
08-06-84
18-851
05-18-84
18-851
05-18-84
18-858
04-20-84
18-858
04-20-84
18-806
11-23-84
18-806
11-23-84
18-878
01-30-85
NDA'S APPROVED FROM 1-T-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NÐž.
Ð•XÐ . DAÐ¢Ð•
4173626
11-06-96
EX L IVITY
EXP. DATE
NDF
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
AETIVE INOREDIEMTTS) TRADE NAME APPLI AMT NAME NDA NO. PATENT NO. EX L IVITY
STRENGTMTS) D A E 1 RM R TE APPR VAL DATE EXP. DATE EXP. DATE
IODAMIDE MEGLUMINE RENOVUE-DIP ER SOUIBB AND SONS 17-903 I-6
24% (INJECTABLE; INJECTION) 07-10-78 09-24-86
IODAMIDE MEGLUMINE RENOVUE-B5 ER SOU1BB AND SONS T7f9Oz I-6
65% (INJECTABLE; INJECTION) 07-24-78 09-24-86
IODOHIPPURATE SODIOM, NEPHROELOW HEBT-PHYSICS 18-289 NCE
1-123 (INJECTABLE; INJECTION) 12-28-84 12-28-89
1Ð¼Ñ1/Ð¼1
IODOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-076 3654272
40.3% (INJECTABLE; INJECTION) 08-14-81 04-04-89
IODOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-077 3654272
9.9% (INJECTABLE; INJECTION) 08-14-81 04-04-89
1ÐžÐ¥AÐ‘1AÐ¢Ð• MEGLUMINE; HEXABRIX . MALLINCKRODT 18-905 4014986 NCÐ•
IOXAGLATE SODIOM (INJECTABLE; INJECTION) 07-26-85 03-29-94 07-26-90
39.32; 19.6% 4065553
12-27-94
4065554
12-27-94
4094966
06-13-95
ISOELURANE EORANE ANAOUEST/BOC 17-624 3535425
99.9% (GAÐ—; INHALATION) 12-18-79 01-24-93
3535388
01-24-93
ISOTRETTNOIN ACCUTANE HOFFMANN-LA ROCHE 18-662 4200647 NCE
I0MG (CAPSULE; ORAL) 05-07-82 04-29-97 05-07-92
4322438
03-30-99
4464394
~ 08-07-01
ISOTRETINOIN ACCUTANE HOFFMANN-LA ROCHE 18-662 4200647 NCÐ•
20MG (CAPSULE; ORAL) 03-28-83 04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
IV-67



TABLE IV. NDA'S APPROVCO FROM 1-1-82 Ð¢Ðž 8-Ð—1-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N . Ð AÐ¢Ð•NT N . EX L IVITY
STRENGTHTS) D A E E RM R TE APPR VAL DATE EXP. DATE EXP. DATE
ISOTRETINOIN ACCUTANE HOFFMANN-LA ROCHE 18-662 4200647 NCE
40MG (CAPSULE; ORAL) 05-07-82 04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
KETOCONAZOLE NIZORAL JANSSEN PHARMA 18-533 4335125 I-25
200MG (TABLET: ORAL) O6-12-81 06-15-99 09-24-86
LABETALOL HYDROCHLORIDE NORMODYNE SCHERING 18-687 4012444 NCE
200MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HYDROCHLORIDE NORMODYNE SCHERING 18-687 4012444 NCE
300MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HvnROCHLORInE NORMODYNE SCHERING 18-687 4012444 NCE
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HYDROCHLORIDE NORMODYNE SCHERING 18-686 4012444 NCE
5MG/ML (INJECTABLE; INJECTION) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
4328213
05-04-99
LABETALOL HYDROCHLORIDE TRANBATE GLAX0 18-716 4012444 NCE
100MG (TABLET; ORAL) 05-24-85 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HYDROCHLORIDE TRANBATE GLAX0 18-716 4012444 NCE
200MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
0T-03-95
IV-68



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT TRADE NAME APPLI ANT NAME NDA NO. PATENT MO. EX L IVITY
STRENGTMTS) TDOUAOE FURM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
LABETALOL HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
300MG (1AB11T; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALO1 HYDROCHLORIDE TRANDATE GLAXO 18-716 4012444 NCE
AO0MG (1AB111; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LAÑ1UL0S1 CEPHULAC MERRELL DOM/BOW CHEM 17-657 3461204
TOGM/15ML (SYRUP; ORAL) 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
LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WELLC0ME 18-342 NDF
EO 5MG BASE (TABLET; ORAL) 07-08-83 09-24-86
LEUCOVORIN CALCIUM WELLCOVORIN BURROUGHS WELLC0ME 18-342 NDP
EO 25MG BASE (TABLET; ORAL) 07-08-83 09-24-86
LEUPROLIDE ACETATE LUPRON TAP PHARMACEUTICALS 19-010 NCE
TM5/O.2ML (INJECTABLE; INJECTION) 04-09-85 04-09-90
LITHIUM CARBONATE LITHOBID CIBA/CIBA-GEIGY 18-027 4264573
300MG (Ð¢AB1Ð•Ð¢; CONTROLLED 04-27-79 04-28-98
RELEASE; ORAL)
LITHIUM CARBONATE LITHANE MILES PHARMS/MILES 18-833
300MG (TABLE; 0RAL) 07-18-85
LITHIUM CARBONATE LITHIUM CARBONATE 00XANE LABORATORIES 18-558
300MG (TABL11; ORAL) 01-29-82
1\/-69



TABLE IV.
ACTIVE INGREDIENTLSI
STRENGTH S
LITHIUM CARBONATE
450MG
LOPERAMIDE HYDROCHLORIDE
2MG
LOPERAMIDE HYDROCHLORIDE
TMG/5ML
LORAZEPAM
2MG/ML
LORAZEPAM
4MG/ML
LOXAPINE
HYDROCHLORIDE
EO 50MG BASE/ML
LOXAPINE
EO 25MG
LOXAPINE
HYDROCHLORIDE
BASE/ML
SUCCINATE
EO 5MG BASE
LOXAPINE
EO T0MG
LOXAPINE
EO 25MG
LOXAPINE
EO 50MG
MAFENIDE
EO 85MG
MAGNESIUM ACETATE TETRAHYDRATE: POTASSIUM
ACETATE;
32MG/100ML; 128MG/100ML; 234MG/100ML
SUCCINATE
BASE
SUCCINATE
BASE
SUCCINATE
BASE
ACETATE
BASE/GM
SODIUM CHLORIDE
Ð¨
TDOSAGE FORM; ROUTE)
ESKALITH CR
(TABLET, CONTROLLED
RELEASE: ORAL)
IMODIUM
(CAPSULE: ORAL)
IMODIUM
(SOLUTION: ORAL)
ATIVAN
(INJECTABLE; INJECTION)
ATIVAN
(INJECTABLE; INJECTION)
LOXITANE
(INJECTABLE; INJECTION)
LOXITANE
(CONCENTRATE: ORAL)
LOXITANE
(CAPSULE: ORAL)
LOXITANE
(CAPSULE: ORAL)
LOXITANE
(CAPSULE: ORAL)
LOXITANE
(CAPSULE: ORAL)
SULFAMYLON
(CREAM: TOPICAL)
PLASMA-LYTE 56 IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
APPLICANT NAME
SK&F LABORATORIES
JANSSEN
JANSSEN
PHARMA
PHARMA
WYETH LABS/AMHO
WYETH LABS/AMHO
LEDERLE
LEDERLE
LEDERLE
LEDERLE
LEDERLE
LEDERLE
LABS/AM
LABS/AM
LABS/AM
LABS/AM
LABS/AM
LABS/AM
CYAN
CYAN
CYAN
CYAN
CYAN
CYAN
WINTHROP LABS/STERL
TRAVENOL LABS
NDA'S APPROVED FROM 1-T-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
18-152
03-29-82
17-694 3714159
12-28-76 01-30-90
19-037 3714159
07-31-84 01-30-90
18-140 4017616
07-25-80 04-12-94
18-140 4017616
07-25-80 04-12-94
18-039 3546226
10-26-79 12-08-87
17-658 3546226
05-04-76 12-08-87
4049809
09-20-94
17-525 3546226
10-25-77 12-08-87
17-525 3546226
02-25-75 12-08-87
17-525 3546226
02-25-75 12-08-87
17-525 3546226
02-25-75 12-08-87
16-763 3497599
01-24-69 01-26-88
19-047
06-15-84
Ð¨
Ð•XÐ . DAÐ¢Ð•
NS
09-24-86
I-30
09-24-86
NDF
09-24-86
NC
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 8-31-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTHTS)
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;
SODIUM PHOSPHATE, DIBASIC
30MG/100ML; 37MG/100ML; 0.82MG/1O0ML;
370MG/T00ML; 530MG/100ML; 500MG/100ML;
12MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/I00ML; 37MG/1O0ML; 222MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML; 500MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE;
SODIUM GLUCONATE
BOMG/I00ML; 37MG/100ML; 368MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25M6/100ML;
8O0MG/1O0ML; 8.75MG/100ML
MALATHION
0.5%
MAPROTILINE HYDROCHLORIDE
25MG
TRADE NAME
TDOSAGE FORM; ROUTE)
ISOLYTE S PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
TIS-U-SOL
(SOLUTION; IRRIGATION)
PRIODERM
(LOTION; TOPICAL)
LUDI0MIL
(TABLET; ORAL)
IV-71
APPLICANT NAME
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
PURDUE FREDERICK
CIBA/CIBA-GEIGY
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
19-006 NC
04-04-84 09-24-86
17-637 NC
OT-O8-82 09-24-86
18-406 NC
07-08-82 09-24-86
19-024 NC
06-08-84 09-24-86
19-326
01-25-85
18-508 NÑ
02-19-82 09-24-86
18-613 NÑ1
08-02-82 08-02-92
17-543 3399201
12-01-80 08-27-85



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH S
MAPROTILINE HYDROCHLORIDE
50MG
MAPROTILINE HYDROCHLORIDE
75MG
MAZINDOL
TMG
MAZINDOL
2MG
MAZINDOL
2MG
MAZINDOL
TMG
MEBENDAZOLE
T00MG
MEDROXYPROGESTERONE ACETATE
TO0MG/ML
MEDROXYPROGESTERONE ACETATE
400MG/ML
MEGLUMINE: METRIZOIC ACID
140.1MG/ML; 461.8MG/ML
METAPROTERENOL SULFATE
20MG
METAPROTERENOL SULFATE
T0MG
METAPROTERENOL SULFATE
0.65MG/INH
METAPROTERENOL SULFATE
I0MG/5ML
TRADE NAME
DOSA E F RM ROUTE
LUDI0MIL
(TABLET: ORAL)
LUDI0MIL
(TABLET: ORAL)
SANOREX
(TABLET: ORAL)
SANOREX
(TABLET: ORAL)
MAZANOR
(TABLET: ORAL)
MAZANOR
(TABLET: ORAL)
VERMOX
(TABLET, CHEWABLE: ORAL)
DEPO-PROVERA
(INJECTABLE: INJECTION)
DEPO-PROVERA
(INJECTABLE: INJECTION)
ISOPAOUE-280
(INJECTABLE: INJECTION)
ALUPENT.
(TABLET: ORAL)
ALUPENT
(TABLET: ORAL)
ALUPENT
(AEROSOL; INHALATION)
ALUPENT
(SYRUP; ORAL)
APPLI ANT NAME
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
SANDOZ PHARMS/SANnoZ
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 N .
APPR VAL DATE
17-543
12-01-80
17-543
09-30-82
17-247
06-14-73
17-247
06-14-73
17-980
08-28-80
17-980
02-11-81
17-481
06-28-74
12-541
01-16-76
12-541
01-16-76
17-506
04-30-74
15-874
05-13-74
15-874
08-08-77
16-402
07-31-73
17-571
05-23-75
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE Ð AÐ¢Ð•NT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3399201
08-27-85
3399201
08-27-85
3763178
10-02-90
3763178
10-02-90
3763178
10-02-90
3763178
10-02-90
3657267
04-18-89
4038389
07-26-94
4038389
07-26-94
3476802
11-04-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
3422196
01-14-86
EX L IVITY
EXP. DATE
NS
09-24-86
Ð¼â€ž__ ÑˆÐ°Ð³Ð°Ð¼.._ ,, vÐ½; __



TABLE IV.
ACTIVE INGREDIENT
STRENGTH S
METAPROTERENOL SULFATE
5%
METAPROTERENOL SULFATE
0.6%
METHYLDOPA
250MG
METHYLDOPA
500MG
METHYLDOPA
250MG/5ML
METHYLPHENIDATE HYDROCHLORIDE
20MG
METOCLOPRAMIDE
EO 5MG BASE/5ML
METOCLOPRAMIDE HYDROCHLORIDE
EO 5MG BASE/ML
METOCLOPRAMIDE HYDROCHLORIDE
EO T0MG BASE
METOPROLOL TARTRATE
50MG
METOPROLOL TARTRATE
100MG
METOPROLOL TARTRATE
1MG/ML
TRADE NAME
TDOSAGE FORM; ROUTE)
ALUPENT
(SOLUTION; INHALATION)
ALUPENT
(SOLUTION; INHALATION)
METHYLDOPA
(TABLET; ORAL)
METHYLDOPA
(TABLET; ORAL)
ALD0MET
CSUSPENSION; ORAL)
RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)
REGLAN
(SYRUP; ORAL)
REGLAN
(INJECTABLE; INJECTION)
REGLAN
(TABLET; ORAL)
LOPRESSOR
(TABLET; ORAL)
LOPRESSOR
(TABLET; ORAL)
LOPRESSOR
(INJECTABLE; INJECTION)
IV-73
APPLI ANT NAME
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
CORD LABORATORIES
CORD LABORATORIES
MS&D/MERCK
CIBA/CIBA-GEIGY
AH ROBINS
AH ROBINS
AH ROBINS
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
NDA N .
APPR VAL DATE
17-659
09-18-80
18-761
06-30-83
18-934
06-29-84
18-934
06-29-84
18-389
08-28-81
18-029
03-30-82
18-821
3-25-83
17-862
02-07-79
17-854
12-30-80
17-963
08-07-78
17-963
08-07-78
18-704
03-30-84
NDA'S APPROVED FROM 1-1-BEETO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
Ð¨
3422196
01-14-86
3422196
01-14-86
4404193
09-13-00
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
Ð•XC1Ðž511111
Ð•XÐ . DATE
NDF
09-24-86
NDF
09-24-86
I-12; I-13;
I-14
09-24-86
I-4
09-24-86
NDF
09-24-86



ACTIVE INGREDIENTES)
STRENGTHTS)
METRIZAMIDE
3.75GM/VIAL
METRIZAMIDE
6.75GM/VIAL
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
5O0MG
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
Ð¨
TDOSAGE FORM; ROOTE)
AMIPAOUE
(INJECTABLE: INJECTION)
AMIPAOUE
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRYL
(TABLET: ORAL)
METRYL 500
(TABLET: ORAL)
METRO I.V.
(INJECTABLE: INJECTION)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
METRONIDAZOLE
(TABLET: ORAL)
APPLI ANT NAME
WINTHROP LABS/STERL
WINTHROP LABS/STERL
ZENITH LABORATORIES
CHELSEA LABORATORIES
CHELSEA LABORATORIES
DRUMMER/PHOENIX
DRUMMER/PHOENIX
AM MCGAW/AM HOSP
CORD LABORATORIES
CORD LABORATORIES
DANBURY PHARMACAL
DANBURY PHARMACAL
BARR LABORATORIES
NDA NO.
APPR VAL DATE
17-982
08-23-78
17-982
08-23-78
18-517
05-05-82
18-599
09-17-82
18-599
02-13-84
18-620
03-04-82
18-620
06-02-83
18-674
_ 08-31-82
18-740
10-22-82
18-740
10-22-82
18-764
09-17-82
18-764
12-20-82
18-818
02-16-83
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NÐž.
Ð¨
3701771
10-31-89
3701771
10-31-89
EXCLUSIVITY
EXP. DAÐ¢Ð•
I-26
09-24-86
I-26
09-24-86



ACTIVE INGREDIENTLS)
STRENGTH S
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
TRADE NAME
TDOSAGE FORM; ROUTE)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(INJECTABLE; INJECTION)
FLAGYL I.V. RTU
(INJECTABLE; INJECTION)
FLAGYL I.V. RTU
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
IV-75
APPLICANT NAME
BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ELKINS-SINN/AHROBINS
SEARLE PHARMS
SEARLE PHARMS
PAR PHARMACEUTICAL
LNK INTERNATIONAL
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NDA NO.
APPR VAL DATE
18-818
02-16-83
18-845
08-18-83
18-871
03-02-83
18-871
03-02-83
18-889
11-18-83
18-890
11-18-83
18-900
09-29-83
18-907
03-30-84
18-353
05-29-81
18-657
12-24-81
18-930
08-18-83
19-029
04-10-84
Ð¨
EXCLUSIVITY
EXP. DATE
I-11
12-20-87
I-11
12-20-87



ACTIVE INGREDIENTTS)
STRENGTH S
METRONIDAZOLE
HYDROCHLORIDE
EO 500MG BASE/VIAL
MICONAZOLE
I0MG/ML
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
T00MG
MICONAZOLE NITRATE
200MG
MINOXIDIL
2.5MG
TRADE NAME
DAEFRNR Ð
FLAGYL I_V.
(INJECTABLE: INJECTION)
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)
APPLI ANT NAME
SEARLE PHARMS
JANSSEN PHARMA
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
UPJOHN
IV-76
NDA NO.
APPR VAL DATE
18-353
11-28-80
18-040
10-04-78
17-450
01-30-74
17-494
01-30-74
17-739
12-16-75
18-520
03-15-82
TANEIV.NMSAWNWDHWTJOONOOHMANNMSVNHNNNMMCHNMANENWHWWINNMUW
PATENT NO.
EXP. DATE
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3461461
08-12-86
EX L IVITY
EXP. DATE
I-11
12-20-87
I-27
09-24-86
NDF
9-24-86
NS
09-24-86
Ð¢
Ð¢
Ð¢
Ð¢
Ð¢
Ð¢Ð¢ - Ð  ́Ð¢_ Ð´Ñ‹Ð¼Ð½Ñ‹Ð¼; â€š



TABLE IV.
ACTIVE INGREDIENT S
STRENGTHTS)
MINOXIDIL
T0MG
MOLINDONE HYDROCHLORIDE
5MG
MOLINDONE HYDROCHLORIDE
T0MG
MOLINDONE HYDROCHLORIDE
25MG
MOLINDONE HYDROCHLORIDE
50MG
MOLINDONE HYDROCHLORIDE
100MG
MOLINDONE HYDROCHLORIDE
20MG/ML
MORPHINE SULFATE
0.5MG/ML
MORPHINE SULFATE
1MG/ML
NADOLOL
40MG
NADOLOL
Ð—OMG
NADOLOL
120MG
TRADE NAME
TDOSAOE FORM; ROUTE)
LONITEN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(TABLET; ORAL)
MOBAN
(CONCENTRATE; ORAL)
DURAMORPH PF
(INJECTABLE; INJECTION)
DURAMORPH PF
(INJECTABLE; INJECTION)
CORGARD
(TABLET; ORAL)
CORGARD
(TABLET; ORAL)
CORGARD
(TABLET; ORAL)
IV-77
APPLICANT NAME
UPJOHN
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
ELKINS-SINN/AHROBINS
ELKINS-SINN/AHROBINS
ER SOUIBB AND SONS
ER SOUI88 AND SONS
ER SOUIBB AND SONS
NDA N .
APPR VAL DATE
18-154
10-18-79
17-111
07-03-74
17-111
07-03-74
17-111
07-03-74
17-111
01-05-81
17-111
01-05-81
17-938
12-28-79
18-565
09-18-84
18-565
09-18-84
18-063
12-10-79
18-063
12-10-79
18-063
12-10-79
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT ANDEEXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3461461
08-12-86
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
EXELUSIVITY
EXP. DATE
NR; D-8
09-24-86
NR; D-8
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-OZ Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
Ð¨
ACTIVE INGREDICNTIS)
STRENGTHTS)
NADOLOL
160MG
NADOLOL
4OMG
NADOLOL
80MG
NADOLOL
IZ0MG
NADOLOL
160MG
NALBUPHINE HYDROCHLORIDE
10MG/ML
NALBUPHINE HYDROCHLORIDE
20MG/ML
NALIDIXIC ACID
250MG
NALIDIXIC ACID
500MG
NALIDIXIC ACID
TGM
TRADE NAME
NNEFRMRON
CORGARD
(TABLET: ORAL)
CORGARD
(TABLET: ORAL)
CORGARD
(TABLET: ORAL)
CORGARD
(TABLET: ORAL)
CORGARD
(TABLET: ORAL)
NUBAIN
(INJECTABLE; INJECTION)
NUBAIN
(INJECTABLE: INJECTION)
NEGGRAM
(TABLET: ORAL)
NEGGRAM
(TABLET: ORAL)
NEGGRAM
(TABLET: ORAL)
IV-78
APPLICANT NAME
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
l ..:41
ER SOUIBB AND SONS
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
WINTHROP LABS/STERL
WINTHROP LABS/STERL
NDA NO.
APPROVAL DATE
18-063
12-10-79
18-064
12-10-79
18-064
12-10-79
18-064
12-10-79
18-064
12-10-79
18-024
05-15-79
18-024
05-27-82
14-214
12-27-67
14-214
03-06-64
14-214
03-06-64
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3393197
07-16-85
3590036
06-29-88
3590036
06-29-88
3590036
06-29-88
EXCLUSIVITY
EXP. DATE
NS
09-24-86
-. .Â¿_ .Ð .̧=Â¿Â¿g,.__ â€ž_-.. .. Ð§Ð  ̧.. â€šÐV: â€ž-lÃ¼i - â€™___ .Ã  Ish



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTHTS)
NALIDIXIC ACID
250MG/5ML
NALOXONE HYDROCHLORIDE
0.4MG/ML
NAL0XONE HYDROCHLORIDE
1MG/ML
NAL0XONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE
0.5MG; EO 50MG BASE
NALTREXONE HYDROCHLORIDE
Ð—OMG
NAPROXEN
125MG
NAPROXEN
250MG
Ð¢RADÐ• NAÐœÐ•
TDOSAGE FORM; ROUTE)
NEGGRAM
(SUSPÐ•NSI0N; ORAL)
NARCAN
(INJECTABLE; INJECTION)
NARCAN
(INJECTABLE; INJECTION)
TALWIN NX
(TABLET; ORAL)
TREXAN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
APPLI ANT NAME
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR
SYNTEX PR
IV-79
NDA NO.
Ð¨
17-430
04-17-73
16-636
04-13-71
16-636
09-17-84
18-733
12-16-82
18-932
11-20-84
17-581
03-11-76
17-581
03-11-76
PATENT NO.
EXP. DATE
3590036
06-29-88
4105659
08-08-95
3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
Ð•X 1U 11111
EXP. DATE
D-9,
D-10, D-11,
I-33
09-24-86
NS, D-9â€š
D-10, D-11
I-33
09-24-86
NC
09-24-86
NCE
11-20-89



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31â€”85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
OTRENGTHTS)
NAPROXEN
375MG
NAPROXEN
500MG
NAPROXEN SODIUM
275MG
NICLOSAMIDE
500MG
NICOTINE POLACRILEX
EO 2MG BASE
NIFEDIPINE
T0MG
NITROGLYCERIN
0.5MG/ML
NITROGLYCERIN
5MG/ML
TRADE NAME
D A E F RM' R Ð¢Ð•
NAPROSYN
(TABLET: ORAL)
NAPROSYN
(TABLET: ORAL)
ANAPROX
(TABLET: ORAL)
NICLOCIDE
(TABLET, CHEWABLE: ORAL)
NICORETTE
(GUM, CHEWING: ORAL)
PROCARDIA
(CAPSULE: ORAL)
TRIDIL
(INJECTABLE: INJECTION)
NITROSTAT
(INJECTABLE: INJECTION)
IV-8O
APPLI ANT NAME
SYNTEX PR
SYNTEX PR
SYNTEX PR
MILES PHARMS/MILES
MERRELL DOW/DOW CHEM
PFIZER LABS/PFIZER
AM CRITICAL CARE/AHS
PARKE-DAVIS/W-L
NDA N .
APPR VAL DATE
17-581
07-18-80
17-581
04-15-82
18-164
09-04-80
18-669
05-14-82
18-612
01-13-84
18-482
12-31-81
18-537
06-16-83
18-588
12-23-83
PATENT N .
Ð¨
3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
3644627
02-22-89
3784684
01-08-91
EX L IVITY
EXP. DATE
NS
09-24-86
NCE
05-14-92
NCE
01-13-94
NDF
09-24-86
NDF
09-24-86



)AULE IV. NDA'S APPROVEO FROM 1-1-OZETO 8-31-85 AND NOA'S NITH APPROPRIATE PATENTÃAND EXOLUSIVITY INFORMATION
STRENGTH S D A E F RMâ€™ R TE APPR VAL DATE EXEÂ¿-OAEE EXOÂ¿_OAEE
NITROGLYCERIN NITRO-BID MARION LABORATORIES 18-621 NDF
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
TMG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
0.8MG/ML (INJECTABLE; INJECTION) 01-19-83 09-24-86
N0MIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE
25MG (CAPSULE; ORAL) 12-31-84 12-31-89
N0MIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE
50MG (CAPSULE; ORAL) 12-31-84 12-31-89
NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5MG (TABLET; ORAL) 04-21-82
NORGESTREL OVRETTE WYETH LABS/AMHO 17-031 3666858
0.075MG (TABLET; ORAL) 10-23-73 05-30-89
3850911
11-26-91
3959322
11-26-91
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
EO TOMG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
EO 25MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305
EO T0MG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
Ð•O TOMG BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92
IV-81



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH S
NORTRIPTYLINE HYDROCHLORIDE
EO I0MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO 25MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO 75MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO 50MG BASE
OXAMNIOUINE
250MG
OXPRENOLOL HYDROCHLORIDE
20MG
OXPRENOLOL HYDROCHLORIDE
40MG
OXPRENOLOL HYDROCHLORIDE
80MG
OXPRENOLOL HYDROCHLORIDE
160MG
PANCURONIUM BROMIDE
2MG/ML
PANCURONIUM BR0MIDE
TMG/ML
PARAMETHASONE ACETATE
TMG
TRADE NAME
DAEFRMRUN
PAMELOR
(CAPSULE;
PAMELOR
(CAPSULE:
PAMELOR
(CAPSULE;
PAMELOR
(CAPSULE:
VANSIL
(CAPSULE;
TRASICOR
(CAPSULE:
TRASICOR
(CAPSULE:
TRASICOR
(CAPSULE;
TRASICOR
(CAPSULE;
PAVULON
(INJECTABLE: INJECTION)
PAVULON
(INJECTABLE: INJECTION)
HALDRONE
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
ORAL)
(TABLET: ORAL)
APPLICANT NAME
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
PFIZER LABS/PFIZER
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
ORGANON/AKZONA
ORGANON/AKZONA
ELI LILLY
IV-82
NDA NO.
APPR VAL DATE
18-013
08-01-77
18-013
08-01-77
18-013
06-14-79
18-013
O6-14-79
18-069
07-23-80
18-166
12-28-83
18-166
12-28-83
18-166
12-28-83
18-166
12-28-83
17-015
10-24-72
17-015
09-14-73
12-772
04-17-61
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT N .
Ð¨
3922305
11-25-92
3922305
11-25-92
3922305
11-25-92
3922305
11-25-92
3903283
09-02-92
3821228
06-28-91
3925391
12-09-92
3483221
12-09-86
3483221
12-09-86
3483221
12-09-86
3483221
12-09-86
3553212
01-05-88
3553212
01-05-88
3499016
03-03-87
EX L IVITY
EXP. DATE
NCE
12-28-93
NCE
12-28-93
NCE
12-28-93
NCE
12-28-93



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXOLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
PARAMETHASONE ACETATE
2MG
PENTAGASTRIN
0.25MG/ML
PENTAMIDINE ISETHIONATE
300MG/VIAL
PENTAZOCINE LACTATE
EO Ð—0MG BASE/ML
PENTETATE INDIUM DISODIUM, IN-111
TMCI/ML
PENTOXIFYLLINE
400MG
PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE
5MG/5ML; 6.25MG/5ML
PILOCARPINE.HYDROCHLORIDE
4%
PIMOZIDE
2MG
PINDOLOL
5MG
PINDOLOL
IOMG
Ð¢RADÐ• NAÐœÐ•
1DÐž5AOÐ• FORM; ROUTE)
HALDRONE
(TABLET; ORAL)
PEPTAVLON
(INJECTABLE; INJECTION)
PENTAM 300
(INJECTABLE; INJECTION)
TALWIN
(INJECTABLE; INJECTION)
MPI INDIUM DTPA IN 111
(INJECTABLE; INJECTION)
TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)
PHENERGAN VC
(SYRUP; ORAL)
PILOPINE HS
(GEL; OPHTHALMIC)
ORAP
(TABLET; ORAL)
VISKEN
(TABLET; ORAL)
VISKEN
(TABLET; ORAL)
APPLI ANT NAME
ELI LILLY
AYERST LABS/AMHO
LYPH0MED
WINTHROP LABS/STERL
MEDI-PHYSICS
HOECHST-ROUSSEL
WYETH LABS/AMHO
ALCON LABORATORIES
MCNEIL PHARM
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
IV-83
NDA NO.
APPR VAL DATE
12-772
04-17-61
17-048
07-26-74
19-264
10-16-84
16-194
07-24-67
17-707
02-18-82
18-631
08-30-84
08-604
04-02-84
18-796
10-01-84
17-473
07-31-84
18-285
09-03-82
18-285
09-03-82
PATENT N .
Ð¨
3499016
03-03-87
3896103
07-22-92
4105659
08-08-95
3737433
06-05-90
4189469
02-02-97
3471515
10-07-86
3471515
10-07-86
EXELUSIVITV
EXP. DATE
NCE
02-18-92
NCE
08-30-94
NDF
10-01-87
NCÐ•
07-31-94
NCÐ•
09-03-92
NCÐ•
09-03-92



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH S
PINDOLOL
15MG
PIROXICAM
T0MG
PIROXICAM
2OMG
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE:
SODIUM CHLORIDE:
SODIUM SULFATE
236GM/BOT:
2.97GM/BOT:
6.74GM/BOT:
5_86GM/BOT;
22.74GM/BOT
NDA'S APPROVED FROM 1-1-BZ TO 8â€”31-85 AND NDA'S NITH APPROPRIATE PATENT ANO-CXCLUSIVITY INFORMATION
TRADE NAME
DAEFRMR Ð
VISKEN
(TABLET: ORAL)
FELDENE
(CAPSULE: ORAL)
FELDENE
(CAPSULE: ORAL)
GOLYTELY
(POWDER FOR
RECONSTITUTION: ORAL)
APPLICANT NAME
SANDOZ PHARMS/SANDOZ
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
BRAINTREE LABS
IV-84
NDA NO.
APPR VAL DATE
18-285
09-03-82
18-147
04-06-82
18-147
O4-06-82
19-011
07-13-84
PATENT N .
Ð•XÐ . DAÐ¢Ð•
3471515
10-07-86
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
Ð•X L IVITY
EXP. DATE
NCE
09-03-92
NCE
04-06-92
NCE
04-06-92



TABLE IV. NDA'S APPROVED FROM 1-1-82510 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE 1Ðœ0RÐ•ÐŸ1ENT151
STRENGTH S
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
120GM/PACKET;
1.4QGM/PACKET;
3.3Ã´GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
227.1GM/PACKET;
2.82GM/PACKET;
6.36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GM/PACKET
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 1MG
TRADE NAME
TDOSAOE FORM; ROUTE)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
MINIZIDE
(CAPSULE; ORAL)
IV-85
APPLI ANT NAME
EDLAW PREPARATIONS
EDLAW PREPARATIONS
EDLAW PREPARATIONS
PFIZER LABS/PFIZER
MDA N . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95



TABIE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5 Ð¢ÐœADÐ• NAÐœÐ• APPLICANT NAÐœÐ• NDA N . Ð AÐ¢Ð•NT NO. EXCLUSIVITY
STRENGTH 5 DÐž AGE EÃœNMâ€™ ROUTE AEBRQVAL_QATE EÃ„BÂ¿-DATE EÃ„BL-OAIE
POLvTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 2M@ (CAPSULE; ORAL) O6-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE NINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 5MG (CAPSULE; ORAL) 06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
POTASSIUM ACETATE POTASSIUM ACETATE IN ABBOTT LABORATORIES 18-896 NDE
2MEO/ML PLASTIC CONTAINER 07-20-84 09-24-86
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE MICRO-K AÐ ROBINS 18-238 4259315
8MEO (CAPSULE, CONTROLLED 10-17-80 03-31-98
RELEASE; ORAL)
POTASSIUM CHLORIDE MICRO-K 10 AÐ ROBINS 18-238 4259315
10MEO (CAPSULE, CONTROLLED 05-14-84 03-31-98
RELEASE; ORAL)
POTASSIUM CHLORIDE KLOTRIX MEAO JOHNSON/B-M 17-850 4140756
10MÐ•Ðž (TABLET, CONTROLLED 05-22-80 02-20-96
RELEASE; ORAL)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
POTASSIUM CHLORIDE I0MEO 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
I50MG/IÃœ0ML; 900MG/100ML
SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
POTASSIUM CHLORIDE 20MEO 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; 900MG/100MÐ•
_' ,_,_Ð¢.= .Ã‰
'= V....ÐÐ©
--
ÑŠÑŒÐ¹Ñ†Ñ‘'Ñ†Ñ‡
`.: .rsh-)Ni .- " `



TABLE IV. NDA'S APPROVED FROM 1-1-BZETO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLU IVITY INFORMATI N
ACTIVE INGREDIENT S
STRENGTH S
POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
75MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
220MG/100ML; 9O0MG/1O0ML
POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; 900MG/100ML
POTASSIUM CITRATE
5MEO
PRALIDOXIME CHLORIDE
300MG/ML
PRALIDOXIME CHLORIDE
300MG/ML
PRAZEPAM
20MG
PRAZIOUANTEL
600MG
TRADE NAME
DAÐ•FRÐœR Ð
S0DIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEO
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 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CITRATE
(TABLET; ORAL)
PROTOPAM CHLORIDE
(INJECTABLE; INJECTION)
PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)
CENTRAX
(CAPSULE; ORAL)
BILTRICIDE
(TABLET; ORAL)
IV-87
APPLI ANT NAME
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
UNIV TX HLTH SCI CTR
AYERST LABS/AMHO
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES
NDA NO.
APPROVAL DATE
18-630
02-17-83
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
19-071
08-30-85
18-799
12-13-82
18-986
04-26-83
18-144
05-10-82
18-714
12-29-82
PATENT N .
Ð¨
3629425
12-21-88
4001411
01-04-94
Ð¨
111. DATE
NP
08-30-88
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
NCE
12-29-92



TABLE IV.
ACTIVE INGREDIENT
STRENGTHTS)
PRAZOSIN HYDROCHLORIDE
5MG
PRAZOSIN HYDROCHLORIDE
TMG
PRAZOSIN HYDROCHLORIDE
2MG
PROBUCOL
250MG
PROCARBAZINE HYDROCHLORIDE
EO 50MG BASE
PROPRANOLOL HYDROCHLORIDE
10MG
PROPRANOLOL HYDROCHLORIDE
2OMG
PROPRANOLOL HYDROCHLORIDE
40MG
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXQIUSIVITY INFORMATION
PATENT ÐœÐž.
Ð•XÐ . DAÐ¢Ð•
TRADE NAME
TDOSAOE FORM; ROOTE)
MINIPRESS
(CAPSULE; ORAL)
MINIPRESS
(CAPSULE; ORAL)
MINIPRESS
(CAPSULE; ORAL)
LORELCO
(TABLET; ORAL)
MATULANE
(CAPSULE; ORAL)
INDERAL
(TABLET: ORAL)
INDERAL
(TABLET; ORAL)
INDERAL
(TABLET: ORAL)
IV-B8
APPLI ANÐ¢ NAÐœÐ•
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
MERRELL DOW/DOW CHEM
HOFFMANN-LA ROCHE
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
NDA N .
APPR VAL DATE
17-442
06-23-76
17-442
06-23-76
17-442
06-23-76
17-535
02-01-77
16-785
07-22-69
16-418
11-13-67
16-418
10-16-74
16-418
11-13-67
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3576883
04-27-88
3862332
01-21-92
3520926
07-21-87
EXÂ§LUÂ§IVITY
EXP. DATE
I-IO
09-24-86
1-10
09-24-86
1-10
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 NS
60MG (TABLET; ORAL) 10-18-82 09-24-86
I-10
09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 I-10
Ð—OMG (TABLET; ORAL) 10-16-74 09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NÐžF
80MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 NS
9OMG (TABLET; ORAL) 10-18-82 09-24-86
I-10
09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
120MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
160MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROTAMINE SULFATE PROTAMINE SULFATE UPJOHN 07-413 NS
250MG/VIAL (INJECTABLE; INJECTION) 08-02-84 09-24-86
PROTEIN HYDROLYSATE AMINOSOL 5% ABBOTT LABORATORIES 05-932
5% (INJECTABLE; INJECTION) 01-31-85
PROTIRELIN THYPINONE ABBOTT LABORATORIES 17-638 3746697
0.5MG/ML (INJECTABLE; INJECTION) 11-05-76 07-17-90
PROTIRELIN RELEFACT TRH HOECHST-ROUSSEL 18-087 3746697
0.5MG/ML (INJECTABLE; INJECTION) 07-18-78 07-17-90
PYRANTEL PAMOATE ANTIMINTH ROERIG/PFIZER 16-883 3644624
Ð•O 250MG BASE/5ML (SUSPENSION; ORAL) 12-30-71 02-22-89
3549624
12-22-87
IV-89



TABLE IV.
ACTIVE INGREDIENTLSI
STRENGTHTS)
RANITIDINE HYDROCHLORIDE
EO T50MG BASE
RANITIDINE HYDROCHLORIDE
EO 25MG BASE/ML
RITODRINE HYDROCHLORIDE
I0MG
RITODRINE HYDROCHLORIDE
I0MG/ML
RITODRINE HYDROCHLORIDE
TBMG/ML
SAFFLOWER OIL; SOYBEAN OIL
10%; 10%
SAFFLOWER OIL; SOYBEAN OIL
5%; 5%
SARALASIN ACETATE
EO 0.6MG BASE/ML
SCOPOLAMINE
T.5MG
SELENIUM SULFIDE
2.5%
TRADE NAME
(DOSAGE FORM; ROOTE)
ZANTAC
(TABLET; ORAL)
ZANTAC
(INJECTABLE; INJECTION)
YUTOPAR
(TABLET; ORAL)
YUTOPAR
(INJECTABLE; INJECTION)
YUTOPAR
(INJECTABLE; INJECTION)
LIPOSYN II 2O%
(INJECTABLE; INJECTION)
LIPOSYN II T0%
(INJECTABLE; INJECTION)
SARENIN
(INJECTABLE; INJECTION)
TRANSDERM-SCOP
(FILM, CONTROLLED
RELEASE; PERCUTANEOUS)
SELSUN
(SHAMPOO/LOTION; TOPICAL)
IV-9O
APPLICANT NAME
GLAXO
GLAXO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
ASTRA PHARM PRODS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NORWICH EATON/P&G
CIBA/CIBA-GEIGY
ABBOTT LABS
NDA NÐž.
APPROVAL DATE
18-703
06-09-83
19-090
10-19-84
18-555
12-12-80
18-580
12-12-80
18-580
12-12-80
18-991
08-27-84
18-997
08-27-84
18-009
05-29-81
17-874
12-31-79
07-936
05-17-51
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NÐž. EXCLUSIVITY
Ð¨Ð¨
4128658 NCÐ•
12-05-95 06-09-93
4521431 I-15
06-04-02 06-28-88
4128658 NCÐ•
12-05-95 06-09-93
4521431
06-04-02
3410944
11-12-85
3410944
11-12-85
3410944
11-12-85
NP
09-24-86
NP
09-24-86
3932624
01-13-93
3886134
05-27-92
4031894
06-28-94
4262003
04-14-98
4436741
04-14-98
I-3
09-24-B6



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH S
SILVER SULFADIAZINE
1%
SILVER SULFADIAZINE
1%
SINCALIDE
0.005MG/VIAL
SODIUM ACETATE, ANHYDROUS
zMEO/ML
SODIUM BICARBONATE;
TARTARIC ACID
460MG/GM; 420MG/GM
SODIUM CHLORIDE
450MG/100ML
SODIUM CHLORIDE
9MG/ML
SODIUM CHLORIDE
9MG/ML
SODIUM CHLORIDE
2.5MEO/ML
SODIUM CHLORIDE
3GM/100ML
SODIUM CHLORIDE
5GM/100ML
SODIUM CHLORIDE
9MG/ML
TRADE NAME
TDOSAOE FORM; ROUTE)
SILVADENE
(CREAM; TOPICAL)
SSD
(CREAM; TOPICAL)
KINEVAC
(INJECTABLE; INJECTION)
SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
BAROS
(GRANULE; ORAL)
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-91
APPLICANT NAME
MARION LABORATORIES
TRAVENOL LABS
ER SOUIBB AND SONS
ABBOTT LABORATORIES
MALLINCKRODT
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
NDA .
APPROVAL DATE
17-381
11-26-73
18-578
02-25-82
17-697
07-21-76
18-893
05-04-83
18-509
08-07-85
18-497
02-19-82
18-800
10-29-82
18-803
10-29-82
18-897
07-20-84
19-022
11-01-83
19-022
11-01-83
19-217
07-13-84
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
EXP. DATE
3761590
09-24-90
3839315
10-01-91
EXCLUSIVITY
EXP. DATE
PP
09-24-86
NP
08-07-88



ACTIVE INGREDIENTES)
STRENGTHTS)
SODIUM CHLORIDE
9MG/ML
SODIUM CHLORIDE
900MG/100ML
SODIUM CHLORIDE
900MG/100ML
SODIUM IODIDE, I-123
100 UCI
SODIUM IODIDE, I-123
200 UCI
SODIUM IODIDE, I-123
400 UCI
SODIUM LACTATE
5MEO/ML
SODIUM NITROPRUSSIDE
50MG/VIAL
SODIUM PHOSPHATE, DIBASIC; SODIUM
PHOSPHATE, MONOBASIC
142MG/ML; 276MG/ML
S0MATROPIN
2 IU/VIAL
SORBITOL
3GM/100ML
SOYBEAN OIL
10%
Ð’ÐÐ¨
DAEFRNR Ð˜
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN STERILE PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(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 10%
(INJECTABLE; INJECTION)
IV-92
APPLI ANÐ¢ NAÐœÐ•
ABBÐžÐ¢Ð¢ LABORATORIES
TRAVENOL LABS
ABBOTT LABORATORIES
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM
ABBOTT LABORATORIES
ELKINS-SINN/AHROBINS
ABBOTT LABORATORIES
SERONO LABS
TRAVENOL LABS
ALPHA THERAPEUTIC
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NDA N .
APPR VAL DATE
19-218
07-13-84
19-319
05-17-85
19-465
07-15-85
18-671
05-27-82
18-671
05-27-82
18-671
05-27-82
18-947
09-05-84
18-581
07-28-82
18-892
05-10-83
17-726
07-21-83
18-512
05-27-82
18-465
06-29-83
Ð AÐ¢Ð•NT NO. EXCLUSIVITY
EXP. DATE
NS
09-24-86
NP
09-24-86
NS
09-24-86



TABLE IV.
ACTIVE INGREDIENT S
STRENGTH)S)
SOYBEAN OIL
10%
SOYBEAN OIL
20%
SOYBEAN OIL
20%
SOYBEAN OIL
10%
SOYBEAN OIL
20%
STANOZOLOL
2MG
STREPTOZOCIN
TGM/VIAL
SUCRALFATE
TGM
SULCONAZOLE NITRATE
1%
SUFENTANIL CITRATE
EO 0.05MG BASE/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
4O0MG; Ð—0MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
80MG/ML; 16MG/ML
Ð¨
TDOSAOE FORM; ROUTE)
TRAVAMULSION 10%
(INJECTABLE; INJECTION)
TRAVAMULSION 20%
(INJECTABLE; INJECTION)
SOYACAL 20%
(INJECTABLE; INJECTION)
LIPOSYN III 10%
(INJECTABLE; INJECTION)
LIPOSYN III 20%
(INJECTABLE; INJECTION)
WINSTROL
(TABLET; ORAL)
ZANOSAR
(INJECTABLE; INJECTION)
CARAFATE
(TABLET; ORAL)
SULCOSYN
(SOLUTION; TOPICAL)
SUFENTA
(INJECTABLE; INJECTION)
BACTRIM
(TABLET; ORAL)
BACTRIM DS
(TABLET; ORAL)
BACTRIM
(SUSPENSION; ORAL)
BACTRIM PEDIATRIC
(SUSPENSION; ORAL)
BACTRIM
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
ALPHA THERAPEUTIC
ABBOTT LABORATORIES
ABBOTT LABORATORIES
WINTHROP LABS/STERL
UPJOHN
MARION LABORATORIES
SYNTEX LABS/SYNTEX
JANSSEN PHARMA
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA NO.
APPR VAL DATE
18-660
02-26-82
18-758
02-15-83
18-786
06-29-83
18-969
09-24-84
18-970
09-25-84
12-885
11-30-61
17-961
05-07-82
18-333
10-30-81
18-738
08-30-85
19-050
05-04-84
17-377
07-30-73
17-377
03-01-78
17-560
04-16-75
17-560
12-10-79
18-374
06-23-81
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
PATENT NO.
Ð¨
3704295
11-28-89
3432489
03-11-86
4055652
10-25-94
3998834
12-21-93
RE28636
06-02-87
RE28636
06-02-87
RE28636
O6-02-87
RE28636
06-02-87
3551564
12-29-87
RE28636
06-02-87
EXCLUSIVITY
EXP. DATE
I-28
09-24-86
NCÐ•
05-07-92
NCE
08-30-90
NCÐ•
05-04-94



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5
STRENGTH 5
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
2O0MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
8O0MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
Ð‘00MG; TÐ±OMG
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; Ð‘OMG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
TRADE NAME
(DOSAOE FORM; ROUTE)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)
SULFATRIM
(SUSPENSION; ORAL)
SM2-TMP
(SUSPENSION; ORAL)
SMZ-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
SEPTRA
(TABLET; ORAL)
SEPTRA DS
(TABLET; ORAL)
APPLI ANÐ¢ NAÐœÐ•
DRUMMER/PHOENIX
ORUMMER/PHOENIX
NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS
DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG
BURROUGHS WELLC0ME
BURROUGHS WELLC0ME
NDA N . Ð AÐ¢Ð•NT NÐž.
APPR VAL DATE EXP. DATE
18-598
05-19-82
18-598
05-19-82
18-615
01-07-83
18-615
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
17-376 4209513
07-30-73 06-24-97
17-376 4209513
02-12-76 06-24-97
Ð¨
Ð•XÐ . DATE
Â¿IÃ¢-P. 1V; ;,_'Ñ‘Ð•-Ð³5-_=. . .ÑÑ‰Ñ†Ð´Ñ‹ÑŒÐ³Ð¼Ð¼: . 491_11523; '=Ð¢ E. "



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT ANDEEXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSI
STRENGTHTS)
SULFASALAZINE
500MG
SULFASALAZINE
500MG
SULINDAC
150MG
SULINDAC
200MG
SUTILAINS
82,000 UNITS/GM
TAMOXIFEN CITRATE
Ð•O IOMG BASE
TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR
0.22-2.22CI/GENERATOR
TECHNETIUM, TC-99M, ALBUMIN C0LLOID
KIT
N/A
TECHNETIUM, TC-99M, DISOFENIN KIT
N/A
TECHNETIUM, TC-99M, GLUCEPTATE KIT
N/A
TECHNETIUM, TC-99M, MEDRONATE
N/A
TECHNETIUM, TC-99M, MEDRONATE
N/A
TRADE NAME
DOSAGE F RMâ€™ R UTE
AZULFIDINE
LET, ENTERIC COATED;
L)
SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)
CLI IL
(TA T; ORAL)
CLINORIL
(TABLET; ORAL)
TRAVASE
(OINTMENT; TOPICAL)
NOLVADEX
(TABLET; ORAL)
MINI
(SOL N; INTRAVENOUS,
ORAL)
MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; INJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)
OSTEOLITE
(INJECTABLE; INJECTION)
AMERSCAN
(INJECTABLE; INJECTION)
IV-95
APPLICANT NAME
PHARMACIA/PHARMACIA
BOLAR PHARMACEUTICAL
MS&D/MERCK
MS&D/MERCK
TRAVENOL LA8S
STUART PHARMS/ICI
ER SOUIBB AND SONS
MED DIAG/NE NUCLEAR
MED DIAG/NE NUCLEAR
MS&D/MERCK
MED DIAG/NE NUCLEAR
AMERSHAM/RADIOCHEM
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
07-073
04-06-83
88-0
05-2 -
17-911
09-27-78
12-82
06-12-
17-9
12-3 -
17-33
06-03-
18-263
03-25-83
18-467
03-16-82
18-2
01-2 -
17-97
12-16-
18-335
08-05-82
11 1 IVITY
Ð¨
NÐžF
09-24-86
ÐœÐžF
09-24-86
I-31
09-24-86
ÐœÐ 
09-24-86
15â€˜
d)
J



ACTIVE INGREDIENT
STRENGTHTS)
TECHNETIUM,
N/A
TERBUTALINE
0.2MG/INH
TERBUTALINE
0.2MG/INH
TERBUTALINE
1MG/ML
TERBUTALINE
2.5MG
TERBUTALINE
5MG
TERBUTALINE
2.5MG
TERBUTALINE
5MG
TERBUTALINE
TMG/ML
TC-99M, SUCCIMER KIT
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
TRADE NAME
DAEFRNR Ð
MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)
BRETHAIRE
(AEROSOL; INHALATION)
BRICANYL
(AEROSOL; INHALATION)
BRICANYL
(INJECTABLE; INJECTION)
BRICANYL
(TABLET; ORAL)
BRICANYL
(TABLET; ORAL)
BRETHINE
(TABLET; ORAL)
BRETHINE
(TABLET; ORAL)
BRETHINE
(INJECTABLE; INJECTION)
IV-96
APPLI ANT NAÐœÐ•
MEDI-PHYSICS
GEIGY/CIBA-GEIGY
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
NDA NO.
APPR VAL DATE
17-944
05-18-82
18-762
08-17-84
18-000
03-19-85
17-466
03-25-74
17-618
04-22-75
17-618
04-22-75
17-849
05-17-76
17-849
05-17-76
18-571
11-30-81
TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
Ð¨
Ð¨
4208398
06-17-97
4233285
11-11-97
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
3937838
02-10-93
4011258
03-08-94
Ð•X L IVITY
Ð¨
NP
09-24-86
NDF
09-24-86



TABLE IV.
ACTIVE INGREDIENT
STRENGTHTS)
TERFENADINE
60MG
THALLOUS CHLORIDE, TL-201
2MCI/ML
THALLOUS CHLORIDE, TL-201
TMCI/ML
THEOPHYLLINE
300MG
TIMOLOL MALEATE
5MG
TIMOLOL MALEATE
10MG
TIMOLOL MALEATE
20MG
TIMOLOL MALEATE
1O 0.25% BASE
TIMOLOL MALEATE
EO 0.5% BASE
Ð¨
DOSA E F RM' R TE
SELDANE
(TABLET; ORAL)
THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)
THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)
OUIBRON-T/SR
(TABLET, CONTROLLED RELEASE
ORAL)
BLOCADREN
(TABLET; ORAL)
BLOCADREN
(TABLET; ORAL)
BLOCADREN
(TABLET; ORAL)
TIMOPTIC
(SOLUTION; OPHTHALMIC)
TIMOPTIC
(SOLUTION; OPHTHALMIC)
IV-97
APPLI ANT NAME
MERRELL DOW/DOW CHEM
MEDI-PHYSICS
AMERSHAM/RADIOCHEM
MEAD JOHNSON/ B-M
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
NDA NO.
APPROVAL DATE
18-949
05-08-85
18-110
02-01-82
18-548
12-30-82
87-563
06-21-83
18-017
11-25-81
18-017
11-25-81
18-017
11-25-81
18-086
08-17-78
18-086
08-17-78
NDA'S APPROVED FROM 1-1-BZEIO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT ANO-EXCLUSIVITY INFORMATION
Ð¨
Ð¨
3806526
04-23-91
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98
4465660
08-14-01
3655663
04-11-89
3655663
04-11-89
3655663
04-11-89
4195085
03-25-97
3655663
04-11-89
4195085
03-25-97
3655663
04-11-89
Ð•X 1 11111
EXP. DATE
NCE
05-08-90
NS
09-24-86



TABLE IV.
ACTIVE INGREDIENT S
STRENCTHTS)
TOCAINIDE HYDROCHLORIDE
40OMG
TOCAINIDE HYDROCHLORIDE
600MG
TOLAZAMIDE
100MG
T0LAZAMIDE
250MG
TOLAZAMIDE
50OMG
TOLAZOLINE HYDROCHLORIDE
25MG/ML
TOLMETIN SODIUM
EO 200MG BASE
TOLMETIN SODIUM
EO 400MG BASE
TRAZODONE HYDROCHLORIDE
T50MG
TRETINOIN
0.05%
TRETINOIN
0.1%
TRETINOIN
0.05%
Ð¨
Ð®AÐ•Ð¢ÐœÐœÐœÐžÐ
TONOCARD
(TABLET; ORAL)
TONOCARD
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
TOLAZAMIDE
(TABLET; ORAL)
PRISCOLINE
(INJECTABLE; INJECTION)
TOLECTIN
(TABLET; ORAL)
TOLECTIN DS
(CAPSUEE; ORAL)
DESYREL
(TABLET; ORAL)
RETIN-A
(SOLUTION; TOPICAL)
RETIN-A
(CREAM; TOPICAL)
RETIN-A
(CREAM; TOPICAL)
APPLICANT NAME
MS&D/MERCK
MS&B/MERCK
ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
CIBA/CIBA-GEIGY
MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/B-M
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
NDA NÐž.
APPROVAL DATE
18-257
11-09-84
18-257
11-09-84
18-894
11-02-84
18-894
11-02-84
18-894
11-02-84
06-403
02-22-85
17-628
03-24-76
18-084
10-30-79
18-207
03-25-85
16-921
10-20-71
17-340
01-26-73
17-522
07-19-74
NDA'S APPROVED FROM 1-1-BZETO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
Ð¨
Ð¨
4218477
08-19-97
4237068
12-02-97
4218477
08-19-97
4237068
12-02-97
3752826
08-14-90
3752826
08-14-90
3729568
04-24-90
3729568
04-24-90
3906108
09-16-92
3729568
04-24-90
3906108
09-16-92
EXCLOOIVITY
EXP. DAÐ¢Ð•
NCE
11-09-89
NCE
11-09-89



TABLE IV.
ACTIVE INGREDIENT S
STRENGTHTS)
TRETINOIN
0.01%
TRETINOIN
0.025%
TRIAMCINOLONE ACETONIDE
0.25MG/INH
TRIAMCINOLONE ACETONIDE
0.1%
TRIAZOLAM
0.125MG
TRIAZOLAM
0.25MG
TRIAZOLAM
0.5MG
TRILOSTANE
30MG
TRILOSTANE
60MG
TRIMETHOPRIM
200MG
TRIMETHOPRIM
200MG
TRADE NAME
DO AGE F RM RO TE
RETIN-A
(GEL; TOPICAL)
RETIN-A
(GEL; TOPICAL)
AZMACORT
(AEROSOL; INHALATION)
KENALOG-H
(CREAM; TOPICAL)
HALCION
(TABLET; ORAL)
HALCION
(TABLET; ORAL)
HALCION
(TABLET; ORAL)
MODRASTANE
(CAPSULE; ORAL)
MODRASTANE
(CAPSULE; ORAL)
PROLOPRIM
(TABLET; ORAL)
TRIMPEX 200
(TABLET; ORAL)
IV-99
APPLICANT NAME
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
WILLIAM H RORER
ER SOUI88 AND SONS
UPJOHN
UPJOHN
UPJOHN
WINTHROP LABS/STERL
WINTHROP LABS/STERL
BURROUGHS WELLC0ME
HOFFMANN-LA ROCHE
NDA N .
APPR VAL DATE
17-955
10-05-78
17-579
04-18-75
18-117
04-23-83
86-240
06-22-78
17-892
04-26-85
17-892
11-15-82
17-892
11-15-82
18-719
12-31-84
18-719
12-31-84
17-943
07-14-82
17-952
11-09-82
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
Ð¨
Ð¨
3729568
04-24-90
4247547
01-27-98
3729568
04-24-90
4247547
01-27-98
3897779
08-05-92
3927806
12-23-92
4048310
09-13-94
3980790
09-14-93
3987052
10-19-93
3980790
09-14-93
3987052
10-19-93
3980790
09-14-93
3987052
10-19-93
Ð•X 1 11111
Ð•XÐ . DATE
NDF
09-24-86
NCE
11-15-92
NCÐ•
11-15-92
NCÐ•
11-15-92
NCÐ•
12-31-89
NCÐ•
12-31-89
ÐœS
09-24-86
NS
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
OTRENGTHLS) D A E F RM R TE APPR VAL DATE EXP. DAÐ¢Ð• Ð•XÐ . DAÐ¢Ð•
TRIMETHOPRIM TRIMETHOPRIM BIOCRAFT LABS 18-679
T00MG (TABLET: ORAL) 07-30-82
TRIMIPRAMINE MALEATE SURMONTIL IVES LABS/AMHO 16-792 NS
EO T00MG BASE (CAPSULE; ORAL) 09-15-82 09-24-86
VECURONIUM BR0MIDE NORCURON (NC-45) ORGANON/AKZONA 18-776 3553212 NCE
I0MG/VIAL (INJECTABLE: INJECTION) 04-30-84 01-05-88 04-30-94
4237126
12-02-97
4297351
10-27-98
VERAPAMIL HYDROCHLORIDE ISOPTIN KNOLL PHARMACEUTICAL 18-593 NR
80MG (TABLET; ORAL) 03-08-82 09-24-86
VERAPAMIL HYDROCHLORIDE ISOPTIN KNOLL PHARMACEUTICAL 18-593 NR
120MG (TABLET: ORAL) 03-08-82 09-24-86
VERAPAMIL HYDROCHLORIDE CALAN SEARLE/SEARLE PHARMS 18-817 NR
80MG (TABLET; ORAL) 09-10-84 09-24-86
VERAPAMIL HYDROCHLORIDE CALAN SEARLE/SEARLE PHARMS 18-817 NR
120MG (TABLET; ORAL) 09-10-84 09-24-86
VERAPAMIL HYDROCHLORIDE CALAN SEARLE PHARMS 18-925
2.5MG/ML (INJECTABLE; INJECTION) 03-30-84
VERAPAMIL HYDROCHLORIDE CALAN SEARLE PHARMS 19-038
2.5MG/ML (INJECTABLE: INJECTION) 03-30-84
WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION TRAVENOL LABS 18-595
100% IN PLASTIC CONTAINER 01-17-83
(LIOUID: N/A)
WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC TRAVENOL LABS 18-632
100% CONTAINER 06-30-82
(LIOUID: N/A)
IV-100



TABLE IV.
ACTIVE INGREDIENT S
STRENGTHTS)
WATER FOR INJECTION, STERILE
100%
WATER FOR INJECTION, STERILE
100%
WATER FOR INJECTION, STERILE
100%
XENON, XE-127
5MCI/VIAL
XENON, XE-127
T0MCI/VIAL
XENON, XE-133
T0MCI/VIAL
XENON, XE-133
20MCI/VIAL
TRADE NAME
TDOSAOE FORM; ROUTE)
STERILE WATER IN PLASTIC
CONTAINER
(LIOUID: N/A)
BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIOUID; N/A)
STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIOUID; N/A)
XENON XE 127
(GAS; INHALATION)
XENON XE 127
(GAS; INHALATION)
XENON XE 133
(GAS; INHALATION)
XENON XE 133
(GAS; INHALATION)
IV-101
APPLI ANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NDANÂ» Ð¨
APÐ R 1AL DATE EXP. DATE
18-801
10-27-82
18-802
10-27-82
19-077
03-02-84
18-536
10-01-82
18-536
10-01-82
18-327
03-09-82
18-327
03-09-82
EXCLUSIVITY
Ð¨
NCÐ•
10-01-92
NCÐ•
10-01-92
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SUBSCRIPTION FORM
APPROVED DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
6TH EDITION (1985)
MAIL Ð¢Ðž: Ð’ÐÐ¢Ð•:
Superintendent of Documents
Government Printing Office
washington, DC 20402
(202) 783-3238
PURCHASER: SHIP TO:
(If different than purchaser)
CONTACT: TELEPHONE (Inc1ude Area Code)
METHOD OF PAYMENT
[ ] Charge my GPO Account No.
[ ] Purchase Order Number
[ I Check enc1osed for $
(Make check payab1e to SuperintenÃ¶enÃ® oT Documents)
AUTHORIZING DATE:
SIGNATURE
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE
The 6th Edition wiTT be pub1ished in
October 1985. Subscription inc1udes
the Approved Drug Products List
and monthly Cumu1ative Supplements.
DOMESTIC O $103.00 $
FOREIGN O $128.75 $
ENTER TOTAL
7%)
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