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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
5th Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list," The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August 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 symbol >Ano>Â° to the left of the line on which new
information exists. The >`Â¿Q_Qysymbol 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 >nrr> (DELETE) to the left of the
line containing the overstruck print. The ABELJâ€™ symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (n) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUMI DESI Pending LÃSt
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 THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Products Federal Register Reference
dicyclomine hydrochloride JUN 22, 1984 (49 FR 2568l)
isosorbide dinitrate AUG 3, l984 (49 FR 3ll5l)
nandrolone decanoate JUL l5, l983 (48 FR 32395)
(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 19l47)
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, 1983 (48 FR 345l6)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, l983 (48 FR 38097)
tranylcypromine sulfate MAR 22, l984 (49 FR l0708)
C. APPLICANT (NAME) CHANGES
Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES
Former Applicant (Name) New Applicant (Name) New Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST
D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
l984."



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



CATEGORIES couwtgp
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
DRUG PRooucTs LlsTEo
SINGLE souRcE
MuLT|souRcE(|l
THERAPEUTICALLY EoulvALENT
Ð¼Ð¾Ñ‚ THERAPEUTICALLY EouivALENT
ExcEPTioNs<2I
NEN MOLECULAR ENTITIES APPROVED
NUMBER 0F APPLICANTS
B.
DRUG PRODUCTS ADDED:
NEWLY APPROVED
DESI EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
WITHDRAWN APPROVAL
RX TO OTC SWITCH
DISCONTINUED MARKETING
NET GAIN IN DRUG PRODUCTS
SINGLE SOURCE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS APPROVED
NEW MOLECULAR ENTITIES APPROVED:
AS THE ENTITY
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY
(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e.,
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE
JULY '84 (BASELINE)
74|5
2005
(27.05)
5410 (72.9Ð¥)
4393 (59.21)
999 (13.41)
295
18 â€¹ 0.31)
ACTIVITY FOR SUPPLEMENT NUMBER 8
FEB
44
43
38
'85
0
O
IÂ5 OF THE LIST)
OCT '84 JAN '85
7609 7746
2045 (26.91) 2077 (26.8%)
5564 (73.|$) 5669 (73.21)
4497 (59.I$) 4598 (59.45)
1032 (|3.5$) |038 (13.41)
26 ( 0.3â€ )̃ 23 ( 0.3%)
4 9
300 304
MAR '85 APR '85 CUMULATIVE
53 63 |60
53 63 |59
O 0 I
O O 0
I 3 5
O 0 0
0 0 I
I 3 4
52 60 |55
9 I3 28
44 50 |32
O 2 2
O 0 O
0 2 2
AVAILABLE
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 - APRIL '85
ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1)
CAPSULE; ORAL
SECTRAL
IVES LABS/AMHO EQ 200MG BASE!
EQ 400MB Ð‘ÐÐ—Ð•!
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
TABLET; ORAL
BUTALBITAL AN) ACETANINOPHEN
DANBURY PHARMACAL 325MG;50MG!
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1)
CAPSULE; ORAL
BUTALBITALÂ»  ACETAMINOPHENQ CAFFEINE
Â¿B DM GRAHAM LABS 325MG;50MG;40nGu
AB 325MG;50MG;40MGn
AQ 325Ð¿G;50Ð¿G;40Ð¼GÐ¿
Essie
AB GILBERT LABORATORIES 325MG:50MG;40MGu
TABLET; ORAL
Esszc
AB GILBERT LABORATORIES 325MÂ§;50MG;40MG!
FIcRIcET
AB sANDoz PHARMs/SANDOZ 325MG;50MG;40M9u
REPAH
Â¿B DM GRAHAM LABS 325MG;50MG;40m6n
ACETAMINOPHEN; CODEINE PHosPHATE (PAGE 3-1)
TABLET; ORAL
ACETAMIHQPHEN AND ÑÐ¾Ð²ÐµÑ‚Ñ‹: PHOSPHATE
Â¿A ZENITH LABORATORIES aoomszeoms
ACETAMIHOPHEH w/ ÑÐ¿Ð°Ð²ÑˆÐ¸Ðµ 82
Â¿A LEnnoN Ð·Ð¾Ð¾Ð¼Ðµ;15Ð¼ÐµÐ¿
ACETAMIHOPHEN Ð˜! cOnEINE Ð¸Ð·
Â¿A LEMMoN Ð·Ð¾Ð¾Ð¼Ðµ;30Ð¼ÐµÐ¸
ACETAMIHOPHEH wl ÑÐ¾Ð¿Ð°Ñ‚ÐºÐµ a@
Â¿A oors;
LENMON 3 60MG!
/ÃÃ“Ã‰TAHÃÃ‘Ã“PHÃ‰N'NÃ'Ã³Ã³dÃ©iÃºi'PIÃ“Ã‰PEÃƒTÃ‰'dd/
/M/ /ZÃˆÃ‘iÃ īIfÃÃ„Ã±RRÃ„ÃÃ–RÃ¯ÃˆS// 2 â€œÐ¤ 6.561 liÃ©
Z 2 2:21:
2 IZ Z
N
/NfÃŸÅ•Å„ÃŸÃŸ/
18917
18917
87550
88758
88765
89067
88825
87629
88616
87804
87083
88627
88628
88629
ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2)
CAPSULE; ORAL
AOETAMIHOPHEN AND HYDROCODOHE BITARTRATE
Â¿A CENTRAL PHARMS S00MG;SMGÃŸ
TABLET; ORAL
HYDROCRDONE BITARTRATE Hl ACETAMINOPHEN
Â¿A BARR LABORATORIES Ð‘00ÐÐÐ—Ð‘ÐÐÐ¦
ÐÐ¡Ð•Ð¢ÐÐ1ÐœÐžÐ ÐÐ•Ðœ5 OXYCODONE HYDROCHLORIDE (PAGE 3-2)
CAPSULE; ORAL
TYLOx
MCNEIL PHARM
TYLOx-325
MCNEIL PHARM
500MG;5MGI
325MG;5MGI
TABLET; ORAL
/Ã©dÃ³Ã¡Ã©Ã‰T/
OXYCET
AA HALSEY DRUG 325MG:5MGI
ACETIC ACID, GLACIAL (PAGE 3-3)
SOLUTION/DROPS; OTIC
ACETIC ACID
AI THAMES PHARMACAL gli
ACETIC ACID, GLACIAL; HYDROCORTISONE (PAGE 3-3)
SOLUTION/DROPS; OTIC
HYDROCORTISONE AND ACETIC ACID
AI THAMES PHARMACAL 2Z;1Zu
ACYCLOVIR (PAGE 3-4)
CAPSULE; ORAL
ZOVIRAX
BURROUGHS NELLCOME 200MG!
ALBUTEROL SULFATE (PAGE 3-5)
SYRUP; ORAL
PROVENTIL
SCHERING EQ 2MG BASE/5ML!
88898
88577
88790
88246
87463
88638
88759
18828
18062
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DRUG PRODUCT LIST / CUNJLATIVE SUPPLEMENT )AMBER 8 / AUGUST '84 Â APRIL '85 3
> Aon > ANMONIUN LAcTATE (PAGE 3-12) Ð5Ð 1Ð 1Ðœ5 NETNOCARBANOL (PAGE 3-17)
> A00 > LOTION: TOPICAL TABLET; ORAL
> A00 > ANNONIUM LACTATE /NÃ‰TNOOARBANOL'RI'ASPIRIN/
> Ano > BRISTOL-NEYERS EO 122 ACIOn N 19155 NETNOOARBANOL ANO ASPIRIN
ANOxICILLINÃ¬ÃPOTASSIuN cLAvuLANATE (PAGE 3-13) BENzOYL PEROxIOE; ERYTHRONTCIN (PAGE 3-21)
PONOER FOR RECONSTITUTION; ORAL GEL: TOPICAL
AUGNENTIN '125' BENzANYCIN
BEECNAN LABS/BEECHAN 1258G/5ML; nERMIK/RORER 52:32u N 50557
EQ 31.25MG ACID/5ML! N 50575
AUGNENTIN â€˜250-
Ð²Ð•Ð•ÑÐ½ÐÐ½ LABS/BEECNAN 250NG/5MLzEQ 62.5Ð¼G ACIo/snLu N 50575 /dÃ©Å„iÅ•Å„tÃ¡Ã¤idÃ©g'RÃ©SÃ‰RÅ•INÃ©/(PAGE 3-21)
TABLET; ORAL Ð¢ÐÐÐ”Ð•Ðœ/Ð©
AUGNENTIN '250' l /EXNAÃ‰R/
BEECHAN LABS/BEECHAN 250MG;EQ 125MB ACIOu N 50564 /AHjROBINS/ /Ã¢ÃŸÅ„ÃŸjÅ„jiÅ•SÅ„G/ /NÃÃ¯Ã¡Ã¡Ã³Ã¯/
AUGNENTIN '500'
BEECHAN LABS/BEECHAM 500MG;EO 125MG ACInu N 50564
Ð© (PAGE 3'21)
AMPNETANINE SULFATE (PAGE 3-131 TABLET; ORAL
BENzTRoPINE NESYLATE
TABLET: ORAL > Ano > BP PAR PHARMACEUTICAL 0.5MGn N 88877
ANPNETANINE SULFATE > Ano > BR INGA N 88894
LANNETT Ð·Ð¼ÐµÐ  ̧N 83901 > ADD > BP enen N 88895
Ionen N 83901
BETAMETHASONE OIPROPIONATE (PAGE 3-22)
ANPICILLIN SOOIUN (PAGE 3-14)
OINTNENT: TOPICAL
INJECTABLE: INJECTION ALrNATRsx
ANPIOILLIN SOOIUN AB SAVAGE LABS/BYK-GLON Eg_g,gÂ§Â¿_Â§Â¿Â§gu N 19143
> A00 > Â¿E ELI LILLY Eg 500MG BASE/vIALu N 62565 BETANETNASONE OIPROPIONATE
> A00 > Â¿E Eg IGM BAsE/vIALn N 62565 Ag E POUGERA/BYK-OLON gg_g;gÂ§Â¿_gÂ¿Â§gu N 19141
AB PNARMAOERM/BYK-GLON Eg_gÂ¿gÂ§Â¿_gÂ¿Â§Â§u N 19140
OIPROLENE
ASPIRIN; BUTALBITAL; CAFEEINE (PAGE 3-16) Bx SCHERING EQ 0.052 BASEn N 18741
OIPROSONE
CAPSULE: ORAL AB Ð·ÑÐ½Ð²Ð¿Ñ…Ð¸Ðµ Eg 0,052 BASEu N 17691
BUTALBITAL N/ ASPIRIN ANO CAEFEINE
CHELSEA LABORATORIES 325MG;50NG:40NGu N 86231
ÐÐÐ•Ð¬Ð¦ÐÐ•Ð¦ÐÐÐÐ«Ð_ÐœÐÐ¬ÐÐ’ÐÐ•Ð (PAGE 3-22)
TABLET: ORAL
BuTALBITAL OOMPOUNO CREAM; TOPICAL
AB ZENITH LABORATORIES 325NG:50NG;40NGn N 85441 aETATREx" I I I â€š â€š I
/Ã©i/ 737.03?. LÃ„RS/BYKrGIRN/_Å•~Ã¡_____/Ã³`iÃ¤ Å„ÃŸÃ© Ñ‚. 16562/
AB SAVAGE LABS/BTK-GLON Eg_g,1Â¿_BASE N 18862
ASPIRIN; CAPFEINE; PROPOxYPHENE NYOROCHLORIOE (PAGE 3-16) vALNAc
AB NNO LABORATORIES gg_gÂ¿Â¿g_Â§Â¿Â§gu N 70050
CAPSULE; ORAL
PROROXYPRENE cONpOuNO 65 OINTNENT; TOPICAL
Â¿A LENNON 389NG;32.4NG;65MGn N 89025 vALNAc
AA ZENITH LABORATORIES 389NG;32.4NG;65MGB N 83077 AB NMC LABORATORIES Eg 0.1Ð  ̧BAsEn N 70051
PROPOXYPNENE NcL N/ ASPIRIN ANO OAFPEINE
â€žA CHELSEA LABORATORIES 389NG;32.4NG;65gÂ§8 N 85732
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 - APRIL '85 5 V V V V VV V V V V V V V > U D V > U U V > \ D VVVVVVVVVVVVVVVVVVVVVVVVVVVVVVV V > 0 D V > 0 0 V > U U V > U D V D D D V > \ 0 V > D 0 V > 0 0 V > D D V P 0 U V > \ U V P D U V )r D U V b \ \ V b 0 \ V b 0 D V b D U V b D U V > O U V ÑŒ U U V > D U V > D U V Ð¬ 2 U V > 0 D V D D D V b D \ V > G D V > 0 0 CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDEi SODIUM CHLORIDEi SODIUM LACTATE (PAGE 3-28) SOLUTION; INTRAPERITONEAL DELFLEX Nl DEXTRCSE 4.252 LCH NAGNESIUM IN PLASTIC CONTAINER AI DELMED 25.7MG/100ML54.25GM/100ML; 5.08MG/100ML;538MG/100ML; 448MG/100MLB N 18883 ADD > DIANEAL PD~1 Wl DEXTRCSE 1.52 IN PLASTIC CONTAINER ADD > AI TRAVENOL LABS

25.7MG/100ML;1.SGM/100ML; ADD > 15.2MG/100ML;567MG/100ML; ADD > 392MG/100MLI N 17512 ADD > DIANEAL PDÂ1 Nl DEXTRCSE 2.52 IN PLASTIC CONTAINER ADD > AI TRAVENOL LABS 25.7MG/100ML;2.SGM/100ML; ADD > 15.2MG/100HL:567MG/100ML; ADD > 392MG/100ML! N 17512 ADD > DIANEAL PD-l Nl DEXTRCSE 4.252 IN PLASTIC CONTAINER ADD > Â¿I TRAVENOL LABS 25.7MG/100ML;4.25GM/100MLI ADD > 15.2MG/100ML;567MG/100ML; ADD > 392MG/100ML! N 17512 CALCIUM CHLORIDEÃ¬ DEXTROSEÃ¬ POTASSIUM CHLORIDE; SODIUM CHLORIDEÃ¬ SODIUM LACTATE (PAGE 3-29) INJECTABLE; INJECTION POTASSIUM CHLORIDE IDMEQ IN DEXTROSE 52 AND LACTATED RINBER'S IN PLASTIC CONTAINER AB TRAVENOL LABS 20HG/100MLÃ¬SGM/100ML; 105MG/100ML;600MG/100ML;

310MG/100MLN N 19367 AB 20MG/100ML;5GM/100ML; 179MG/100ML;600MG/100ML5 310MG/100MLK N 19367 PCTASSIUM CHLDRIDE 15HEQ IN DEXTROSE 52 AND LACTATED RINGER'S IN PLASTIC CONTAINER AE TRAVENOL LABS 20MG/100ML;58M/100ML; 254MB/100ML;600MG/100ML; 310MG/100MLK N 19367 PCTASSIUM CNLCRIDE 20MEC IN DEXTROSE 52 AND LACTATED RINGER'S IN PLASTIC CONTAINER Ð  ̈TRAVENOL LABS 20H6/100HLÃ®SGH/100HL; 179MG/100ML;600MG/100ML; 310MG/100MLM N 19367 AE 20MG/100ML;5GM/100ML; 328MG/100ML;600MG/100ML; 310MG/100ML! N 19367 PCTASSIUN CNLCRIDE SOME@ IN DEXTROSE 52 AND LACTATED RINGER'S IN PLASTIC CONTAINER AE TRAVENOL LABS 20MG/100ML;5GM/100ML; 254MG/100ML;600MG/100ML; 310MG/100ML! N 19367 PDTASSIUM

CHLCRIDE 40MEQ IN DEXTRCSE 52 AND LACTATED RINGER'S IN PLASTIC CONTAINER Â¿E TRAVENOL LABS 20MG/100ML:SGM/100ML; 328MG/100ML;600MG/100ML; 310MG/100MLM N 19367 V n. V > 2 V > 2 V > U > > > _E TRAVENOL LABS > > V > U > D CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDEÃ¬ SODIUM LACTATE (PAGE 3-29) INJECTABLE; INJECTION PCTASSIUM CHLORIDE SMEG IN DEXTROSE 52 AND LACTATED RINSER'S IN PLASTIC CONTAINER 20MG/100MLI5GM/100MLI lOSNG/IO0MLÃ¬60OMG/IO0ML; 310MG/100ML! N 19367 CALCIUM CHLORIDE: MAGNESIUM CHLORIDEÃ¬ PQTASSIUM CHLORIDEÃ¬ SODIUM ACETATEÃ¬ SODIUM CHLORIDEÃ¬ SODIUM LACTATE (PAGE 3-29) INJECTABLE; INJECTION I /PI-Ã„SIIA-LYÃÃ‰. 1N. PI-Ã„SIIIÂ¢. Ð¡ÐžÐœ/â€˜Ð¨Ð•Ð  ̃PLASMA-LYTE

R IN PLASTIC CONTAINER CALCIUn GLUcEPTATE (PAGE 3-30) INJECTABLE; INJECTION CALCIUM GLUCEPTA Ñ  ̂Ñ‚ L . Ð¢Ñ‘Ñ‰/Ð© /A'mss/ CAPTOPRIL (PAGE 3-31) TABLET; ORAL CAPOTEN ER SQUIBB AND SONS 12.5MGI N18343 CAPTOPRIL; HYDROCHLOROTHIAZIDE (PAGE 3-31) TABLET; ORAL CAPOZIDE 25/15 ER SQUIBB AND SONS 25MG;15MGI N 18709 CAPOZIDE 25/25 ER SQUIBB AND SONS 25MG;25MG! N 18709 CAPOZIDE 50/15 ER SQUIBB AND SONS 50MG;15MGI N 18709 CAPOZIDE 50/25 ER SQUIBB AND SONS 50MG;25MGI N 18709 CARBACNOL (PAGE 3-31) ÐÐ˜Ð©Ð˜Ð™/151591555. 'Å„Å•HÃIIÃ„JÃ®IIiIf/ INJECTABLE; INJECTION 
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 8 /  AUGUST '84 - APRIL '85 7
V
V
â€º
U
â€º
0
U
VV
BPSRBPSRP>>>>T>>S
CHL ORPROPAMIDE (PAGE 3-42)
T ABL E T; ORAL
BI BIBIBIBIBIBIBIBI
BI
I5
CHL CRPRCPAMIQE
BARR L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S 100MB!
l!
COL ME D L ABORAT ORIE S
CORD L ABORAT ORIE S
DANBURY PHARMACAL
DURAME D PNARMS
L E MMON
SIDMAK L ABORAT ORIE S
SUPE RPHARM
Z E NIT H L ABORAT ORIE S
QL UCAMIDE
L E MMON
CHYMOPAPAIN (PAGE 3-43)
I
NJE CT ABL E; INJE CT ION
CHYMODIACT IN
SMIT H L ABORAT ORIE S
CISPL AT IN (PAGE 3-44)
I
yÃ¤Ã«Ã® Ã«Ã® Ã±Ã gÃ¬ INJE CT ION
IARIST ÃˆIJIAAs/Rfnv
PL AT INOL-AQ
BRIST OL L ABS/B-M
Ð© Ð¸
Ð© Ð¸
100ÐœGÐ¦
Ð© Ð¸
IOOMGI
250MB!
Ð© Ð¸
250MGI
4,000 UNIT S/VIAL!
d .
IÃ‰ IIÃ‰ Ã‰ IIII/
0.5MG/ML
CL OMIPNE NE CIT RAIg (PAGE 3-451
T ABL E T;
/PÅ•/
AB
/Ã‰ Å•/
Ag
ORAL
OL ONIO

T7HÃ‰ RRÃ‰ L AÃPPPJPRPÃÂ¢HÃ‰ H/SÅ„ Å„ Ã© /
ME RRE L L DON/DON CHE M Ð‘0ÐœÐ‘
CL CMIPHE NE CIT RAT E
www! Ñ‚Ð¸Ð½ Ñ‹
Â«L l
PL ANT Ex/IKAPNARN
Ð‘0ÐœÐ‘
88812
88813
86865
88708
88709
88725
88726
88852
88826
88918
88919
88768
88921
88922
88694
88695
88840
2 222222222
88641
N 18663
/lrÃ¬fÃ¯Å•Ã¯ÃŸÃ¯/
16131
/N'Ã¯ÃŸÃŸÅ•Ã¯/
N 18361
CL ONIDINE (PAGE 3-45)
FIL M,  CONT ROL L E D RE L E ASE; PE RCUT ANE OUS
CAT APRE S-T T S-l
BOE HRINGE R INGE L HE IM 2.5MGI
CAT APRE S-T T S-2
BOE HRINGE R INGE L HE IM 5MG!
CAT APRE S-T T8-3
BOE HRINGE R INGE L HE IM 7.5MG!
N 18891
N 18891
N18891
â€˜t
CL OT RIMAZ OL E (PAGE 3-45)
T ABL E T; VAGINAL
MYCE L E X-G
MIL E S PHARMS/MIL E S
500MG! N 19069
CODE INE PHOSPHAT Ei PHE NYL E PHRINE HYDROCHL ORIDE; PROME T HAZ INE
HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL
PHE NE RGAN VC Nl CODE INE
AA NYE T H L ABS/AMHO 10MG/5ML;5MG/5ML;6.25MG/5ML N 08306
PRCME T N VC Nl CODE INE
AA NAT L PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML I N 88764
PROME T NAZ INE VC Nl CODE INE
AA BAY L ABORAT ORIE S 10MG/5ML;5MG/5ML;6.25MG/5ML I N 88896
CODE INE PHOSPHAT E; PROME T HAZ INE HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL

PHE NE RgAN Ñ‡! Ð¾ ÑÐ²ÐµÑ‚Ð¸;
AA NYE T H L ABS/ANNO 10MG/5NL:6.25MG/5NL N 08306
E BQBE IE_E L_QQQE L UE
AA NAT L PHARM MFG/BARRE 10MG/5NL:6.25NG/5MLu N 88763
PRONE T HAZ INE wl CODE INE Ñ‡
AA BAY L ABORAT ORIE S 10MG/5ML;6.25MG/5MLn N 88875
CODE INE PHOSPHAT E; PSE UDOE PHE ORINE HYDROCHL ORIDEi T RIPROL IDINE
HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL
ACT IFE D Nl CODE INE
AA BURROUGHS NE L L COME
PSE UDCDINE C
10MG/5ML;30MG/5ML;1.25MG/5ML N 12575
AA BAY L ABORAT ORIE S 10MG/5ML;30MG/5ML;1,25MG/5ML B N 88833
T RIACIN-C
A_ NAT L PHARM MFG/BARRE 10MG/5ML;30MG/5ML;1.25MG/5ML I N 88704
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 8 /  AUGUST â€˜84 - APRIL â€™ 85 9
DE XAME T HASONE SODIUM PHOSPHAT E S NE OMYCIN SUL FAT E (PAGE 3-56)
SOL UT ION/DROPS; OPHT HAL MIC
NE ODE CADRCN
AI MS& D/ME RCK E Q 0.12 PHOSPHAT E;
E Q 3.5MG BASE/ML N 50322
NE CMYCIN SUL FAT E-DE XAME T HASQRE Ð·Ð¿ Ð¿ Ñ… Ð¸Ð½  PHOSPNAT E
AI PHARMAFAIR E Q 0.12 PHOSPHAT E;
E 3.5MG BASE/ML! N 62539

/dÃ© YÅ„ Å„dÅ„ MÃ‰ Å„iÅ„ Ã„ Å„ Å•Å„l 'f 'Å„ ÃŸÃllÃ© Ã¡Å•Ã© Ã¡ 'Å„ Ã¤Ã© ÃºÅ„dÃ© lfÅ„ Ã© dÃ¡iÅ„ Ã©  'SÃºlÃI-â€˜HÃ‰/ â€¹ PAGE 3-56)

/1Ð8111530811/
Ð¤Ð  80â€˜

/Ð¿7Ð:Ð½ ÐÐºÑ… ÐÐ/
/2Å„ Ã¢ÃÃdÅ„fÃ¤/ /  N.  '1239.4/
DE XT ROME T HORPHAN HYDROBROMIDE Ã®  PROME T HAZ INE HYDROCHL ORIDE
(PAGE 3-57)
SYRUP; ORAL
PNE NE RGAN Nl DE XT RCNE T NCRPNAN
NYE T H L ABS/ANNO 15MG/5ML$6.25MG/5ML N
PRCME T N Nl DE XT RCME T NCRPNAN
NAT L PHARM MFG/BARRE 15MG/5ML;6.25MG/5ML U N
PRCME T HAZ INE DH
BAY L ABORAT ORIE S
11265
I?
88762
I)
88864
lÃ¬
15MG/5ML;6.25MG/5ML! N
DE XT ROSE (PAGE 3-57)
INJE CT ABL E; INJE CT ION
DE XT ROSE 502 IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S 30GM/100ML I
T RAVE NOL L ABS 3OGM/100ML
DE XT ROSE 38.52 IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S 38.5GM/100ML N
DE XT ROSE 602 IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S Ã“ OGM/I00NL I
19345
17521
2 2
18923
222
A_Q 19346
DE XT ROSE; HE PARIN SODIUM (PAGE 3-58)
INJE CT ABL E; INJE CT ION
NE PARIN SODIUM 102000 UNIT S IN DE XT ROSE 52
ABBOT T L ABORAT ORIE S SGM/100ML5102000 UNIT S/100ML! N
NE PARIN SODIUM 101000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CCHT AINE R
ABBOT T L ABORAT ORIE S SGM/100ML;10,000 UNIT S/100ML! N
NE PARIN SODIUM 1000 UNIT S ANO DE XT ROSE 52 IN PL AST IC
CONT AINE R

AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP 5GH/100ML;200 UNIT S/100ML! N
HE PARIN SODIUM 12,500 UNIT S IN DE XT ROSE 52
ABBOT T L ABORAT ORIE S SGM/100ML;5Â»000 UNIT S/l00ML! N
HE PARIN SODIUM 12,500 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
ABBOT T L ABORAT ORIE S SGM/100ML;5,000 UNIT S/IOOML N N
_A_g 18911
Â¿ E 19339
19130
18911
19339
V
>
0
Ð£Ð£Ð£
V
Ð¡
Ð£
2
V
>
D
V
>
0
22
Ð£Ð£
DE XT ROSE; HE PARIN SODIUM (PAGE 3-58)
INJE CT ABL E; INJE CT ION
NE PARIN SODIUM 2000 UNIT S AND DE XT ROSE 52 IN PL AST IC

â€˜Ð˜ÐÐ¢Ð!!! E R
AB AM MCGAN/AM HOSP 56M/100ML;200 UNIT S/100ML! N 19130
NE PARIN SODIUM 259000 UNIT S IN DE XT ROSE 52
AB ABBOT T L ABORAT ORIE S SGM/100ML;10,000 UNIT S/I00ML I N 18911

ÐŸÐ•Ð Ð?!" SODIUM 25,000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
Â¿ E ABBOT T L ABORAT ORIE S SGM/100ML;5,000 UNIT S/100ML! N 19339
AE SGM/100ML;10,000 UNIT S/I00ML I N 19339
HE PARIN SODIUM 25000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
AE AM MCGAN/AM HOSP SGM/100ML Ã¤51000 UNIT S/100ML! N 19134
HE PARIN SODIUM 5000 UNIT S AND DE XT ROSE 52 IN PL AST IC
CONT AINE R
AM MCGAN/AM HOSP 5GM/100ML;1Â»000 UNIT S/100ML! N 19130
DE XT ROSE; L IDOCAINE HYDROCNL ORIDE (PAGE 3-58)
INJE CT ABL E; INJE CT ION
L IDCCAINE NCL Nl DE XT ROSE
A ABBOT T L ABORAT ORIE S 7.52;52 N 83914

/XÃ‘L MÃ„ INÃ‰ ÐÐœ.  W .  Ð˜Ð•Ð¥Ð¢ÐÐ¤Ð— Ð?
XYL OCAINE N/ DE XT ROSE
AST RA PHARM PRODS 7.52;1.52 N 16297

XYL CCAINE N/ÃQL UCCSE
AE AST RA PHARM PRODS Z Â¿ Â§Z:_Z N 10496
DE XT ROSE; MAGNE SIUM CHL ORIDE; POT ASSIUM CHL ORIDE; POT ASSIUM
PHOSPHAT E Z DIBASICÃ®  SODIUM ACE T AT E (PAGE 3-58)
INJE CT ABL E; INJE CT ION
ISOL YT E P Ð˜/  DE XT ROSE 52 IN PL A8T IC CONT AINE R

AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP 5GM/100ML;31MG/100ML;130MG/100ML;
26MG/100ML Ã¬320MG/100ML I N 19025
QE KIBQSE; OXYIOCIN (PAGE 3-59)
INJE CT ABL E; INJE CT ION
CXYT CCIN 10 USP UNIT S IN DE XT ROSE 52
AB ABBOT T L ABORAT ORIE S 5GM/100ML;1 USP UNIT/100ML! N 19185

ÐÐ— SGM/100ML52 USP UNIT S/100ML! N 19185
CXYT CCIN 20 USP UNIT S IN DE XT ROSE 52
AE ABBOT T L ABORAT ORIE S SGM/100ML:2 USP UNIT S/100ML! N 19185
CXYT CCIN 5 USP UNIT S IN DE XT ROSE 52

ÐÐ ABBOT T L ABORAT ORIE S SGM/100ML;1 USP UNIT/100ML! N 19185
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 8 /  AUGUST â€˜84 - APRIL '85 11
DIHYDROE RGOT AMINE ME SYL AT E; HE PARIN SODIUM;
HYDROCHL ORIDE (PAGE 3-66)
INJE CT ABL E; INJE CT ION
E MBOL Ex
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML:2Â»500 UNIT S/0.5ML;
5.33MG/0.5ML!
0.5MG/0.7ML;5Â»000 UNIT S/0.7ML;
7.46MG/0.7ML!
DISOPYRAMIDE PHOSPHAT E (PAGE 3-68)
CAPSUL E; ORAL
DISOPYRAMIDE PNOSPNAT E
Â¿g BIOCRAFT L ABS
Â¿g
NORPAc E
Â¿g SE ARL E PHARMS
Ag
DISUL FIRAM (PAGE 3-68)
T ABL E T; ORAL
DISUL FIRAM
BX PAR PHARMACE UT ICAL
BX
E Q 100MG BASE!
E Q 150MG BASE!
E 100MG BASE
E Q 150MG BASE
250MGn
500MGu
DIVAL PROE X SODIUM (PAGE 3-69)
T ABL E T Â» E NT E RIC COAT E D; ORAL
DE PAKOT E
ABBOT T L ABORAT ORIE S
E Q 125MG BASE!
DOPAMINE HYDROCHL ORIDE (PAGE 3-69)
INJE CT ABL E; INJE CT ION
DOPANINE NCL
L YPHOME D
lÃ¤fÃ¤
40MG/ML!
BOMG/ML!
DOxYCYCL INE HYCL AT E (PAGE 3-70)
CAPSUL E; ORAL
OOxY-L E HHON
Ag L E MMON
oOxYc Yc L IHE HYCL AT E
Ag PAR PHARMACE UT ICAL
Ag SUPE RPHARM
Ag
Â¿g RE ST-RARO
Ag Z E NIT H L ABORAT ORIE S
AB
E Q Ð‘0ÐœÐ‘ BASE!
E Ð‘Ðž ÐœÐ‘ BASE!
E Q Ð‘0ÐœÐ‘ BASE!
E Q 100MG BASE!
E Q Ð‘0ÐœÐ‘ BASE!
E Q S0NG BASE!
E Q 100MG BASE!
N
N
2:2 2:2
2222212: 2
18885
18885
70101
70102
17447
17447
88792
88793
18723
70058
70059
62497
62434
62469
62469
62396
62500
62500
QOXYCYCL INE HYCL AT E (PAGE 3-70)
T ABL E T; ORAL
Ð¨ .
AB L E MMON E Q 100MG BASE! N 62581
DOXYCYCL INE HYCL AT E
AQ SUPE RPHARM E Q 100MG BASE! N 62494
AB Z E NIT H L ABORAT ORIE S E Q 100MG BASE! N 62505
DOXYL AMINE SUCCINAT E (PAGE 3-70)
T ABL E T; ORAL
Ð¨
Â¿ A ME RRE L L DON/DON CHE M 25 N 06412
DOXYL AMINE SUCCINAT E
A QUANT UM PHARMICS 25MG! N 88603
E PINE PHRINE BIT ART RAT E; L IDOCAINE HYDROCHL ORIDE (PAGE 3-72)
INJE CT ABL E; INJE CT ION
L IGNOSPAN FORT E
DE PROCO E Q 0.02MG BASE/ML;Z Z! N 88389
L IGNOSPAN ST ANDARD
DE PROCO E Q 0.01MG BASE/ML;Z Z! N 88390
E RGOCAL CIFE ROL (PAGE 3-72)
CAPSUL E; ORAL
nRIsnOL

AA ÃÃ‘ÃÃ‘ÃHÃ‰ AÃ‰. L Ã„ Ã‰ S/SÃÃ‰ FL//Ã‰ Ãš Ã“ Ã“ Ãš ÃÃš /N. Å„3Â§5Â§/
Â¿ A NINT HROP-BRE ON/ST E RL 50,000 IU N 03444
E RYT HROHYCIN (PAGE 3-73)
OINT ME NT; T OPICAL
AKNE-MYCIN
HE RMAL PHARM L ABS zzn N 50584
SOL UT ION; T OPICAL
sAHsAc .
Â¿ I ORE N L AE S/OE RM PRODS _gu N 62522
SHAB; ToPICAL
E RYCE T T E
ORT HO PHARMACE UT ICAL 22u N 50594
E RYT HROMYCIN E T HYL SUCCINAT E (PAGE 3-74)
SUSPE NSION; ORAL
E RYT HROHYOIN E T HYLsucc INAT E
Ag PHARMAFAIR Eg Ð³Ð¾ Ð¾ Ð¼ Ð² BASE/5ML! N 62559
Â¿g Eg 400Ð¼ Ðµ BASE/5ML E N 62558
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29529 N anvIA/asva 961005 Ð‘Ð· SNIaouHv/NNIs-SNIN'I3 Ð¹â€˜
Ñ‚Ð°Ñ‚
NonaarNr ÑˆÐ¿Ð°Ð³Ð°Ñ‚:
(SL-2 BSVd) 51VNOÃ9013V1 NIDAHDÃœÃ‘IÃHÃ
21 59. 11Ð6V Â 99| LSnS0V / 9 Ð˜3Ð’Ð˜ÐÐ˜ 1N3Ð˜31dd08 3Ð11V10N03 l 1511 1300064 8060
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FL UOROURACIL (PAGE 3-83)
1NJE CT ABL E Â§ INJE CT ION
E LuOROuRAc IL
Â¿ E SOL OPAK L ABORAT ORIE S sone /NLn
Ag 50MB/NL R
FUROSE MIOE (PAGE 3-06)
T ABL E T; ORAL
FUROSE HIOE
Â¿ B CORO L ABORAT ORIE S Ð²ÐµÐ½ ÐµÑ†
AB L E OE RL E L ABS/AH CYAN Ð²Ð¾ Ð¼ ÐµÐ¸
Â¿ B PARKE-OAvIs/R-L  Ð²Ð¾ Ð¼ ÐµÐ¿
L AsIx
AB HOE CHST-ROUSSE L Bons
I
GE NT AMICIN SUL FAT E (PAGE 3-86)
01ÐœÐ¢ÐœÐ•ÐœÐ¢Ð— T OPICAL
GE NT ANICIN SUL FAT E
AI E  FOUGE RA/BYK-GL DN E Q IMG BASE/GM!
L_ PHARMADE RM/BYK-GL DN E Q IMG BASE/GN!
SOL UT ION/DROPS; OPHT HAL MIC
E E E QE IIQ
AI AL L E RGAN PHARMS E Q 3MG BASE/ML!
GL UT E T HIMIDE (PAGE 3-88)
T ABL E T; ORAL
GL UT E T NIM
/M/ 72m m  â€šÐ ÐµÐ°ÐºÑ‚Ð¸Ð²Ñ‹/Ð¨
GONADOT ROPIN CHORIONE Q (PAGE 3-89)
INJE CT ABL E; INJE CT ION
CHORIONIO BONADOT ROPIN
AE CART E R-GL OGAU L ABS 152000 UNIT S/VIAL!
2,000 UNIT S/VIAL!
AE L YPHOME D
15,000 UNIT S/VIAL
GUANE T HIDINE MONOSUL FAT E (PAGE 3-90)
T ABL E T; ORAL
GUANE T HIOINE NONOSUL FAT E
BOL AR PHARMACE UT ICAL E Q 10MG SUL FAT E!
E Q 25ÐœÐ‘ SUL FAT E!
Ã¯Å„ Å„ Ã¤/
ÃÅ•ÃŸÅ„ ÃŸ/
Eg 10MG SUL FAT E
E Qâ€ž Â§Â§E Â§_Â§QL Â£& IÂ§
lÃ¤HÃ¤
ISHE L IN

ÃÃÃE Ãƒ7Â¢IÃ‰ Ã„ Ã‰ GÃˆIÃ‰ Ã‘Ã
CIBA/CIBA-GE IGY
(nl)
1w Ð¤
N 88766
N 88767
18569
18415
18419
2 212 2
16273
N 62533
N 62534
N 62452
/NAMÃ‰ U
N 17016
N 17016
N 17067
\\
HAL CINONIOE (PAGE 3-90)
CRE AH; T OPICAL
/HAL Ã³iÅ„ Ã© RÅ„/
HALcs-E
HE PARIN SOOIUM (PAGE 3-91)
INJE CT ABL E; INJE CT ABL E
NE P-FL USH 10
Â¿ E L YPHOME O 10 UNIT S/NL E
HE PARIN L OOK PL USH
Â¿ E L YPHOME O 100 UNIT S/NLn
Â¿ E SOL OPAK L ABORAT ORIE S Â¿ Q_UNIIÂ§Â¿ HL E
Â¿g 1o UNIT S/NLn
Â¿ E 100 UNIT S/NLn
HE PARIN SOOIUH
AP E L KINS-SINN/AHROBINS/Ã¤d;Ã³d0'UNIT SIHÃ‰/ /
_/  /460 011111114] /

/ÃŸiÅ„. L Ã‘Ã¯ÃS T AI' /
HE PARIN sOOIUH.  SOOIUH CHL ORIOE (PAGE 3-93)
INJE CT ABL E; INJE CT ION
HE PARIN SODIUM 10.000 UNIT S IN SOOIUH CHL ORIOE 0.92
ABBOT T L ABORAT ORIE S 10,000 UNIT S/looHL;
900Ð¼ Ðµ/100Ð¿1Ð¸
HE PARIN SODIUM 10,000 uNITs IH SODIUM CHL ORIOE 0.452
Af ABBOT T L ABORAT ORIE S 10,000 UNIT S/100ML;
.  450Ð¼ 8/100Ð¼ 1Ñ†
HE PARIN SODIUM 12,500 UNIT S IN SODIUM CHL ORIDE 0.92
Â¿ E ABBOT T L ABORAT ORIE S 5,000 UNIT S/100ML;
20985211111=
HE PARIN SODIUM 25,000 UNIT S IN SGBIUH CHL ORIDE 0.92
Â¿ E ABBOT T L ABORAT ORIE S 5,000 UNIT S/100ML;
Ð© Ð¸
HE PARIN soOIuH 5000 UNIT S IN sc OIUH c HL ORInE 0.452
AP ABBOT T L ABORAT ORIE S 100 UNIT S/HL;4Â¿ Â§HÂ§Â¿ HL E
HE PARIN SOOIUMÃ¬ SODIUM CHL ORIDE Â IN PL AST IC (PAGE 3-93)
INJE CT ABL E; INJE CT IDN
HE PARIN SODIUM 1000 UNIT S IN SODIUM CNL ORIDE 0.92
AE AM ME GAN/AM HOSP 200 UNIT S/100ML;900MG/100ML!
HE PARIN SODIUM 2000 UNIT S IN SODIUM CNL ORIDE 0.92

52 ÐÐœ ÐœÐ¡Ð‘Ð8/ÐÐœ HOSP 200 UNIT S/100ML;900NG/100ML!
HE PARIN SODIUM 25000 UNIT S IN SODIUM CHL CRIDE 0.92
AE AM MCGAN/AM HOSP 5,000 UNIT S/100ML;
Â¿ E 900MG/100ML!
HE PARIN SODIUM 5000 UNIT S IH SODIUM CNL CRIDE 0.92
AE ABBOT T L ABORAT ORIE S 1Â¿000 UNIT S/100ML Ã¤900MG/100ML
AE AM MCGAN/AM HOSP 12000 UNIT S/100ML;
900MG/100ML!
N
N
N
N
N
Ã‘'
N
N
N
N
17651
17651
88457
88580
88581
ijÃŸÃŸj/
17537/
11637/
18911
18911
18911
18911
18911
19042
19042
19135
18916
19042



V
>
D
VV
V
>
D
HE XACHL OROPHE NE (PAGE 3-94)
EnULsION;
TuRssx
A1 xT T RIUN L ABS
T OPICAL
-gu
Ð«
HYDRAL AZ INE HYDROCHL ORIDE (PAGE 3-95)
T ABL E T; ORAL
HYDRAL AZ INE HCL
Â¿ A AMIDE PHARMACE UT ICAL 25M6!
Â¿ A Ð‘Ð¾ Ð¼ Ð±Ñ‹
Â¿ A ASCOT HOSP PHARMS 25MGn
Â¿ A Ð²Ð¾ Ð¼ Ð²Ñ†
Â¿ A BARR L ABORAT ORIE S lOMGn
Â¿ A Ð¾ Ð¾ Ð¼ ÐµÑ†
Â¿ A CAMAL L 10MG6
Â¿ A asnsu
Â¿ A Ð²ÐµÐ½ ÐµÑ†
Â¿ A 1Ð¾ Ð¾ Ð¼ ÐµÐ¸
Â¿ A SUPE RPHARH 10Ð¼ ÐµÐ¿
Â¿ A Ð³Ð²Ð¼ ÐµÑ†
Â¿ A Ð‘Ð¾ Ð½ ÐµÑ†
HYDROCHL OROT HIAZ IDE (PAGE 3~96)
T ABL E T; ORAL
HYDROCHL DROT HIAZ IDE
AB L E NNON gsnsu
Â¿g sonsu
Â¿ B SUPE RPHARM Ð³Ð·Ð¼ ÐµÑ†
AB Ð‘Ð¾ Ð¼ Ð±:
AQ 100MGu
HYDROCHL OROT HIAZ IDE';  ME T OPROL OL T ART RAT E (PAGE 3-98)
T ABL E T; ORAL
L OPRE SSOR HCT 100/25
GE IGY/CIBA-GE IGY 25MG;100MGI
L OPRE SSOR HCT 100/50
GE IGY/CIBA-GE IGY 50ÐœG;100Ðœ6Ð¸
L OPRE SSOR HCT 50/25
GE IGY/CIBA-GE IGY 25MG:50MGI
N 19055
88560
88649
88310
88311
88728
88729
88846
88847
88848
88849
88787
88788
88789
2121212 21212121212221212
88924
88923
88827
88828
88829
22125252
N 18303
N 18303
N 18303
uYDROCHL OROT HIAZ IDEi PROPRANOL OL HYDROCHL ORIDE (PAGE 3-98)

Ð¢ÐÐÐÐÐ® ÐÐ?â€œ

/Ã„ ÃÃ‰ Ã‰ Ã‰ Ã‰'JIÃBS/Ã„ Å„ Ã±ÃŸ/ /Ã‰ SÃ‘GÃƒÃ„ MW

/Ã‰ SÃ‘GÃMÃ‘SÃ‰ Ã
1NOE RIOE-4o/as
AYE RBT L ABS/ANNO 25MB:40Ns
INOE RIOE-Bo/as
AYE RsT L ABS/ANNO asnsseons
HYDROCHL OROT HIZ IDEi SPIRONOL ACT ONE (PAGE 3-98)
T ABL E T; ORAL
SPIRONOL AOT ONE i  HYDROCHL OROT HIAZ IDE
Â¿ B Asc OT HOSP PHARMs 25MG;25Msu N 88025
HYOROORL OROT HIAZ IOE; T INOL OL NAL E AT E (PAGE 3-98)
T ABL2T Â¿ ORAL
/Ã¯iÅ„ Å„ L Ã¯ÃšÃ‰/
T INOL IOE 10-25
HYOROCHL OROT RIAZ IOE; T RT ANT E RE N; (PAGE 3-98)
T ABL E T; ORAL
NAxz IOE

NYL AN PHARMs 50Ð¼ Ñ;75Ð½ Ð²Ð¸ N 19129
HYOROCORT IsONE (PAGE 3-99)
CRE AN; T OPICAL
NYOROOORT IBONE
Â¿1 T RAnes RRARMAOAL 2.520 N 88799
NYT ONB I
/Ã© i/  OE RMIK/RORE R-AMCHE N /0.$2/  N 80472
OINT NE NT; T OPICAL
T UNE â€š
/Ã© j/  OE RMIK/RORE R-AMOHE N /0.$2/  N 80474
PONOE R; FOR Rx CONPOUNOINs
N-OORT

/Ã© Ã© / 7Å•ÃŸÃ±Ã¯Å„ Å•XÃÃŸÃ„ Ã‰ Ã³Å•ÃÃ¯ÃŸÅ„ Ã¯Å•Ã¢/1662 /N. ÃŸ7Â¿3Â§/
AA T ORCH L ABORAT ORIE S 1002 N 87834
HYOROc ORT IsONE ACE T AT E (PAGE 3-102)
#2922999/

/RÅ•fÃšÂ¢Â¢Ã„ RNFÃ¯Â¢KJPHÃKÅ„ SlÃ¯Z/ /NÃÃŸÃŸÃ¡Ã¤Å•/
HYDROCORT ISONE ACE T AT E Ã¬ PRAMOxINE HYDROCHL ORIDE (PAGE 3-103)
AE ROSOL; T OPICAL
E PIFOAM
RE E D& CARNRICK PHARMS 12;12 N 86457
HYDROFL UME T HIAZ IDE (PAGE 3-104)
T ABL E T; ORAL
HYDROFL UME T HIAZ IDE
_ CHE L SE A L ABO u
:9h
A8222
â€˜85 14
'84 Â APRIL
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15
HYDROFL UME T NIAZ IDE; RE SE RPINE (PAGE 3-104)
T ABL E T; ORAL
RE SE RPINE AND HYDROFL UME T HIAZ IDE
BP Z E NIT H L ABORAT ORIE S 50MG;0.125MG!
HYDROXYZ INE HYDROCHL ORIOE (PAGE 3-105)
T ABL E T; ORAL

NYDROXYZ INE Ð²ÑÑ‘
59 PURE PAC/KAL IPHARHA 10MG!

59 Ð³ÑÐ½ Ð²Ðº
59 Ð·Ð¾ Ð½ Ðµ:
59 SUPE RPHARM loMsn
59 Ð³Ð²Ð¼ ÐµÐ½
59 50MB!
NYDROXYZ INE PAMOAT E (PAGE 3-106)
CAPSUL E; ORAL
NY-PAM "25"
AB L E MMON E Q 25MG HCL!
IBUPROFE N (PAGE 3"106)
T ABL E T; ORAL
RUFE N
59 BOOT S PHARMACE UT ICAL 400Msu
59 ÑŒÐ¾ Ð¾ Ð¼ ÐµÐ¸
59 ÑŒÐ¾ Ð¾ Ð¼ ÐµÐ¿
IMIPRAMINE HYDROCHL ORIOE (PAGE 3-107)
/ IanÃ¡
BT?
T ABL E T; ORAL
SK-PRAHINE

ÃÃ¡Ã¤/ E RA?.  ÃÃÃˆÃšHÃ„ ÃAÃ‰ ÃÃ‰ S/
â€˜4
59 8KIP L ABORAT ORIE8 IOMO/
59 Ð³Ð·Ð¼ Ðµ
BP 50MB
INOOME T HACIN (PAGE 3-100)
CAPSUL E; ORAL
IHOOME T HAOIN 
59 PAR PHARMACE UT ICAL 25MB:
59 soMsu
59 PARKE-OAvIS/N-L 25MG!
59 Ð²ÐµÐ½ ÐµÑ†
N 88932
88120
88121
88122
88794
88795
88796
212252212
N 88713
70083
70088
70099
Z IZ Z
N 18829
N 18829
N 18806
N 18806
V
U
Ñ†
V
>
0
2
INDOME T HACIN (PAGE 3-108)
8UPPOSIT ORY; RE CT AL
INDOCIN
MS& D RE8 L ABS/ME RCK 50MB!
INDOME T HACIN 8ODIUM T RIHYDRAT E (PAGE 3-108)
INJE CT ABL E; INJE CT ION
INDOCIN I. V.
MS& D/ME RCK E Q IMG BASE/VIAL!
IODOHIPPURAT E SODIUM! IÂ123 (PAGE 3-109)
INJE CT ABL E; INJE CT ION
NE PHROFL ON
ME DI-PHYSIC8 1MCI/ML!
IOPANOIC ACID (PAGE 3-109)
T ABL E T; ORAL
T E L E PAQUE

/HINÃHRÃŸR'JZ ÃÃ‰ S/SIÃ‰ RI//SÅ„ ÃŸÅ„sÃ¤/
NINT HROP-BRE ON/ST E RL 500MG
ISOE T HARINE ME SYL AT E (PAGE 3-110)
AE ROSOL; INNAL AT ION
BRONKOME T E R ' I

Ð¼ Ð½ ÑÑ‚.  Ð‘Ð«Ð™ Ð«Ð¦ÐœÐ‘/ÐœÑ„ Ñˆ/
BN BRE ON L ABS/ST E RL ING 0.34MG/INN
ISOE T HARINE ME SYL AT E
BN NAT L PHARM MFG/BARRE 0.34MG/INH!
KANAMYCIN SUL FAT E (PAGE 3-112)
INJE CT ABL E; INJE CT ION
KANT RE X
AE BRIST OL L ABS/B-M E Q 75MG BASE/2ML!
uâ€™  Ð© Ð¸
AE E Q lGM BASE/3ML!
L ABE T AL OL HYDROCHL ORIOE (PAGE 3-113)
INJE CT ABL E; INJE CT ION
NORMODYNE
8CHE RING 5MG/ML!
N 17814
N 18878
N 18289
/Ã‘fÅ„ Ã³ÃŸÃŸÃ© /
N 08032
/NfiÃ© ÃŸÃŸÃ¤/
N 12339
N 87858
N 62564
N 62564
N 62564
N 18686



16199 N nx 531801VH08V1 Ava I
3800811
1V31d01 200dÐ˜V85
06199 N nÃ®Ã® 531601V608V1 Ava 10
38V0811
99290 N 1Ð /̧35V8 ÐÐ˜0Ð• 03 1V31d01 2801101
/gfÃ«go Â§11/ 'masiva/3151 â€˜ÐµÑ‘â€™ 088V/58V1 mam
Ð™ 88 â€š1 Si# . . . 1911-2 30Vd) 38V0811
A6199. 8/ 088050 Ñ‚Ð¸Ð½Ñƒ/501 111.611/
31V3105 381Ð˜V18
801133Ð“Ðœ1 2318V133Ð“Ðœ1 20999 N 625 531601V608V1 38VÑ…06 â€™Ã¯ < 00V â€¹
158'381050011 â€¹ 00V â€¹
1221-2 30Vd) 31V3105 381Ð˜63183Hd3Ð  ̃1V31d01 280110105
20999 N 822 53160IVH08V1 38VÑ…0H IV < 00V â€¹
06999 N nÃ«Ã¼Ã¶Ã¶Ã® 53160IV608V1 66V8 Ã¯? Ã®Ã¶i'Ã®iÃ®Ã®Ã¶Ã¶Ã¬Ã®Ã¯ < 00V â€¹
Ã®Ã¶Ã±â€Ã®iÃ®Ã¼Ã®Ã¤Ã¤Ã¤Ã®i 1V60 580110108
1V60 21318V1
__ /96601jN/ /25/ 500Hd Ð˜6VHd VH15V â€¹ 110 <
66199 N n1Ð˜570N05 53160IV608V1 38VÑ…0H V 381V00118
158â€˜3810183238 __ 801133Ð“Ðœ1 2318V133Ð“Ðœ1
01050 N 18570805 1H315/58V1 d0681818 VV
1063830 1511-2 30Vd) Ã®Ã¼Ã®Ã¤Ã¶Ã¯Ã±Ã¶Ã¶Ã¤Ã±Ã®Ã±'Ã®Ã±Ã®Ã¯Ã¶Ã¶Ã¼Ã®Ã¯
1VH0 2d0H15
22299 N 1870801 515 8011V3103Ð  ̃1181 E? 66261 N 8201 50088 88V88 0815V
22699 N aÃ±Ws-zÃ¼Ã®Ã® 531601V608V1 11088V Â«W 3NIv301Ax
Ã®Ã¤Ã¬ÂÃ®Ã¬Ã®Ã¬Ã®Ã¤Ã®Ã¤Ã®Ã¬ 1V60 2105063V
801133Ð“Ðœ1 2318V133Ð“Ðœ1
1611-2 30Vd) 381056011
1221-2 39Vd) 301601800H018 3Ðœ10163d3Ð˜
99299 N 62221870850*0 0006d3U 80
96911 N dÐ˜V/01 051 . 58V1 080635 â€¹ 00V â€¹ 1'1538808055
1V80063d < 00V â€¹ 801133Ð“Ðœ1 2318V133Ð“Ðœ1
801133Ð“Ðœ1 2318V133Ð“Ðœ1 â€¹ 00V â€¹
 ̀1611-2 30Vd) 301601800601Ð½ 381V0V01d3Ð  ̃2816330H080031

1221-2 30Vd) 581d061083Ð  ̃â€¹ 00V â€¹
01061 N u1u2'0/9N1 51V011033VÐ˜HVHd dV1 â€¹'000'â€¹
92991 N 21 5Ð˜HVHd 8V06311V ' 808d01 â€¹ 0 V â€¹
sun '801133Ð“Ðœ1 2318V133Ð“Ðœ1 <'Ã¼Ã±Ã¯â€œ<
31Ð˜1V81Hd0 25d0H0/80110105
1211-2 30Vd) 31V130V 30110Hd031 â€¹ 00V <
1221-2 39Vd) 380518038
91181 8 80Ð˜006 Ã¤?
92261 N n1N001/0820521N001/0Ð˜925 __ 91191 8 Ð¹ÐÐÐžÐžÐ• 9V
f1N001/6N992f1N001/9N1221N001/9N02 58V1 10830VH1 dV 91191 N nsuooz 0Ñ…V10 Ã¤?
H381V1800 0115V1d N1 3111vAONAs Ã®Ã®Ã¯Ã¼Ã¼Ã¬aÃ¯
92061 N 1N001/0N00521N001/0Ð˜055 __ 19991 N 60N006 Ã¤?
fÃ®Ã¼Ã®Ã¶Ã®7Ã¤Ã¼52211u001/9N12f1N001/6N02 531601V608V1 11088V dV 18981 8 00N002 Ã¤?
8381V1800 0115V1d N1 3LATOISAHE 19991 N 11911002. 0Ðœ183835 9V
8011V0166: 280110105 381008808
1V60 21318V1
1611-2 30Vd) 310805010'801065'Ð¢30180185
Ð˜01005 231V130V Ð˜01005 230160180 Ð˜0155V10d 230160180 Ð˜015380VÐ  ̃1211-2 30Vd) 3016018006018 101V138V1
91 59. 'IIHdV Â 99| L8OSOV / 9 638180" .LN3N3'ldd08 3Ð11â€˜ÐŸ0Ð03 / 1811 130006d 9060
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V
>
U
V
D
\
ME PIVACAINE HYDROCHL ORIOE (PAGE 3-123)
INJE CT ABL E; INJE CT ION
CARBOCAINE
Ñ†! BR E ON L ABS/ST E R L ING Ñ†
ME PIvAc AIHE HOL
59 CART E R-GL OGAU L ABS Â¿gn
AE Ð•Ñ‘â€œ
POL Oc AINE
59 AST RA PHARM PROOS Â¿gn
SOAHOOHE ST PL AIN
59 OE PROCO 99:
ME PROBAMAT E (PAGE 3-123)
T ABL E T; ORAL

/ÃÃ ME PROBAMAT E /Ã 4

/ IÃ/ " ' /Ð™ Ð. Â°/
ME T NICIL L IN SODIUM (PAGE 3-127)
INJE CT ABL E; INJE CT ION

/Ã„ Å„ /Ã“ Ã‰ L Ã‰ Ã‰ Ã‰ ÃÃ‘Ã‘'ÃŸÃ„ B$/Ã‰ Ã‰ Ã‰ Â¢HÃ„ Ã‘/lÂ¢' Ã‰l FÃVÃ‰ Ã„ /

7gg SÃ³Ãšâ€˜Ã¡' SÃ f '
/Ã¤Ã¤2 ' / lc 'z lÃ© c Ã„ E E IUIAÃˆ/

Ð« ÃÃ«Ã« Y?  'E ÃSÃˆÃ‰ Ã‰ ÃÃ‰ Ã‰ Ã
. L f ÃŸ.  5 .

Ð›Ñ‘Ð´.  'SGH â€˜Ð’ÐÐ•/Ð£ÐœÐ«
ME T NOT RE XAT E SODIUM (PAGE 3-128)
INJE CT ABCE; INJE CT ION
NE XAT E
BRIST OL L ABS/B-M E Q 250MG BASE/VIAL!
NE XAT E-AQ
Â¿ E BRIST OL CARIB/B-M/PR E Q 25MG BASE/ML!
ME T HYCL OT NIAZ IOE (PAGE 3-129)
T ABL E T; ORAL
NE T NYCL OT HIAZ IQE
AB CHE L SE A L ABORAT ORIE S 2.5MG!
AB ÑˆÐ°Ñ…
AB COL ME D L ABORAT ORIE S 5MG!
ME T HYL DOPA (PAGE 3-130)
T ABL E T; ORAL
ME T HYL DOPA
> 59 MT L AN PHARMS Ð³Ð²Ð¾ Ð¼ ÐµÑ†
> 59 Ð²Ð¾ Ð¾ Ð¼ ÐµÑ†
ME T HYL PRE DNISOL ONE SODIUM SUCCINAT E (PAGE 3-131)
INJE CT ABL E; INJE CT ION
SOL U-ME OROL
N 12250 UPJOHN E Q Ð³ÐµÐ½  BASE/VIAL E
N 88769
N 88770 ME T RONIDAZ OL E (PAGE 3-133)
N 88653 INJE CT ABL E; INJE CT ION
ME T RoHIoAz OL E
N 88387 59 L YPHOME O 500MG/100MLn
NE T RYL Iv
59 L E MMON 500MG/100ML:
T ABL E T; ORAL
Ð¨
/N'Ã© ÃŸÃ¡Ã© Ã© / > AOO > 59 HAL SE Y Ð²Ð½ Ð¸Ð· Ð³Ð·Ð¾ Ð¼ ÐµÐ¸
_ â€š 59 PAR PHARMACE UT ICAL Ð³Ð·Ð¾ Ð¼ ÐµÐ¸

Ñ‚Ñ… Ð²Ð²Ð³Ð³Ñ/ AB ÑÐ¿ Ð¾ Ð¿ ÐµÐ¸
59 SIOMAK L ABORAT ORIE S Ð³Ð·Ð¾ Ð¿ ÐµÑ†

59 ÑÐ¿ Ð¾ Ð¿ ÐµÐ¸
59 SUPE RPHARM asoMsn
59 500Msn
ME T RYL
59 L E MMON asoMGn
/ N.  '61.4l45/  . M Ñ‚.  7.  ÑŒ_5_Ð¾ _Ð¾ _
/Ðœ[51493/ 59 L E MMON 500Msn

Ð¼ ÑÑ‚Ñ‹ Ð·Ð´Ñ‚Ð²Ñ… Ñ
/Ð¿;51493/ 59 SAVAGE L ABS/AL T ANA 250Msn
Ñ‚.  Â¿1493/
MICONAz OL E NIT RAT E (PAGE 3-1341
SUPPOSIT ORY; vAGINAL
MONIST AT 3
ORT HO PHARMACE UT ICAL 200Msn
N 86358
N 88760 MORPHINE SUL FAT E (PAGE 3-135)
INJE CT ABL E; INJE CT ION
DURAMORPH PF
E L KINS-sINN/AHROBINS 0.5MG/MLn
1MB/MIE
N 88750
N 88724 NAPCIL L IN SODIUM (PAGE 3-135)
N 88745
INJE CT ABL E; INJE CT ION
NAPc IL
59 BRIST OL L ABS/B-M Eg 10GM BASE/VIAL E
HAL L PE N
59 BE E CHAM L ABS/BE E CHAM 59 lOGM BASE/VIAL
N 70075
N 70076
2
IZ  21 2:  Z IZ IZ IZ IZ IZ IZ
11856
70071
70042
70021
70040
70039
70027
70033
70008
70009
70035
70044
70029
18888
18565
18565
62527
61999



92519 N l'IVIA/SSVS H901 03 ÐVÐO33Ð—/Ð‘ÐÐŸ ÐVÐO33Ð•
1110010V9
NOILO3FNI STIQVI33ÃÃNI
16199 N 99N02 5315V8 Ð˜HVHd 00
06198 N nÃ¤N02 531601VH08V1 V351383 â€œV 1261-2 39Vd) 801005'811110VÑ…0
108 3818H31838d
1V60 23105dV3
52529 N 651180 000â€˜005 531Ð˜HV8d 8018V00 00
1151-2 30Vd) 301601830H018 3Ðœ1Ð˜H3183Hd 811V1518
1V60 21318V1
12991 N usu006 135500H-1583308 16529 N u1u/911N0'0001001 H1V3V8HV8d â€œV
1V183H1 21529 8 Ð¿1Ð˜/511Ðœ0 000'001 53160IV608V1 1V8 -Ã¯
1VH0 235V313H 03110H1803 â€˜1318V1 811V1518
1VH0 2801583d505
1661-2 30Vd) 38111131Ñ…Ð¾1838
1161-2 30Vd) 811V1518
81511 N 1Ð¸/1382 Ð˜5/513000Hd 1V3103Ð˜ â€¹ 00V â€¹
Vd10 691 81 Ð˜01863111 â€¹ 00V â€¹ 21510 N 1Ð¸/35V8 0Ð˜1 03 1H315/803H8-d0881818
Ð½Ð¾Ð¿ÑÐ·Ð“Ñ‚ *MVI3-11H1 < 00V â€¹ mm1. N/ H11/35%. 6111!.93//614IÃ®f63ÃŸlÃ¤wÃhggÃ¤gÃ®Ã¡3
(961-2 39Vd) 691-81'7Ð˜010081H1 Ð˜0131V3 31V131800 â€¹ 00V â€¹ 801133Ð“Ðœ1 2318V133Ð“Ðœ1
1061-2 3908) Ñ‚Ð°Ñ‚
69261 N n1v1A/9N002 03Ð˜0Hd11
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 8 /  AUGUST
19
'84 Â APRIL '85
>
fâ€™
PHE NYL E PHRINE HYDROCHL ORIOE; PROME T HAZ INE HYDROCHL ORIOE
(PAGE 3-153)
ST RUP; ORAL
PHE NE RBAN vc
55 HYE T H L ABS/AMRO
PROME T H v0 PL AIN
55
PRONE T NAZ INE VC PL AIN
55 BAY L ABORAT ORIE8
5MG/5ML;6.25MG/5ML
NAT L PHARM MFG/BARRE 5MG/5ML;6.25MG/5ML!
5MG/5ML;6.25MG/5ML!
PHE NYT OIN SODIUM (PAGE 3-153)
INJE CT ABL E; INJE CT ION
PHE NYT OIN SODIUM
IÃ¢ lÃ¢ IÃ¢
SOL OPAK L ABORAT ORIE S 50MB/ML!
Ð‘0ÐœÐ‘/"Ð¬!
SOMG/ML!
PHE NYT OIN SODIUM; E XT E NDE D (PAGE 3-153)
CAPSUL E; ORAL
DIL ANT IN
AB PARKE-DAVIS/N-L 100MG
E XT E NDE D PHE NYT OIN SODIUM
A BOL AR PHARMACE UT ICAL 100MG!
PIL OCARPINE HYDROCHL ORIOE (PAGE 3-154)
GE L; OPHT HAL MIC
PIL OPINE HS
AL CON L ABORAT ORIE S
PINDOL OL (PAGE 3-154)
T ABL E T; ORAL
VISKE N
42
SANOOz PHARMS/SANOOz/ISMG/
POL YE T HYL E NE GL YCOL 3350; POT ASSIUM CHL ORIDE Ã¬ISODIUM
BICARBONAT E; SODIUM CHL ORIDE; SODIUM SUL FAT E (PAGE 3-155)
PONDE R FOR RE CONST IT UT ION; ORAL
COL YT E
E DL AN PRE PARAT IONS
120GM/PACKE T;1.49GM/PACKE T;
3.3Ã³GM/PACKE T;2.9Z GM/PACKE T;
11.3Ã³GM/PACKE T!
227. IGM/PACKE T;2. Ã´Z GM/PACKE T;
6.3Ã³GM/PACKE T;5.53GM/PACKE T Ã¬
21. SGM/PACKE T;!
360GM/PACKE T;4.47GM/PACKE T;
10.0ÃŸGM/PACKE T;8.76GM/PACKE T;
34.08GM/PACKE T!
N 08604
N 88761
N 88897
88519
88520
88521
22
N 84349
N 88711
N 18796
/NfÃ¯Ã¡Ã© Ã¡Ã¤/
N 18983
N 18983
N 18983
INJE CT ABL E; INJE CT ION
POT ASSIUM CHL ORIDE IN PL AST IC CONT AINE R
59 INVE NE X L ABS/L IFE 2MEg/ML E
59 2MEg/MLn
> 500 > POT ASSIUM CL AvUL ANAT E; T ICARCIL L IN OISOOIUM (PAG5 3-158)
> 500 > INJE CT ABL E; INJE CT ION
> 500 > T IME NT IN
> 500 > BE E CHAM L ABS/BE E CHAM E O 100MB ACIO/vIAL;
> 500 > E R 3GM BASE/VIAL E
> AOO > E O 200MB ACID/VIAL;
> 500 > E O 3GM BASE/VIAL E
ggE ONISOL ONE (PAGE 3-1591
T ABL E T; ORAL
PRE DNISOL ONE
Bx SUPE RPHARM Ð·Ð¼ ÐµÐ¸
PRE ONISOL ONE ACE T AT E; SUL FACE T AMIOE SODIUM (PAGE 3-160)
OINT ME NT; OPHT HAL MIC
PRE OSUL PAIR
51 9Ð½ 59Ð¼ 55519 9551519;
vASOc IOIH
_1 COOPE RvISION PHARMS gÃªÃ¤g;lgz l
PRE ONISONE (PAGE 3-161)
SOL UT ION; ORAL
PRE ONISONE
ROXANE L ABORAT ORIE S 5MG/5ML N
PRE ONISONE INT E NSOL
ROxANE L ABORAT ORIE S 5MG/NLn
T ABL E T; ORAL
PRE ONISONE
Bx SUPE RPHARM Ð·Ð¼ ÐµÐ¸
Bx 10MG6
Bx Ð³Ð¾ Ð½ ÐµÑ†
PROCAINAMIOE HYDROCHL ORIOE (PAG5 3-163)
CAPSUL E; ORAL
PROOAINAMIOE Hc L
> 500 > 59 ROXANE L ABORAT ORIE S 250Men
> 500 > 59 Ð²Ð¾ Ð¾ Ð¼ ÐµÑ†
POT ASSIUM CHL ORIDE (PAGE 3-156)
22
88901
88908
50590
50590
88892
88032
88791
88703
88810
88865
88866
88867
88989
88990
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 Â APRIL '85 21
RITODRINE HYDROCHLORIOE (PAGE 3-173)
INJECTABLE; INJECTION
/RiÅ•dÅ„Å„tÅ„Ã©'Å„Ã³Ã±
_ /iÃ³Å„Ã©lÅ„Ã±
YUTOPAR
/AÅ•/ ASTRA PHARM PRODS 10MB/ML
lSNG/MLI
TABLET; ORAL
l /Å„Å•fdÅ„Å„iÅ„Ã©'Å„Ã³Ã¼/
. / /Ã¯ÃŸÅ„ÃŸ/
/ÃB/ ASTRA PHARM PROOs lons
SAFFLONER OILS SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION
LIPOSYN II 102
ABBOTT LABORATORIES 52552!
LIPOSYN II 202
ABBOTT LABORATORIES 102;102!
SCOPOLAMINE (PAGE 3~174)
FILM, CONTROLLED RELEASE; PERCUTANEOUS
/ÃRÃ„Ã‘SÃšÃ‰Ã‰Ã‘Ã‰Ã‘/
ÐœÐ˜Ð /ÃÃSÃ‘Ã‰/
TRANSOERH-scOP
CIBA/CIBA-BEIOY 1.5Ð¼G
SODIUM CHLORIDE (PAGE 3-1761
INJECTABLE; INJECTION
/NfÃ¯ÃŸÅ•ÃŸÅ„/
N 18580
N 18580
Ñ‚Ñ…Ñ…Ð²Ñˆ/
N 18555
N 18997
N 18991
/NfÃ¯Å•Ã¡Å•Ã¤/
N 17874
BAOTERIOSTATIC SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
59 ÐÐ’Ð’ÐžÐ¢Ð¢ LABORATORIES OHG/ML
59 INvENEx LABS/LIFE 9mG/MLB
Â¿E Ã®Å¯ÃªÃ¡Å¯Ã â€
SODIUM CHLORIDE IN PLASTIC CONTAINER
/AP â€š â€š â€š ' Â» LB LL
scBIuH OHLORIOB 0.92 :H PLASTIO OOHTAIHER
59 AM MOGAN/AM HOSP 9oonG/loonL
59 INvENEx LABS/LIFE 9mG/MLB
SODIUM LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIE8 SMEG/ML!
N 18800
N 88909
N 88911
/NfiÃÃ¤Ã³Ã¤/
N 17464
N 88912
N 18947
SODIUM NITROPRUSSIDE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM NITROPRUSSIDE
AE LYPHOMED SONG/VIAL! N 70031
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORALÂ»  RECTAL
KAYEXALATE
AA BREON LABS/STERLING 453.6GM/BOT N 11287
SODIUM POLYSTYRENE SULFONATE
AA BAY LABORATORIES 453.6GN/BOT! N 88786
SUSPENSION; ORALÂ»  RECTAL
SODIUM POLYSTYRENE SULFONATE
AA BAY LABORATORIES lSGM/Ã“ONLI N 88717
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYN III 102
AE ABBOTT LABORATORIES Agg! N 18969
LIPOSYN III 202
P ABBOTT LABORATORIES 202! N 18970
SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION
SUCCINYLCNOLINE CHLORIDE
Ñˆ 7W . . ÐÑˆÑ‹ÑˆÑ /n'ÃŸÃŸzÃŸÃŸ/
/Ã‰ L um /A'AdzÃŸs/
SULFABENZAMIDE; SULFACETAMIDE; SULFATNIAZOLE (PAGE 3-181)
TABLET; vAOINAL
sULTRIN .
A1 ORTHO PHARMACEUTICAL 180Ð¼8;143.75Ð½G;172.5Ð½8 H 05794
Ð•Ð•ÐÐ•Ð¬Ð.Ð•!Ð¬Ð•&
Â¿I E FousERA/ALTANA 184Ð¼G;143.75Ð½G;172.5Ð½G5 N 88463
A1 PHARMAOERM/ALTAHA 184Ð¸G;53951999;5295999Ð¸ H 88462
SULFACETAMIDE SODIUM (PAGE 3-181)
sOLuTION/OROPS; OPHTHALMIC
/Ã©ÃºÃ±Å•dÃ³Ã©Å•Ã¡Å„idÃ©'Ã¡dÅ„Å•ÃºÅ„/
suLrAIR 10
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VVVV
E OPHYL L INE (PAGE 3-190)
T H
CAPSUL E,  CONT ROL L E D RE L E ASE; ORAL
BC
BC
BC
BC
BC
BC
BC
BC
BC

Ð²Ñ
BC
59
T HIORIDAZ INE HYDROCHL ORIOE

Ð‘ÐÐÐÐ‘
T HE OCL E AR L. A. Â130
CE NT RAL PNARMS
T HE OPNYL-SR
MCNE IL PHARM
T HE OPHYL L INE
CE NT RAL PHARMS
T NE OVE NT
SCHE RING
130MG
125MB!
250Ð¼ 8Ð¿
125MGl
250MG!
125MG!
250MG!
T ABL E T Â» CONT ROL L E D RE L E ASE; ORAL
T NE OGNRON
FORE ST L ABORAT ORIE S
T HE OPNYL L INE
FORE ST L ABORAT ORIE S
100MG!
200MG!
I00NG!
200Ð¼ GÐ¸
: (300995
T ABL E T; ORAL
T HIORIDAZ INE HQL
BARR L ABORAT ORIE S
CORD L ABORAT ORIE S
DANBURY PHARMACAL
ROxANE L ABORAT ORIE S
T OBRAMYCIN (PAGE 3-194)
(PAGE 3-192)
SOL UT ION/DROPS; OPHT HAL MIC
T OBRE X
AL CON L ABORAT ORIE S
0.32!
:T OCAINIDE HYDROCHL ORIOE (PAGE 3-194)
T ABL E T; ORAL
T ONOCARD
MS& D/ME RCK
400MB!
600MG!
22 2 2 2 2 2
222
86569
86480
86471
88654
88689
87010
87910
88320
88321
88503
88504
88505
88737
88738
88135
88872
89048
62535
18257
18257
T OL AZ AMIDE (PAGE 3-194)
T ABL E T; ORAL
T OL AZ AMIDE
59 Z E NIT H L ABORAT ORIE S I00Msu
59 asoMeu
59 5009G5
T OL IHASE
59 UPJOHN IOOMG
55 _am
59 soon@
T OL AZ OL INE HYDROCHL ORIOE (PAGE 3-194)
INJE CT ABL E; INJE CT ION
PRISCOL INE
CIBA/CIBA-GE IGY 25MG/ML I
T OL BUT AMIDE (PAGE 3-194)
T ABL E T; ORAL
T OL BUT AMIDE
AB SUPE RPHARM 500MG!
T OL ME T IN SODIUM (PAGE 3-194)
CAPSUL E; ORAL â€šâ€š
T OL E CT IN OS

/ 353395111.  'L Ã„ Ã‰ Ã“ Ã‰ Ã„ ÃAÃ‰ IÃ‰ S/ /  Â£51 'ÃdÅ„ Å„ Ã¢ 'HÃSÃ‰/
MCNE IL PHARM E Q 400MG BASE
T ABL E T; ORAL
T OL E CT IN

/ Ð˜ÐœÐ•Ð›.  'L Ã„ Ã‰ ÃšRÃ„ Ã M1155/ /  Â¿ Si 'ÃÅ¯ÃŸÃ±Ã¢ 'Ã‰ ÃSÃ‰/
MCNE IL PHARM 58 200Ð¼ 8 BASE
T RAZ ODONE HYDROCHL ORIOE (PAGE 3-194)
T ABL E T; ORAL
DE SYRE L
ME AD JOHNSON/B-M 150MGI
T RIAMCINOL ONE ACE T ONIDE (PAGE 3-195)
CRE AM; T OPICAL
ARIST OCORT A
51 L E OE RL E L ABS/AM CYAN 0.0252n
Ð¦ Ð¨â€œ
A1 o. szu
N 18894
N 18894
N 18894
N 15500
N 15500
N 15500
N 06403
N 88893
)TlÃ¯Ã¹hkÃªÃ¡/
H 18084
/ N.  '11625/
N 17628
N 18207
N 88818
N 88819
N 88820
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T RIAMCINOL ONE ACE T ONIDE (PAGE 3-195)
m m  am  m m
L OT ION; T OPICAL
T RIANOINOL ONE ACE T ONIDE
BAY L ABORAT ORIE S 0.0252!
0.1%!
OINT ME NT; T OPICAL

ARIST OCORT Ð
L E DE RL E L ABS/AM CYAN 0.12!
. BZ!
0
T RIAMCINOL ONE ACE T ONIDE
PHARMADE RM/BYK-GL DN 0.0252!
0.1Ð¥Ñ†
T RYME X
SAVAGE L ABS/BYK-GL DN 0.0252l
0.12!
T RIFL UOPE RAZ INE HYDROCHL ORIDE (PAGE 3-198)
l5 IÃ¢ lÃ¤Ã¤ lÃ¢
T ABL E T; ORAL
T RIFL UOPE RAZ INE HCL
DURAME D PHARMS E Q ING BASE!
E 2MG BASE!
E Q 5MG BASE!
E Q 10MG BASE!
T RIAZ OL AH (PAGE 3-197)
T ABL E T; ORAL
HAL CION
UPJOHN 0.125MG!
T RIL OST ANE (PAGE 3-199)
CAPSUL E; ORAL
MODRAST ANE

NINT HROP L ABS/ST E RL Ð—0ÐÐ•!
60Ðœ6Ð¿
T RIME PRAZ INE T ART RAT E (PAGE 3-199)
A
SYRUP; ORAL
T RIHE PRAZ INE T ART RAT E
BAY L ABORAT ORIE S E Q 2.5MG BASE/5ML!
T RIPROL IDINE HYDROCHL ORIDE (PAGE 3-200)
Â¿ A
SYRUP; ORAL
T RIPROL IUINE HCL
HAL SE Y DRUG 1.25MG/5ML!
*Ã¨
2
22 2 2 2
88450
88451
88780
88781
88692
88690
88693
88691
88967
88968
88969
88970
17892
18719
18719
88285
88735
T RISUL FAPYRIMIDINE S (PAGE 3-200)
SUSPE NSION; oRAL
/T Å„iÅ„ Ã±Ã© 'Ã© ÃºÃ±Â¢Ã³Å•dÃŸ/
/Ã‰ Ã‰/ .  L  .  /Ã‰ Ã³Ã³Å„ Ã¡/Ã¡Å„ Ã¼ /
VE CURONIUM BROMIDE (PAGE 3-202)
INJE CT ABL E; INJE CT ION

/ NMIÃDMN.  Ã( Ii i-145. â€
NORCURON
Q
VE RAPAMIL HYDROCHL ORIDE (PAGE 3-202)
T ABL E T; ORAL
c AL AN
Ag SE ARL E/SE ARL E PHARMS Ð²ÐµÐ½ ÐµÑ†
Â¿ ÃŸ lzonsn
IsOPT IN
Â¿_ KNOL L PHARMACE UT ICAL Ð·Ð¾ Ð½ Ðµ
Ag 120m @
/ Ð½ .  '5.6167/
N 18817
N 18817
N 18593
N 18593
24
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â€ž_fâ€™ ADDENDUM 25
DESI PENDING LIST Â 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 Â APRIL '85
/ÃÃ¡Ã³dÅ„Ã¡tÃ³'Ã¡Ã©Å•Ã³Ã¡'Å„idfiÅ„Ã¡'Ã©Å•dÅ„Å„Ã©dÃ¡Ã¡Ã¼Ã©Å„iÅ„Ã'dEÅ„Å„Ã¡HTrErdLÃ¡'Å•dfÅ•Ã³/
/dÃ³Å•Å¯Ã'NÅ•Ã¡Ã³aÅ„Ã¡Å„Å•Ã³sÃ¡'Ã±Å•ÃºÃ¬Å„â€žÃ¤Å•Ã±Ã«' Å•Ã±ÃÃ¡Ã³Å„iÃ«Å„Å•dÃ«ÃÃ®nÅ•â€žiÂ¢Ã¼Ã¤Ã¼Å•rif
/THIAHTRB'H ORÃ©Ã³HLORIÅ„EÃ' ITAHIT'ÃƒÃ'Ã–ITAHIH'O? 6175919â€™ Ã
(PAGE Anz) (9585 Ana)
(555 SPECIAL NOTE Ð².)
/
/
m4 Ð½Ñ‚Ð²Ñ…Ð½ÐµÑ…Ñ‚Ð»ÑˆÐ¾Ð¿/
Ð›'Ð°.:Â».:Ñ….;Ñ…Ð³Ð²ÑˆÑˆÑ/ â€š â€ž â€š â€ž â€š _, Ð´Ñ‹ÑˆÐ¸Ñ‚.â€˜Ð¼Ñ‹ÑˆÐ°Ð¼
/Ð¿$Ñƒ.Ð³Ð½â€šâ€¹ÑŽÑˆÐ¿Ð¿ÑÑˆ /55552Ñƒ155;5.5255Ð¼55;ÐœÐ¸Ñ‚Ð¸;â€šÑ‹ 55.55... m/ â€šâ€š â€š â€šâ€š â€š â€š
55955895955.999Ð› ÑˆÑ‚ 59598Ñ‘395595599Â»;Ñƒ
.` . 5.9 . 5 â€š 5.:â€š Ðª? 5 .â€º Ñ Ñ 5
Ñ‰'Ñ‚ÑÑ…Ð¼Ð·Ð²Ñ…ÑƒÑ‰Ð³Ð´Ð¼ ÑˆÐ¸Ñˆ 51:72;(551555;Ð´Ð¸Ð²/555556.â€˜Ñ…Ð¾Ñ‚Ñ‹
':(" v â€˜555 .v â€šÐ· .4.6.' 41;'. " .' .4.4
ÃÃ¤Ã‰IVÃ‰TiÃ‰/BASEA 155 T44/ I L Ã¡ Ð¨Ñ‚ / ÑˆÑ‚ z Ñˆ/Ñˆ/ m14 ÃŸ/
/ÃSÃ³dRBtÃ³'ÃÃ©Å•di' i6? i'Ã³Å•Ã¡Ã¡dÅ•dÃ«dÃ¼lÅ•Å•h* Pfl Å•'AÃ³Å•dâ€œ
/ /HtaÃ©lÅ„Ã¡btnlÃ¡' hÅ•Å„Ã«ÃºÃ¡iÃ¡'Å•Å•i IITI'ETL! Â¿Ti :ÃLI"RIBOPLÃÃšÃNÂ¥I
/TÅ„ddriÃ¡f'r Å¯Ã«Ã©L.LdsÅ•Å„Ei'viTzr l' â€˜TTITATÃA .'\ITXHIN
(PAGE A02)
(PAGE AD2) (SEE SPECIAL NOTE B.)
â€˜SEE SPECIAL No" B' I' ÑˆÐ»Ð°Ð¼: 'www
/xNJHnf/BIE4.INJEmAN/ 553819175â€˜. ÑˆÐ¸Ñ…Ñ‚Ñ‹ â€šâ€š â€š â€šâ€š â€š â€š
my.. ...-1.41 â€š â€ž â€š â€ž â€š â€ž Ð¼Ñ‹ÑˆÑ†l. â€ž(Ð²Ñ‹Ð´Ð²Ð¸Ð½Ñƒ/15555255525.â€š(Ð²Ñ‚/Ð·Ð³55555555/5Ð³Ð°5â€š
Ñ‚ÑÐ¶ ÑˆÐ¸Ð½ÑˆÐ¸Ð»Ð»Ñ‹ Ð»Ð¸Ñ‚/85555.Ð¼Ð½Ñ‚Ñ…Ñ†Ð´Ð´Ð´ÑˆÐ½Ñ‹ÑƒÐ¼Ð´Ð·/ 554;Ð°ÑÐ°/558559255;1595255;/ â€ž
Ð¼Ñ‹Ñ‚/515525.855529585.555521550 Ð¼,859255554,953925559,355825550
595655155138657595â€œÐÐœ" 558558588 Ð¨Ñ‚ Ñ‚Ð¸ÑˆÐ¸
/iÃŸÃÃ¯iJ/.vfÃŸ/ ' " Ñ‚'ÑˆÐ·Ð·/ " '
/HYBR Â¿c :OLÃ'Å„Å•BdÅ•LdVIbÃ¡' `:HL'HTORLÃ¡-LURIE/:PASE 502)
(555 958155 NOTE B.)
/
/Ã„Ã©Ã©dÅ„Ã¡Ã¯d'AdÅ•Å„â€œ'Å„Å•dÅ•Å•Å„Ã'Å„Å„iÅ•Ã¡gÅ•Å„Ã¢gdÃ±"NÅ•ÃÃ©ÃNÂ¿Å„Ãdâ€œ'PYRÃÃšÃ“Ã‘ÃNÃ‰/
Ñ‘
/ ÐÐ—ÐÐÐÐÐ•Ð•ÐÐÐÐ "OTE E" a' ÑˆÐ¸Ñ‚ '44 'm4/H â€œwww "4ms/n '-'/
/iyÃ±lÃ«Ã«xÃ©Ã®Å¯ÃªÅ•'rmnwm/ ' ' /Ð´(Ð·Ñ‚Ð²Ñ‚Ð¹Ñ‘Ð·Ð¹Ñ‚Ñ†Ñ‘Ð¹Ñ‚Ð»/ j' /NÃ®Ã¢ÃŸÃŸfi/
'm'sffnxxansÅ•xÅ•mns/ ÑˆÐ¿Ð¸Ñ†.Ð¶Ð¼ÐµÐ½Ðµ/55:53.Â°Ð¿Ð°Ð½/Ð¸Ð»Ð» Ñ‚Ð²Ð½Ð¾ÑÐ¼'ÑÑ…Ñˆ/
: Ð² .4.' 144.244 2;'.4 ` .Â" .' .d .d â€˜Ñˆ '
Ð³ÐÐÐÐÐÐÐÐÐÐ;Ð·ÐÐÐÐÐÑˆÐ·ÐÐÐÐÐ.8:24;Ñâ€ â€œÑˆÑ‚ â€˜Ã miâ€™ ÐÐÐÐÐÐÐÐÐÐ·ÐÐ™ÐÐÐÐ¿Ð/ÐÐÐ™'Ð¦ "85555,



CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 - APRIL '85
/ÃƒSÃ³Ã©Å„dtt'AdÅ•Ãºâ€œ'dÃ‰Å„Å„A LÂ» iÂ§'.â€˜Ã„Å•â€˜NANidÃ‰Ã¤'Å„Å•Å¯L Ã¯. Ã‰/
/ 161 dr( .LL"H1 Â¥Ã¬\\1 5 lâ€™ÐÑ‡Ð±Ñ‘Ð±Ð±Ð½ÑÐ±Ð¿1Ð±ÑŒÑ‘â€˜0116Ð10'42/
/\1+Ð´Ð³1ÑŠ' â€˜ T11ZN1A EÃIPAGE
(SEE SPECIAL NOTE Ð².)
Ð»Ð°ÐºÐ¸: lf
#mÃ¡s â€š1 â€š7 Ð¼Ñ‹ mv
"ivi" ÐÑÐµ. ' ld .: .d â€š â€˜;
Ð¨Ð¢ Â¿ÃÅ„gÃ¢Ã¢f/:ÃˆÃÃ‰AÃ‰Ã‰ÃQÃˆAÃ‰Ã„ÃÃ‰ÃœÃˆÃ“Ã‰gÃ®gÃŸgÃ¡Ã¤Ã¢Ã©/
` 5Ñ‘Ð³Ð°Ð³Ð²Ð°Ñ‰Ð´Ð°Ð³Ð³Ð°Ð³Ñ‘Ð³Ð·Ð³Ð³Ð³Ð³Ñ‘â€˜Ð°Ñ‚aâ€˜7â€™ "
/AÃ³AjxJnLfÃ¯ns/'Å„Ãº' " " Ñ‚ ÑˆÐ¼/
DIPYRIDAMOLE (PAGE A04)
TABLET; ORALl
DIPYRIDAMOLE
SIDMAK LABORATORIES 25MG N 88683
' Ð. 50M@ N 88684
.Â¿Ã«yff 75Ð½Ð² N 88685
/iÃ¡Ã³Ã¡Ã³Å„Ã¡tÅ„Ã©'dÅ•Å„tfÅ„Ã¡Å•E/(PAGE Ans)
\Â¿! (ALL PRODUCT8 Â 8EE SPECIAL NOTE B.)
Ð¼Ð¸Ð³Ð°Ð»ÐºÐ°Ð¼Ð¸
.' :Nm Ñl:
Ð´Ð³Ð³Ð³Ð³Ð³Ñ‘Ñ‘Ð³Ñ‹ÑˆÑ‹ ÑˆÑ‚Ð³/ Â â€šÐ¼Ñ‹;
marfisfÃ«usmmÃŸ/
.' . .f
â€œÃ®Ã¤Ã¤Ã¤Ã¢Å•iÃ¯Ã«ÃŸÃŸÃÃ¯lÃ¤Ã¤Ã®Ã©sÃ®/ um mmf
Ð»â€˜ÑˆÑˆÐ¿Ñ…Ñ„Ñ‚Ð¿Ñ‰Ð¿.â€˜Ð¿Ñ‹ÑˆÐ½Ñ‹Ð¼Ð¸
Ð›ÐÐ™ÐÐÐ2Ð©Ð¨Ð·â€˜Ñ‰ÐÐ‘/Ð©Ñ‚â€™ . /A'ÃŸÃŸÃŸzÃŸ/
Aâ€˜NITROGLTCERIN (PAGE A07)
/Â¢ÃPSÃšLÂ£Ã„ÃÂ¢Â¢NÃRÂ¢Â£Â£Â£Â¢ÃRÃ‰ÃƒÃ‰Ã„SÃ‰ÃƒÃARÃ„L/
(ALL PRODUCTS Â SEE SPECIAL NOTE B.) '
/ÃÃÃ‰IÃ‰ÃJÃÂ¢Â¢NÃÃ‰Â¢Â£Â£Ã‰ÃšÃNÃ‰Â£Ã‰Ã„SÃ‰ÃƒÃARÃÃ/
(ALL PnooucÃ¯s Â SEE SPECIAL ÐºÐ¾Ñ‚Ð° Ð².)
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â€œ,â€˜d' DESI PENDING LIST Â OTHER THAN 'EXEMPT' (COURT ORDER) CATEGORY 27
CUMULATIVE SUPPLEMENT NUMBER 8 / AUGUST '84 Â APRIL '85
Ð¨Ð©Ð© Ð¼Ð°Ð¼Ð°ÑˆÐ¸ /ÃŸÃ¯BA/MBAJGÃ‰ISY/
f r r :I: .Y â€š
Ð¼Ñ‹ÑˆÐ¸.â€˜ÑˆÑ‚Ð°Ñ‚Ð½Ñ‹Ð¼Ð¸ ÑˆÑ‚Ð°Ð¼Ð¿ÑƒÑ/(553585551 /' â€˜ÑˆÑ‚â€™ Ð H â€œÑˆÐ¸Ñˆâ€
/ÃšIÂ¢YÂ¢LÃ“Ã‘IÃ‘EÃHYÃšÃ‰Â¢Â¢HIHÃ‰IÃšÂ£5ÃÅ•HÃ‰NÃ³Ã‰Ã„ BIÃÃ„L/
' TUSS-ORNAOE SKAF LABORATORIES
BEROCCA C HOFFMANN-LA ROCHE CARAMIPHEN EOISYLATE; CHLORPHENIRAMINE MALEATE;
ASCORBIC 5C10; BIOTIN; OExPANTHENOL; NIACINAMIOE; PYRIOOxINE I8OPROPAMIOE 100105; PHENYLPROPANOLAMINE HYDROCHLORIOE
HYDROCHLORIOE; RIBOPLAvIN; THIAMINE HYDROCHLORIOE
BEROCCA C 500 HOFFMANN-LA ROCHE CURRENT STATUS Â EEPECTIVENESS Ñ‚Ð¾ BE OETERMINEO
A8CORBIC 5810; BIOTIN; OEXPANTHENOL; NIACINAMIOE; PYRIOOxINE
HYDROCHLORIOE; RIBOELAVIm.JHIAMINE nvnROcHLORIOE H.v.I. PEOIATRIC USv PHARMACEUTICAL
â€™ ASCORBIC 5810; BIOTIN; CYANOCOBALAMIN; OExPANTHENOL;
ERGOCALCIPEROL; EOLIC 5C10; NIACINAMIDE; PHYTONAOIONE;
OIHETAPP AH ROBINS PYRIOOxINE HYDROCHLORIOE; RIBOELAvIN PHOSPHATE SOOIUH;
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIOE; THIAMINE HYDROCHLORIOE; VITAMIN 5; VITAMIN E
PHENYLPROPANOLAMINE HYDROCHLORIOE
Ã Ã ENÃ' Ã
/Ifl/Ã®wÃ©gÃ¤Å•/ .LAHS/MHH PÅ•Ã³ÃšÃŸ/
ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIOE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
Y! Y f I j Ã Ã ' '
/HI/fÃ±ygsÃ¤Ã¤gÃ§f / /Â¢ ANU r'l PHÃHHÃ„Â¢ÃL/
i Å• II Å„N Ã¯ Ã '
/H/gigÃ¢ggÅ„Ã±Ã®Ã¯Ã¤Ã¢Ã¡Å•/ / dun; #Ã„plgÅ•n/
#iii-Nj. â€˜ÐÐ˜Ð©Ð˜Ð™. 'SDF/(1135. â€˜Ð˜ÐÐ«ÐœÐ˜. '15. 'SÃšJIFÃƒÃÃ‰/
\
â€˜Ð.
rl
Ã Å• i# ' Ã'
5555 ÐÐÐÑ‚Ñ…Ñ‚Ðâ€™Ð—ÐÐÐÐÐ¸ÐÐÐÐÐÐÐÐÐÐÐ¬
. Il " .'
Muss/Â¿gli MHS/15H04 PIWS/
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ADDENDUM DI DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
0n September 24, 1984, 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, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved from January l, 1982; and
3) whether jgvitro and/or 19 vivo bioequivalence studies are required
for ANDA approval.
The A roved Prescri tion Dru Products with Therapeutic Equivalence
Evaluations, StH EÃ¤igion, (APDP) and its monthly suppTements will be used to
saÃ®isÃ¯y tÃ±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 approval of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original aEETication.
A-l



(2)
(Ð—)
(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 Ð¾? the original application, except that
such an application may be submitted after four years if it
contains a certification that a patent claiming the drug is
invalid or will not be infringed by the product for which
approval is sought.
A new drug application approved after September 24, l984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original application.
A supplement to a new drug application approved after
September 24, l984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the 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, 1982, to September 24, l984, which includes an
active ingredient (including Ð°Ð¿Ñƒ ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, l984.
Ð-2



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
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 Appendix D of the APDP will
enable firms to determine whether in vitro and/or ig vivo +
bioavailability/bioequivalence stuÃ¬y data must be included with their ANDA
submissionsÂ»
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 which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution erformance is demonstraÃ¯Ã«d (the list of
such drugs is provided under TABLE I ; and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms. '
Ð11 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 products formulated-Tn dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the 19 vivo bioequivalence requirement be waived.
Ð-Ð—



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 invivo study as a condition
for approval under thÃ« new Act.
Topicals
In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of re-l962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products
initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be 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 policy that has been made on the Ñ€Ñ‚Ðµ-1962 topical
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT topical products unless a waiver or in vitro alternatives can
be justified by the applicant. __
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 l984, the Agency now
has the responsibility to publish an up-to-date list of all marketed drug
products, ÐžÐ¢Ð¡ Ð°Ð· well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved ÐžÐ¢Ð¡ drug products in
the market place. This situation occurs as a result of the Agency's current
ÐžÐ¢Ð¡ compliance policy which allows the marketing of various unapproved ÐžÐ¢Ð¡
drug products pending the effective date of the applicable final ÐžÐ¢Ð¡
monograph. The ÐžÐ¢Ð¡ products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.
/



NDA's Approved by the Office of Biological Research and Review Not Previously
Published in the APDP ÑŒ
Ð11 products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.
Patent and Exclusivity Information
It was Originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The patents that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process if'
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/composition patents should
be added to the List.
A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
following certification: "The undersigned certifies that the drug or
formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.
The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.



Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.
TABLES II-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 Ð¬Ðµ 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.
Ð-Ð±



DO 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.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEW ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEW STRENGTH
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEW INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEN DOSING SCHEDULE
l I
Ð° Ð¸ Ð¼ â€”
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
I
Ð¨
UUUUUUUU
III I
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AÂ8
INDICATIONS
I-I
|Â2
IÂ3
IÂ4
IÂ5
IÂ6
IÂ7
|Â8
IÂ9
I-IO
I-II
IÂI2
IÂI3
IÂI4
IÂ|5
|ÂI6
IÂI7
IÂI8
|Â°I9
I~20
IÂ2I
IÂ22
IÂ23
IÂ24
IÂ25
IÂ26
IÂ27
IÂ28
IÂ29
IÂ30
|Â3I
|Â32
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
POST-MYOCARDIAL INFARCTION
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



TABLE I. LIST QF DRU@ PRODUCTS WHICH MUST DEMONSTRATE IN VIVO
BI AVAILABILITY NLY IF PR D T FAIL T A HIEVE ADE ATE DI L TI N
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;
CAPSULE OR TABLET; ORAL
|60-|65MG; I60ÂI65IMÂ§; 50M;
ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MG; 325MG; SOMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
|60-|65MG; I60Â|65MG; SOI/G; 4OMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 325MB; 5OMG; 4OMG
ACETAM l NOPHEN; BUTALB l TAL
CAPSULE CR TABLET; ORAL
325; 50MB
650; 50M;
ACETAMINOPHEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 5OMG; 4OMG
650MG; 50H6â€š; 4OMG
AM INOPHYLL INE
TABLET; ORAL
I OOMG
ZOOMG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50MG
650; 50MB
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (R TABLET; ORAL
325MG; 50MG; 40MG;
650MG; 50MG; 40MG;
ASPIRIN; CAFFEINE; CARISOPROOOL
TABLET; ORAL
I60MG; 32MG; 200MG
ASPIRIN; CAFFEINE; CARISOPROOOL;
CODEINE PHOSPHATE
TABLET; ORAL
160â€˜46; 32m; 200MG; IÃ“ MG
ASPIRIN; CARISOPRGDOL
TABLET; ORAL
325MG; 200MB
ASPIRIN; CARISÅ“ RODOL; CODEINE
PHOSPHATE
325MG; 200MG; |OÐ¼Ðµ
ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 2OOMG
ASPIRIN; IVETHOCARBAMOL
TABLET; 0955
325MG; ZOOMG
CHLOROTH I AZ IDE
TABLET; ORAL
250MG
ESTROGENS, CONJUGATED; NEPRÅ“ AMATE
TABLET; ORAL
O.4MG; ZOOMG
O.4MG; 400MG
HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL
I OMG
25MG
50MG
I OOMG



. l

.
l
.
.
I

Ñ.
Ñ‡ . ln.  Ð²
Ð´ .
' '
Ñ‚ . .
.
n
l  l  â€˜ l
I
l
l
`
Ð¾
. .
l .  n l
.  l  l
. . . |-
.  |
.  .
I.
. .
.
`
Ã¢`.
.
.  \
l
Ñ† Ñ‡
.
ÑŒ
1
. .
Ð¾  .

Ñ l
I .
Ð² Ñ‡
.
u
.
Ð¾
Ñ† l  Ð¸ Ð½ Ð°
Ðž . .
|
Ð²
I
r 
. . . 11 r
I
f .  .
Ñ† I
n
Ñ‡
.
Å• \
i  . .  .
.  .
L  \ . .  .
l  Ð§
h l  .
Â¢\ .
â€ž  .  .
i  Ð°. . .
.
Ð° l
n` n

Ð¾  Ñ
1 
\
_ l .
â€šÐ¸
L |-
' . .  a
L  .  _
) ' .
l . .  
.  Ñ‡
h
lo.
W  L.  .
Ã‘.
. s. . .
`
â€š
.
Ð¾  .
.
. IU
l
1
.
â€š â€”  I.
.  .  .
I n
.
. n
.  .
Ñ‡ l .
.  Ð¾
.
|

Ñ
Å• . .
Å• .  
Å•
.
â€š
.

Ñ
.
4 a
n.  Ðž
l ' .  l  '
.  Ðª
' . .  .

r l  f Ñ l
.  .  .  .
.  .  r
â€˜Ð´Ð¾ .
''.  Ð½
. .  .
.  l  l

1 Ñ
. . Ñ‡.
.
\  Ñ‡ I
ÑŠ `
. .
.  .  .
.
.
l
u.
L  .  Ð¾
Ã¬
.
f.
i  l  11111111 l i l iâ€œ



MNE H. DNDW GNW NBNMW CW NMHRÃ‘MNAW NW DNNKMNMASAÅ“ MHNNNMMHUM
ACT IVE INGRE DIE NT 5
ST RE NQT HIS)
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
BS0MG
ACE T AMINOPHE N
120MG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
80MG; 20MG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
160MG; 40MG
BROMPHE NIRAMINE MAL E AT E
8MG
BROMPHE NIRAMINE MAL E AT E
12MG
CHL ORHE XIDINE GL UCONAT E
0.5%
CHL ORHE XIDINE GL UCONAT E
0.5%
T RADE NAME
D A E  F RM' T E
NE OPAP
(SUPPOSIT ORY; RE CT AL)
T YL E NOL
(SUPPOSIT ORY; RE CT AL)
T YL E NOL
(SUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY; RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
GAVISCON
(T ABL E T,  CHE NABL E; ORAL)
GAVISCON-2
(T ABL E T,  CHE NABL E; ORAL)
DIME T ANE
(T ABL E T.  CONT ROL L E D
RE L E ASE; ORAL)
DIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
HIBIT ANE
(T INCT URE; T OPICAL)
HIBIST AT
(SOL UT ION; T OPICAL)
APPL ICANT NAME
W E BCON PHARMS/AL CON
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
G AND W  L ABORAT ORIE S
G AND Ð˜ L ABORAT ORIE S
UPSHE R-SMIT H L ABS
UPSHE R-SMIT H L ABS
MARION L ABORAT ORIE S
MARION L ABORAT ORIE S
AH ROBINS
AH ROBINS
ICI AME RICAS
ICI AME RICAS
NDA N .
APPR VAL DAT E
16-401
11-07-68
17-756
05-26-76
17-756
05-26-76
18-060
02-09-78
18-060
02-09-78
18-337
04-22-80
18-337
09-12-83
18-685
12-09-83
18-685
12-09-83
10-799
06-10-83
10-799
06-10-83
18-049
12-18-78
18-300
05-23-80
PAT E NT N0.
E XCL USIVIT Y
E XP.  DAT E
NP
09-24-86
NP
09-24-86
RT O
09-24-86
RT O
09-24-86
II-1
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OÐ˜S2 ÃONB
(1VHD Ã35V31BH 3GIHDTH3DHGAH
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MNEH.ONDNGNNNNNNWCNNMHRNNNAWNWDNNNMMNASANNHNNNMMMUM
ACTIVE IN REDIENT 5
STRENGTH S
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, ISDPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE.
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSIDN, ISDPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSIDN, ISOPHANE,
PURIFIEO PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSIDN, PROTAMINE
ZINC, MIXED BEEF AND PORK
T00 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
INSULINl MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PUIIPIEO BEEF
40 ÑˆÐ¸Ð¿Ð°/Ð¼
Ñ‚Ð¿ÐÐ²Ð• 0ÐÐœÐ•
(Ð²Ð¾Ð·Ð´ÐµÐ² rom; ROUTE)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE;aINJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INsuLATARO NPH
NOROIsk
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
PROTAPHANE
(INJECTABLE; INJECTION)
INSULIN NDRDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN
(BEEF-PORK) `
(INJECTABLE; INJECTION)
PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
APPLICANT NAME
LILLY RES LABS DIV
LILLY RES LABS DIV
ELI LILLY
NORDISK
ELI LILLY
SOUIBB-NOVO
NORDISK
ELI LILLY
ELI LILLY
ER SOUIBB AND SONS
NDA ND. PATENT NO.
APPROVAL DATE EXP. DATE
EXCLUSIVITY
EXP. DATE
17-936
02-08-77
17-936
02-08-77
18-479
06-12-80
18-194
01-16-80
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
17-932
02-08-77
17-928 I . . . â€ž.
02-08-77 â€˜ Ñ† ' . i
II-S



II-6
ACTIVE INGREDIENT 5
STRENGTH 5
INSULIN SUSPENSIDN, PROTAMINE
ZINC, PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSIDN, PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSIDN, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
40 UNITS/ML
INSULIN ZINC SUSPENSION, BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSIDN,
SEMISYNTHETIC HUMAN
100 UNITS/ML
INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSIDN,
EXTENDED, BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSIDN. PROMPT.
BEEF
100 UNITS/ML
INSULIN ZINC SUSPENSION, PROMPT,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML
TRADE NAME
IDOSAGE FORM; ROUTE)
PRDTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
PRDTAMINE ZINC AND
ILETIN II
(INJECTABLE; INJECTION)
PRDTAMINE ZINC AND
ILETIN IIIPORK)
(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTION)
LENTE INSULIN
(INJECTABLE; INJECTION)
MDNDTARD HUMAN
(INJECTABLE; INJECTION)
ULTRATARD
(INJECTABLE; INJECTION)
ULTRALENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
SEMITARD
(INJECTABLE; INJECTION)
LENTE ILETIN II
(INJECTABLE; INJECTION)
APPLICANT NAME
ER SDUIBB AND SONS
ELI LILLY
ELI LILLY
SDUIBB-NOVO
SDUIBB-NOVD
SQUIBB-NOVD
SDUIBB-NDVD
SDUIBBÂNOVO`
SOUIBB-NDVD
SOUIBB-NDVD
ELI LILLY
NDA N0. PATENT NO.
APPROVAL DATE EXP. DATE
17-928
02-08-77
18-476
06-12-80
18-346
12-05-79
17-998
02-08-77
17-998
02-08-77
18-777
08-30-83
18-385
03-17-80
17-997
02-08-77
17-996
02-08-77
18-382
03-17-80
18-477
06-12-80
EXCLUSIVITY
TABLE II. OTC DRU@ PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING



TAOLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENT S
SIREN TH S
INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION.
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML
INSULIN, SEMISYNTHETIC HUMAN
100 UNITS/ML
INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN, PORK
40 UNITS/ML
INSULIN, PORK
100 UNITS/ML
INSULIN, PURIFIED BEEF
100 UNITS/ML
INSULIN. PURIFIED PORK
100 UNITS/ML
INSULIN, PURIEIEO PORK
100 UNITS/ML
INSULIN, PURIFIEO PORK
Too UNITS/ML .
INSULIN SUSPENSION.
ISOPHANE, PURIFIED HUMAN
100 UNITS/ML
NONOXYNDL-9
TGM
Ð¨
(DOSAGE FORM; ROUTE)
LENTARD
(INJECTABLE; INJECTION)
LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)
MONOTARD
(INJECTABLE; INJECTION)
ACTRAPID HUMAN
(INJECTABLE; INJECTION)
HUMULIN R
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK OUICK
(PORK)
(INJECTABLE;INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)
ACTRAPID
(INJECTABLE; INJECTION)
NOVOLIN N
(INJECTABLE; INJECTION)
TODAY
(SPONGE; VAGINAL)
APPLICANT NAME
SOUIBB-NOVO
ELI LILLY
SOUIBB-NOVD
SOUIBB-NOVO
ELI LILLY
SOUIBB-NOVD
SDUIBB-NOVO
ELI LILLY
NORDISK INSULIN LABS
ELI LILLY
SOUIBB-NOVO
NOVO INDUSTRI A/S
vLI CORPORATION
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
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
18-344
12-05-79
18-381
03-17-80
19-065
01-23-85
18-683
04-01-83
EXCLUSIVITY
Ð¨
NDF
09-24-86
II-7



8-11
,I .
TNS/ON92'I ÃTNS/O0D8
98-12-60 88-10-80 (1VH0 1d0HA5) 30IHDTH30HGAH 3NIG1TDHdIH1
01H SLI-88 3aava/O3w NuvNa TIvN 03301H1 5301HDTÐ30H0AH 3NIH03Hd30003Sd
ÑÐ¸912 ÃÑÐ¸09
98-12-60 88-02-10 (1VH0 Ã131811) 3OIHDTH3DHGAH 3Ð½IG1TDHd1H1
0IH 211-88 TV31Ð˜H18d 1H08NV0 3NIH00dIH1 5301HDTÐ30H0AH Ð·Ð½1H03Hd30003Sd
911912 Ã91109
98-12-60 08-01-10 (1VH0 5131811) 30IHDTH3DHGAH 3NIG1TDHd1H1
0IH Â»zo-ss iv31103avwuvna 0N 0005-1H1 Ã30IHDTH30HGAH 381a03Ha300n35a
ius/Owsa 1 Ãins/Owo:
98-ÑŒ2-60 88-10-80 (1VHD ÃanaAs) aolaowuaoaoxn 3NIG110HdI81
0IH 911-88 531H01VH0811 A18 50Td "18H3111 Ã30IHDTH30HGAH 3NIH03Hd30003Sd
sus z 19u09
98-12-60 98-91-10 (1VH0 5310Sd13) 30IHDTH30HDAH 3NIG1TDHdIH1
Ola 802-61 Ð—803'ÐŸÐ—Ðœ SHQÃTÃœHHI'TB UBJILUV ÃBGIHOTHDOHOAH SNIHOBHdBOUDBSd
Sws'z 19u09
98-12-60 28-92-11 (1VH0 Ð³131811) 30IHDTH30HGAH 38IG1108dIH1
0IH ese-ll 3N03113Ð¼ 5Ð½900HH08 0331131 5301HDTÐ30HGAH 3N1H03Hd300035d
ius/Owsa 1 Ãins/awo:
98-12-60 28-92-11 (1VH0 ÃdnHASI 301aoiHaoaGAN Ð·Ð¼IG1TDHd1H1
0IH S86Âll 3N03113Ð¼ 5Ð½900HH08 â€ž 0331131 530IHDTÐ30H0AH 3N1H03Hd30003Sd
(1VH0 53SV313H
61-91-10 031TDH1803 â€˜310Sd13) DNO21
lbs-Â¿l 3Ð¸03113Ð¼ 5Ð½000HH08 â€˜v's 033vuns 30IHDTNaDHGAH 3N1H03Hd30003Sd
28-11-01 (1VH0 ÃI31811) . ÑN081
199-81 XaaNv 1vs01 30IG01 N01ssvIoa
98-12-60 28-61-20 (1VHD Ð³noIInios) 1Ð¸/Ð¸Ñ1
3GN lss-al saraolvaoavi 3NvXou 30IG01 Nnrssvloa 30IG01 Nnrssvloa
eL-eo-ll ' (ivao Ã13iav1) Swosl
Â¿os-01 M-a/savi 3aviivm xsoia-oaAHI 30IG01 N01ssvIoa
'ON I13LV8 '0N V01
WHHNNNNMHNNVSVNÐ¨NMNN0MNNVNNM8MWNNONNMNNNNON0MD'HTNN



T ABL E/II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE OUIRE APPROVE D nAPPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INGRE DIE NT( Ð«
ST RE NGT H( S)
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIOE
30MG/5ML; l . 25MG/5ML
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIOE
60MG; 2.5MG
PSE UDOE PHE DRINE HYDROCHL ORIOE;
T RIPROL IDINE HYDROCHL ORIOE
G0MG; 2.5MG
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIOE
60MB; 2.5MG
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIOE
3OMG/5ML; 1.25MG/5ML
PSE UDOE PHE DRINE SUL FAT E
T20MG
T I0CONAZ OL E
1%
T RIPROL IDINE HYDROCHL ORIDE
2.5MG
T RIPROL IDINE HYDROCHL ORIOE
2.5MG
T RIPROL IDINE HYDROCHL ORIDE
2.5MG
T RIPROL IDINE HYDROCHL ORIOE
2.5MG
T RIPROL IDINE HYDROCHL ORIDE
1.25MG/5ML
T RADE NAME
(DOSAGE FORM 'â€š ROUT E)
T RIPDSE D
(SYRUP; ORAL)
T RIPROL IDINE HCL
AND PSE UDOE PHE DRINE HCL
(T ABL E T; ORAL)
T RIPOSE D
(T ABL E T; ORAL)
T RIPROL IDINE AND
PSE UDOE PHE DRINE
(T ABL E T; ORAL)
T RIPOSE D
(SYRUP; ORAL)
AFRINOL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
T ROSYD
(CRE AM; T OPICAL)
ACT IDIL
(T ABL E T; ORAL)
T RIPROL IDINE HCL
(T ABL E T: ORAL)
T RIPROL IDINE HCL
(T ABL E T; ORAL)
T RIPROL IDINE HCL
(T ABL E T; ORAL)
ACT IDIL
(SYRUP; ORAL)
APPL ICANT NAME
HAL SE Y DRUG
CHE L SE A L ABORAT ORIE S
HAL SE Y DRUG
BDL AR PHARMACE UT ICAL
HAL SE Y DRUG
SCHE RING
PFIZ E R CE N RE S/PFIZ R
BURROUGHS W E L L COME
BOL AR PHARMACE UT ICAL
DANBURY PHARMACAL
DRUMME R/PHOE NIX
BURROUGHS W E L L CDME
NDA NO.
APPROVAL DAT E
88-213
03-30-84
88-118
01-26-84
88-192
05-01-84
88-318
01-13-84
88-213
05-01-84
18-191
10-30-80
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
PAT E NT NO.
E XP.  DAT E
4062966
12-13-94
E XCL USIVIT Y
E XP.  DAT E
RT O
09-24-86
RT O
09-24-86
RT O
O9Â24Â86
RT O
09-24-86
RT O
09-24-86
NCE
02-18-93
RT D
09-24-86
RT O
09-24-86
RT O
09-24-86
RT D
09-24-86
RT O .
09-24-86
II-9



01-11
98-12-60
DIH
98-12-60
DIH
98-12-60
DIH
'0N I13LV8
28-01-20
019-28
6L-81-20
006-98
88-81-10
896-28
3110 110ON111
'0N V01
TLV0 '8XT
(1VHD ÃdnHAS)
H3V38/30SSV S0HVHd T3H 3NIGITDHdIHI
(1VHD fd0HAS)
3HHV8/O30 0HVHd TIVN T3H 3NIGITDHdIHI
(1VHD ÃdnHAS)
S31HDIVHD8VT AV8 TAGIAV8
ITIAON :0103 30VS001
TNVN 111311111 TNVN 30111
ius/susa 1 ;â€ž,
301uoiHaDH0AN 3NIG1TDHd1H1 Â¿1,
.iws/9wsz'1â€™s
aGIaoiuaoaGAn 3NIG1TDHd1H1 _;
TNS/ONS2'L
3GIHDTH30HGAH 3NIOITDHdIHI
'^Ã¡Ã¹Ã¯1=n&
(Ð“Ð°Ð¼â€”Ð³Ð°Ð¼ 4
(SIINTI031ONI 301131
011131110 TO NDIII01OÃœ V 51 510111311111 030ON111 3110031 111131103 1OI1M 51300011 0010 310 `
II 31011



T ABL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INGRE DIE NT Â§SI
ST RE NGT HIS)
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE ADE NINE~T
SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAIE PHOSPHAT E
E DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
OE XT RoSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION
USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
T RADE NAME
(DQSAGE FQRM; RQUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE .
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL I ANT NAME
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
T RAVE NOL L ABS
III-1
NDA NQ.
APP VAL DAT E
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
PAT E NT No.
E Ð¥P. rOAT E
E X L IVIT Y
E XP.  DAT E



2-III
31VD 'dX3
8L ÂO2ÂI
826-Â¿ L
08-8-2
bI2l-8L
0L-82-2l
2OL-9L
8L-08Â9
SO8-9Â¿
S8-21Â01
9Ib-l8
88Â9IÂÂ§
2121-l8
8L ÂL L ÂS
228-2L
b8-61-01
S16-28
S8-22Â6
SI6-28
88Â9L-9
b01L-I8
31VD 'dX3 31VD T VADHddV
AL IAISDT OX3
'DN L N31Vd 'ÃœN VDN
S8VT T ONBAV81
13IH3NV D8083L
G3N13G
S31IN/T DI8 83L L O3

31103dV83Ð1 VHdT V
S8VT T ONBAV81
G3N13O
S31IN/T DI8 H3ll03
S3T IN/T DI8 83ll03
S8VT T ON3AV81
3NVN L NV ITddV
(N01L33CNI
(N01133CNI
(N01133CNI
(NDI133CNI
(NDIL33CNI
(NDIL33CNI
(N0IL33CNI
(N0IL33CNI

Ã318VI33CNI)
3NON
53T8VI33CNI)
3NON
53T8VI33CNI)
3NON
53T8VI33CNI)
3NON
53T8VIO3CNI)
3NON

Ã31BVI33CNI)
3NON

Ã31BVI33CNI)
3NON

Ã3T8VIO3CNI)
N31SÃ€S
3AIL IGGV 133I810N 8T SV
(N01L33CNI

Ã3T8VI33CNI)
N3ISAS
3AIIIGV 133I810N 2-SV
(N01L33CNI
53T8VI33CNI)
NDIL OT DS NDIIVA83S3Hd
T T33 03H Â¿ T05OV
(31NDH 'NHD3 3OVSDD)
Ñ‚
dS0 NDIL03DS
31V8113 N01GOS L NV10OV031L NV
dS0 NDIL03DS
31V8113 N01ODS L NV10OV03IlNV
dS0 NDIL030S
31V8113 N01O0S L NV10OVD3IlNV
dS0 NDIL OT DS
31V8113 N01ODS L NV10OVD3IL NV
dS0 NDIL0T05
31V8113 N01ODS L NV10OVD3IL NV
dS0
N0IL0T0S NIHVd3H L NV10OVD3IL NV
dSD
NDIL OT DS NIHVd3H L NV10BVO31L NV
T NOD1/NO88S'0
dS0 31V8113 N0IDDS â€˜3NU01/NO
01'L  dS0 3SO81X30 'T N001/NO
08'0 3NIN30V â€˜3N00I/NO
01b'O dS0 E O1803H3 N0100S
â€˜T NO01/NO9Â¿ Z '0 dSO 31VHd50Hd
N01DDS 3ISV8ONON â€˜3NOUI/NO

ZbO'O dS0 O13V 318113 Ã8T SV

z Ð1IM N0IL03DS 3SO81X30 3T80DO
31VHdSOHd 3IV8113 INV10OVD31L NV
T N001/NO88S'O dS0 31VHI13 N0100S
'T NO01/NO968'0 dS0 3SDHL X30
â€˜T NOU1/NOLl0'O 3NIN30V lT N001/NO
8L L'0 dS0 30IH01H3 N0100S
â€˜T N00l/NOS82'0 dS0 31VHdSOHd
80IODS 3ISV8IO â€˜T N00I/NO21'O
dS0 01OV 3181I3 :2-SV

Ã® Ð1IM NDIL0T DS 3SOHL X3D 3180DD
31VHdSOHd 31V8113 L NV10OVD3IINV
T N00I/NOÂ¿2'O 3NIN30V
lT NO01/NOSL'O dS0 T DL INNVN
â€˜T N00I/NOS'O dS0 30IH03H3 N01ODS
â€˜T NDO1/NO2'2 dS0 35081Ð¥30 1L-SV

ÃHIIM dS0 NDIL0T0S 3SO81X3O
31V6d50Hd 31V8113 INV10OV031L NV
(SIHIÃœN381S
(ST L NBIDBHÃœNI 3AIL OV
GT HSIT OD8 AT SDOIAIV8 ION MT IAIV ON0 H08VT ST N T V31OOT OIO T O T31T T O T HL AO OT AON88V ST VGN
'III T T OVI



T A/BL E III.  NDA'S APPROVE D BY T HE OFFICE QF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INGRE DIE NT(S)
ST RE NQT H(S)
DE XT RAN 40.  10%
)OGM/)00ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
IUGM/100ML IN
SODIUM CHL ORIDE
0.9GM/100ML
DE XT RAN 75,  6%
Ã´GM/100ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 75,  6%
Ã´GM/T00ML IN
SODIUM CHL ORIDE
0.9GM/100ML
DE XT RAN 75: Ð²%
e GM/)o0ML IN
SODIUM CHL ORIDE
O_gGM/)00ML
DE XT RAN 40,  10%
I0GM/T00ML IN
DE XT ROSE 5%
SGM/100ML
OE XT RAN 4o,  10% â€ž Ã¨f
lOGM/I00ML IN
SODIUM CHL ORIDE
0.9GM/100ML
DE XT RAN 70,  6%
BGM/100ML IN
SODIUM CHL ORIDE
o.9CN/T00ML
DE XT RAN 4o,  )0%
)0GM/100ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
lOGM/I00ML IN
SODIUM CHL ORIDE
0.9GM/100ML
.9%
.9%
.9%
.9%
.9%
.9%
T RADE NAME
(DQSAQE FQRM; RQQT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
_â€™ :I
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)'
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL I ANT NAME
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
AME RICAN MCGAW
AME RICAN MCGA0
AME RICAN MCGAH
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
NDA NQ.  PAT E NT NQ.  E X L  IVIT Y
APP VAL AT E E XP.  DAT E E XP.  DAT E
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
III-3



b-III
31VD 'dÐ¥3
ALIAI.l T Ð¥3
b9-8-9
928-9
L9Â8lÂl
9lL-bl
L9-8l-I
9lL-bl
b8-0Ã®Â01
SIL-Â£8
0L-61Â8
6SL-9l
29-61-6
b9SÂ8
0LÂblÂll
988-9l
0LÂblÂll
988-9I
69ÂlLÂ8
9lLÂ8
31VD 'dÐ¥3 31VD TVA HddV
'ÃœN LN31Vd 'ÃœN VON
S8VT V13VNHVHd
S8VT V13VNHVHd
S8VT V13VNHVHd
S8VT V13VNHVHd
SBVT VIOVNHVHd
N3H3VNHVHd
N3H3VNHVHd
N3H3VNHVHd
N3H31NHVHd
S3TIN/TDI8 831103
3NVN LNV ITddV
(N01133C81 53iav133C81)
aX3ooaavw
(NOI133CNI 5318v133CNI)
aX300a43vw
(ND1133C81 53181133C81)
uÐ¥30063vw03ua
(ND1133CN1 53iev133CNI)
uÐ¥300H3vw03ua
(N01133CNI53T8V133CNI)
LINDHd
(NDIL33CNI Ã318VI33CNI)
3NON
(NOIL33CNI 53T8VI33CNI)
3NON
(NOIL33CNI Ã3T8VIO3CNI)
3NON
(NDIL33CNI Ã31BVI33CNI)
3NON
(NOIL33CNI 53T8VI33CNI)
3NDN
(31HDH â€šNHD3 3DVSDD)
3NVN 30V81
lp'-
%6'0
%6â€™0
%9'0
%6'0
%6'0
%6'0
%6'0
TNO01/NO6'O
30IH03H3 00IODS
NI TN00I/NOB
%9 '0L NV81X30
TN001/NOS
%S 35081X30
NI TN001/NO9
X9 â€˜0L NV81X3O
TNOU1/NO6'O
301803H3 N01GOS
NI TN0D1/NO01
%01 â€˜0b NVHLX30
3N001/NOS
%5 35081Ð¥30
NI TNDO1/NO01
%01 â€˜0b NV81X30
TN/ON9
3O1801H3 N0IOOS
NI TN/ONOSL
l NvslXao
TN00I/NOÃ“'0
30IH03H3 N01DDS
NI TNO01/NO9
%9 â€˜SL NV81X3O
TN001/NOÃ´̀0
301803H3 N01GOS
NI TNO01/NO9
%9 â€˜SL NV81X30
TNO01/NO6â€˜O
3018DTH3 N0100S
NI TN001/NOOl
%01 â€˜0b NV81X30
TN001/Ð˜OS
%5 35081Ð¥30
NI 3N001/NO01
%01 '0b NVHIX30
TNO01/Ð˜96 0̀
30IHDTH3 N01ODS
NI TNO01/NO9
%9 â€˜0L NV81X30
(SIÐ1BN381S
(SILNBID3HBNI 3AILOV
GTNSITOD8 ATSDOIAT88 ION MTI/ITU GNV HO8VTST8 TV3IODTOIO TD 331330 THL AO 0TAOV88V STVON 'III 31OVL



III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHQ
ACT IVE INÂ§RE DIE NT(Â§)
ST RE NQT H(S)
DE XT RAN 40,  10%
10GM/100ML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
T OGM/I00ML IN
SODIUM CHL ORIDE 0.9%
0.9GM/100ML
DE XT RAN 40,  10%
T OGM/T00ML
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
10GM/100ML IN
SODIUM CHL ORIDE 0.9%
0.9GM/100ML
DE XT RAN 75,  6%
GGM/I00ML IN
SODIUM CHL ORIDE 0.9%
0.9GM/100ML
DE XT RAN 75,  6%
INVE RT E D SUGAR 10%
6GM/)00ML;10GM/100ML
IN SODIUM CHL ORIDE 0.9%
0.9GM/100ML
HE T AST ARCH,  6% â€š
6GM/100ML IN
SODIUM CHL ORIDE 0.9%
0.9GM/100ML
PROPIOL ACT ONE 99%
99GM/100ML
UROKINASE
5000 IU/VIAL
URDKINASE
250,000 IU/VIAL
UROKINASE
250,000 IU/VIAL
T RADE NAME
(DQSAQE FQRM; RQQT E)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
CE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 75
(INJE CT ABL E; INJE CT ION)
6% GE NT RANR 75 ANO
10% T RAVE RT R
(INJE CT ABL E; INJE CT ION)
HE SPANR
(INJE CT ABL E; INJE CT ION)
BE T APRONE
(SOL UT ION; CHE MICAL
ST E RIL IZ ING AGE NT)
ABBOKINASE DPE N-CAT HE T E R
(INJE CT ABL E; INJE CT ION)
ABBOKINASE
(INJE CT ABL E; INJE CT ION)
BRE OKINASE
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
AM CRIT ICAL CARE
ONE AL JONE S& FE L DMAN
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ST E RL ING DRUG
NDA NQ.
APPRQVAL DAT E
16-628
11-4-68
16-628
I1Â4Â68
84-619
2-22-85
84-620
2-22-85
16-607
1-26-70
16-889
7-17-72
11-657
9-11-59
76-1021
12-15-83
76-1021
7-31-78
17-873
8-28-79
PAT E NT NQ.  E X L  IVIT Y
E XP.  DAT E E XP.  DAT E
. I
3523938
8-11-87
NS
09-24-86
1-29
09-24-86
III-5
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TABLE 11. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT@
STRENGTH 5
ACEBUTOLOL HYDROCHLORIOE
EO 200MG BASE
ACEBUTOLOL HYDROCHLORIOE
EO 300MG BASE
ACEBUTOLOL HYDROCHLORIDE
EO 400MG BASE
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIOE
650MG; EO 2SMG BASE
ACETIC ACIDl GLACIAL
250MG/100ML
ACETOHYDROXAMIC ACID
250MG
ACYCLOVIR
5%
ACYCLOVIR
200MG
ACYCLOVIR SODIUM
EO 500MG BASE/VIAL
ALBUTEROL
0.09MG/INH
ALBUTEROL
0.09MG/INH
TRADE NAME
(DOSAGE FORM; ROUTE)
SECTRAL
(CAPSULE; ORAL)
SECTRAL
(CAPSULE; ORAL)
SECTRAL
(CAPSULE; ORAL)
TALACEN
(TABLET; ORAL)
ACETIC ACID 0.25%
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)
LITHOSTAT
(TABLET; ORAL)
ZOVIRAX
(OINTMENT; TOPICAL)
ZOVIRAX
(CAPSULE; ORAL)
ZOVIRAX
(INJECTABLE; INJECTION)
PROVENTIL
(AEROSOL; INHALATION)
VENTOLIN
(AEROSOL; INHALATION)
APPLICANT 0ÐÐœÐ•
IVES LABS/AMHO
IVES LABS/AMHO
IVES LABS/AMHO
STERLING DRUG
TRAVENOL LABS
URO-RESEARCH
BURROUGHS WELLCOME
BURROUGHS HELLCOME
BURROUGHS WELLCOME
SCHERING
GLAXO
NDA N . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-917 3726919 8Ð¡Ð•
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-917 3726919 8Ð¡Ð•
12-28-84 04-10-90 12-28-89
3857952
12-31-91
18-458 4105659 8Ð¡
09-23-82 08-08-95 09-24-86
18-523
02-19-82
18-749 8Ð¡Ð•
05-31-83 05-31-93
18-604 4199574 8Ð¡Ð•
03-29-82 04-22-97 03-29-92
18-828 4199574 8Ð¡Ð•
01-25-85 04-22-97 03-29-92
18-603 4199574 8Ð¡Ð•
10-22-82 04-22-97 03-29-92
17-559 3644353 1-22
05-01-81 02-22-89 09-24-86
3705233
12-05-89
18-473 3644353
05-01-81 02-22-89
3705233
12-05-89



2-Ð1
88-08-11 08-01-90
9021298 262-81
88-0S-11 bL-blâ€”lÃ»
SO2b29E b80Â9l
88-08Âll 99-61-80
9021298 b8O-9L
18-82-60
L28-8l
18-82-60
28S-8l
b9Â82Â60
SEL-8l
bQ-Q2-BO
S8L-8l
b8-9l-ll
lb2-8l
b8-9lÂll
lb2-8l
26-blÂ21 S6-Â¿0Âll 28ÂblÂ21
33N LOLb2lV Â¿0L-8l
26-blÂ21 96-20-11 28-11-21
33N LULb21b 20L-8l
68-90-21
89290L8
98-12-60 68-22-20 28-10-90
3N 8SEbb98 598-21
68-90-21
8829065
98-12-60 68-22-20 28-Â¿0-90
3N 89Sbb98 898-21
3110 '1Ð¥3 3110 '1Ð¥3 3110 11101111
11101$013Ð¥3 '01 113111 '0N 1GN
11311033VNHVHd 51008
3N03113Ðœ 5Ð9008808
3N03113Ðœ 58O008H08
113VNHVHd Ã€H08NV0
113VNHVHd Ã€H08NV0
S318011HD811 13513H3
S318011HD811 13513H3
11311033VNHVÐd HVTD8
1131103318HVHd HVTD8
O8163Ð35
O8163H35
O8163H35
O8163Ð35
3111 111O13111
(T1HD 5131811)
8160d03
(T1HD 5131811)
818d03Ã€Z
(11HD 5131811)
818d03Ã€Z
(T1HD 1131811)
TD8160d0311
(11HD 5131811)
TD8160d0311
(TvÐ½Ðµ 5131911)
TD81andDT1v
(1160 5131811)
TD8160d0311
(T1HD 51318VI)
TD8160d0311
(1VH0 5131811)
TD8160dDT11
(T13Id01 581383)
883GVÐ
(T13Id01 ÃlN3NlNID)
88301Ð
(TVH0 5131811)
11lN3Ð0Hd
(T1HD 5131811)
11lN3A0Hd
(31001 51103 3915001
3111 30111
ON001
TD8160dDT11
ON008
TD8160d0111
ON001
TD8160d0311
ON008
TD8160dDT11
9NO01
TD8160d0311
ON008
108160d0311
ÑÐ¸Ð¾Ð¾ÑŠ
TD8160d0311
ON008
TD8160d0311
ON001
TD8160d0311
%90'0
311NDId08d10 3ND5113N03311
%90'0
311NDId08d10 3ND5113N03311
3518 ON0 03
3113105 TOH310811
3SV8 O02 03
3113305 108310811
S 1100IV15
S 11310IV001 301131
10111110111 111118013XI GN1 111111 31111101111 1111 5.1GN GN1 98'01-V 01 2O-1-1 1011 03001111 5.1GN
'AI 31111



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 4-30-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT L S)
ST RE NGT H 5
AL L OPURINOL
300MG
AL PRAZ OL AM
0.25MG
AL PRAZ OL AM
0.5MG
AL PRAZ OL AM
T MG
AMCINONIDE
0.1%
AMCINONIDE
0.1%
AMIL ORIDE HYDROCHL DRIDE;
HYDROCHL OROT HIAZ IDE
5MG; 50ÐœG
AMINO ACIDS
6.9%
AMINO ACIDS
6.5%
AMINO ACIDS
8.5%
AMINO ACIDS
11.4%
AMINO ACIDS
8%
T RADE NAME
(DOSAGE FORM; ROUT E)
L OPURIN
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
CYCL OCORT
(CRE AM; T OPICAL)
CYCL OCORT
(OINT ME NT; T OPICAL)
MODURE T IC 5/50
(T ABL E T; ORAL)
FRE AMINE HBC 6.9%
(INJE CT ABL E; INJE CT ION)
RE NAMIN W /O E L E CT ROL YT E S
(INJE CT ABL E; INJE CT ION)
NOVAMINE 8.5%
(INJE CT ABL E; INJE CT ION)
NOVAMINE 11.4%
(INJE CT ABL E; INJE CT ION)
HE PAT AMINE 8%
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
BOOT S PHARMACE UT ICAL
UPJOHN
UPJOHN
UPJOHN
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
MS& D/ME RCK
AM MCGAW /AM HOSP
T RAVE NOL L ABS
CUT T E R L ABS/MIL E S
CUT T E R L ABS/MIL E S
AM MCGAW /AM HOSP
NDA NO.
APPROVAL DAT E
18-297
06-10-80
18-276
10-16-81
18-276
10-16-81
18-276
10-16-81
18-116
10-18-71
18-498
11-13-81
18-201
10-05-81
16-822
05-17-83
17-493
10-15-82
17-957
08-09-82
17-957
08-09-82
18-676
08-03-82
PAT E NT NO.
E XP.  DAT E
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
3950529
04-13-93
E XCL USIVIT Y
E XP.  DAT E
NS
09-24-86
NS
09-24-86
NS
09-24-86
IV-3



b-Ð1
98-b2-60
SN
98-b2-60
SN
98-b2-60
SN
98-12-60
SN
98Âb2Â60
SN
98-b2-60
SN
98Âb2Â60
SN
3110 '1Ð¥3
111115013Ð¥3
10-02-80
111881b
10-02-80
111881b
3110 '8Ð¥3
'01 111111
08-02-20
810-61
18-82-80
l86-81
18-82-80
l86-81
b8ÂÃ® 2Â80
l86-81
18-90-10
l06-81
18-80-80
SL8-81
vs-sl-so
vos-a l
vs-Â¿l-lo
Ð³Ð°Ð´-81
vs-az-eo
vee-sl
08-82-60
869-81
3110 111 1111
`0N 100

d50Ð NV/Ðœ193Ð˜ NV

5811 T D83Ð1HI

5811 T D83Ð1HI

5811 T D83Ð1HI

Ð˜0HI1Ð-H31103
531HD11HD811 110881
531HD11HD811 110881

Ð˜0HI1Ð-H31103

5811 T D83Ð1HI

5811 T D83Ð1HI
3111 111311111

(Ð½ 01133Ð³Ð¿1 Ã31av133CNI)
x9 3NIwvNd0u1
(NO1133C81 53181133C81)
H38111NO3 311SV1d 81
5311T DHI3313 O/M

%01 T DSVÐVH1
(NO1133C81 53181133C81)
638111NO3 311SV1d NI
5311T DHI3313 O/M

%S'8 T DSVÐ1HI
(NO1133C81 53181133C81)
638111NO3 311SV1d NI
'S31Ã€10H13313 O/M

%S'9 T DSVÐ1HI
(NO1133C81 53181133C81)
381011518 /M 50131 081NV
111183553 %2'9 553N1NV
(NO1133C81 13181133C81)
H3811lN03 311SV1d 81
%S'8 8AS081NV
(NO1133C81 53181133C81)
H3811lN03 311SV16 81
%S'8 8AS081NV
(N01133C81 53181133C81)
%S'9 NV6dD3N
(NO1133C81 53181133C81)
H38111NO3 311SV1d 81

%b 81Ð˜1Ð38VH8

(NO1133C81 Ã3181133C81)

Ã¯b 81NVÐ38VH8
1310ON â€¹1103 3015001
3111 30111
Ð´â€ž Ð´ â€ž .
Ñ†â€šâ€š
.  L Ã¤n. .
50131
.  . l
50131
50131
%9
081NV
%01
081NV
%S'8
081NV
%9'9
50131
50131
SUI3V
081NV
%2'9
081NV
2925
QNINV
"'â€œ`%sÂ°s
50131
50131?
50131
50131
081NV
%S'9
081NV
%b
081NV
%b
081NV
11 13115
1011131031111 311131
10111110311 11111S013Ð¥3 011 113111 311111ON111 1111 5.101 011 98'01-1 01 28'L 'L  1ON1 031ON111 5.101 '11 31011



TABLE IVÃ NDA`S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH 5
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/T00ML; BGM/100ML;
54MG/100ML; 41MG/100ML;
149MG/100ML; 204MG/100ML;
117MG/100ML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
AMIND ACIDS; MAGNESIUM ACÐ•Ð¢ÐÐ¢Ð•;
PHOSPHORIC ACID; POTASSIUM ACÐ•Ð¢ÐÐ¢Ð•;
SODIUM CHLORIDE
3.5%; 21MG/100ML; 40MG/100ML;
128MG/100ML; 234MG/100ML
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 21MG/100ML; 40MG/100ML;
128NG/100ML; 234MG/TDOML
AMINOACETIC ACID
1SGM/100ML
TRADE NAME
DOSAGE FORM' ROUTE
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%
W/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
APPLICANT NAME
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
NDA NO.
APPROVAL DATE
PATENT NO.
EXP. DATE
18-582
05-08-82
19-120
10-11-84
19-118
10-11-84
19-119
10-11-84
18-804
05-15-84
18-875
08-08-84
18-522 â€š
02-19-82
EXCLUSIVITY
EXP. DATE
NC
09-24-86
8Ð¡
09-24-86
8Ð¡
09-24-86
IV-S



9-Ð1
98Âb2Â60
H8
3110 1̀Ð¥3
111115013Ð¥3
98-81-20
98682b8
98-12-90
8991888
98-81-20
9828208
98-12-90
8990888
86-91-80
l291168
88-22-20
0969698
3110 '8Ð¥3
'0N 113111
1L-90-10
80L-21
19-20-10
8OL-2l
b8-21-21
126-81
18-21-21
b2Ã¶-81
b8-21-21
126-81
18-21-21
026-Bl
28-20-10
282-81
08-62-01
202-8l
28-62-01
O69-Sl
3110 111ON111
'0N 101
63H3N/085Ð˜
6383N/085Ð˜
531HD11HD811 110881
531HD11HD811 110881
531HD11HD811 110881
53IH011HD811 110881
5NO513
19139-1813/V813
5818DHÐ1/8815-581613
3111 111311111
(11HD ÃI31mm)
11Ðv13
(11HD 5131811)
11Ð113
(NO1133C81 53181133C81)
838111NO3 311SVTd 81
%Sb'0 30IHDTÐ3 Ð˜0IG05
/M 38111AHdD81NV
(NO1133C81 53181133C81)
Ð¸Ð·Ð¼111Ð¼Ð¾Ñ 311$11Ð° NI
%Sb'0 30IHDTÐ3 Ð˜0IG05
/M 3NI11AHdDNINV
(NO1133C81 53181133C81)
838111NO3 311SVTd 81
%SbÂ°0 30IHDTÐ3 Ð˜0IG05
/M 38111AHd081NV
(NO1133C81 53181133C81)
H38111NO3 31151Td 81
%Sb'0 30IHDTÐ3 Ð˜0IG05
/M 38111AHd081NV
(11133H 5VN3N3)
8111AHdDÐ˜05
(11HD 1131811)
13101113
(NO1133C81 53181133C81)
0131 310Hd13081NV
(310ON 51103 39VS001
3111 30111
ON92
30IHDTÐ3DH0AH 381111d1HI1NV
9NO1
30IHDTÐ3DH0AH 381111dIHI1NV
1NO01/9NO91 ÃTNO01/O6009
30IHDTÐ3 Ð˜0IG05 538111AHd081NV
1NO01/9NOSb ÃTNO01/ONO00
30IHDTÐ3 Ð˜0IG05 538111AHdD81NV
1NO01/9NOSb Ãâ€œ4001/O04002
30IHDTÐ3 Ð˜0IG05 53NI'VIAHdDNINV
3N001/SwÃ» Ã¢b 51NO01/9NO01
301HD1Ð3 Ð˜0IG05 538111AHdD81NV
105/ONO08
3N111AHdD81NV
9NO92
301018131019081NV
1Ð˜/O6092
0131 31o6dvOONIwv
5 11513115
1511131031811 111131
10111110311 11111S013Ð¥3 011 113111 311111ON111 1111 5.101 011 98'01'1 01 28'L'1 1ON1 031ON111 5.101 'AI 31011



TABLE IVI NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTHLS)
AMITRIPTYLINE HYDROCHLORIOE
50ÐœG
AMITRIPTYLINE HYDROCHLORIOE
75MG
AMITRIPTYLINE HYDROCHLORIOE
100MG
AMITRIPTYLINE HYDROCHLORIOE
150MG
AMITRIPTYLINE HYDROCHLORIOE
10MG/ML
AMITRIPTYLINE HYDROCHLORIOE;
CHLORDIAZEPOXIDE
12.5MG; 5MG
AMITRIPTYLINE HYDROCHLORIOE;
CHLORDIAZEPOXIDE
25H6: 10MG
AMITRIPTYLINE HYDROCHLORIOE;
PERPHENAZINE
ÑŽÐ½Ð°; 4MG
Ð¨
(DOSAGE FORM; ROUTE)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(INJECTABLE; INJECTION)
LIMBITROL
(TABLET; ORAL)
LIMBITROL
(TABLET; ORAL)
ETRAFON A
(TABLET; ORAL)
APPLICANT NAME
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN~LA ROCHE
HOFFMANN-LA ROCHE
SCHERING
Ð©
APPROVAL DATE
12-703
04-07-61
12-703
10-28-76
12-703
10-28-76
12-703
09-17-76
12-704
04-11-61
16-949
12-23-77
16-949
12-23-77
14-713
12-30-65
PATENT NO.
EXP. DATE
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
4316897
02-23-99
3384663
â€™05-21-85
4316897
02-23-99
3384663
05-21-85
3428735
02-18-86
EXCLUSIVITY
EXP. DATE
IV-7



IV-8
ACTIVE INGREDIENT S
STRENGTHLS)
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
25H6; 2MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
T0MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
TOMG; 4MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
25MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
TOMG; 2MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
25MG; 4MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
SONG; 4MG
Ð¨
DOSAGE FORM' ROUTE
ETRAFON 2-25
(TA8LET; ORAL)
ETRAFON-FORTE
(TABLET; ORAL)
ETRAFON 2-10
(Ð¢ÐÐ’Ð¬Ð•Ð¢; ORAL)
TRIAVIL 4-10
(TA8LET; ORAL)
TRIAVIL 2-25
(TABLET; ORAL)
TRIAVIL 2-10
(Ð¢ÐÐ’Ð¬Ð•Ð¢; ORAL)
TRIAVIL 4-25
(TABLET; ORAL)
TRIAVIL 4-50
(TABLET; ORAL)
APPLICANT NAME
SCHERING
SCHERING
SCHERING
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
14-713 3384663
12-30-65 05-21-85
3428735
02-18-86
14-713 3384663
12-30-65 05-21-85
3428735
02-18-86
14-713 3384663
12-30-65 05-21-85
3428735
02-18-86
14-715 3384663
12-30-65 05-21-85
3428735
02-18-86
14-715 3384663
08-23-65 05-21-85
3428735
02-18-86
14-715 3384663
04-04-67 05-21-85
3428735
02-18-86
14-715 3384663
08-25-65 05-21-85
3428735
02-18-86
14-715 3384663
03-15-78 05-21-85
3428735
02-18-86
TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXOLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 Ð10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTÃƒ) TRADE NAME APPLICANT 0AME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 (DDSAGE EDRM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 8Ð¡Ð•
EO 12% ACID (LOTION; TOPICAL) 04-24-85 04-24-88
AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
25Ð¼6 . (TABLET; ORAL) o9-22-ao 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
Ð·Ð°Ð¼Ðµ (TABLET; ORAL) 09-22-80 12-03-67
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18Â021` 3546226
)00MG L (TABLET; ORAL) 09-22-80 12-08-87
E Ð  ̧' a a ' 3663696
C O5-16-a9
3681357
08-01-89
AMOXAPINE ' ASENOIN LEDERLE LABS/AM CYAN 18-ozl 3546226
150Ð¼G (TABLET; ORAL) o9Â22Âao 12-08-87
3663696
05-16-89
3681357'
08-01-89
AMRINDNE LACTATE INOCOR wINTHROP LABs/sTERL 18-700 4072746 Ð¸Ñ5
50 5MG 8ASE/ML (INJECTABLE; INJECTION) o7-31-a4 02-07-95 07-31-94
AsPIRIN; CAFFEINE; sYNALGOs-OC Ives LABS/AMRO 11-483
OINYOROCODEINE BITARTRAIR (cAPsuLE; ORAL) 09-06-83
356.4Ð¼G; Ð·Ð¾Ð¼Ðµ; 16MG
AsRIRIN; CAFFEINE; NORGesIC RIKER LABS/3M )3-416 Ð´
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82
385MG; 30MG; 25MG
' IV-9



01-Ð1
16-11-60
1199888
86-02-10
280b868
68-91-90 18-61-80
1098998 Ob2-81
16-11-60
1199888
86-02-10
280b868
68-91-90 18-61-80
1098998 0b2-81
96-80-80 9Â¿Â21-11
6999011 168-91
88-62-21
20L-11
88-11-20
998-21
88-11-Â¿0
998-21
88-80-80
966-01
88-80-80
966-01
28-12-01
911-81
3110 '1Ð¥3 3110 `8X3 3110 11101111
11111SD13Ð¥3 `01 113111 'ON 1GN
NV 131/SNHVHd 1HV015
NV 131/5Ð˜HVHd 1H1015
18315/5811 d08Ð181Ðœ
DHNV/5811 Ð131Ðœ
Ðœ-3/5Ð˜HVÐd 331111Ðœ
Ðœ-3/SNHVHd 331111Ðœ
8d/5815081 11111 113
8d/5H15G81 11111 113
Ð˜8/5811 H361H
3111 111311111
(T1HD 5131811)
816HDN31
(T1HD 5131811)
816HD831
(1180 Ã131811)
0800dÐ˜03 81Ðœ111
(T1HD 5131811)
Ð·1Ð·Ð·Ñ1Ð¿Ð¾Ð·
(T1HD 5131311)
3113G03 /M uNnodwoa vwos
(T1HD 5131811)
Ð¾Ð¼Ð¿Ð¾Ð°Ð¸Ð¾Ñ 1Ð¸DS
(T1HD 53105dV31
99-0800HÐ˜03 80ÐHV0
(T1HD 53105dV31
Ð¾Ð¼Ð¿Ð¾Ð°Ð¸Ð¾Ñ NOÐHVG
(T1H0 5131811)
31HD3 31S39HD8
131DD1 51101 3O150G1
3111 30111
9Ð˜001
TOTDN311
9Ð˜09
10308311
3518 969'21 03 596928
301HD1Ð30801Ð 38130ZV1N3H ÃN18IdSV
ÑÐ¸Ð¾Ð¾Ð³ Ð±ÑÐ¸Ð·Ð³Ñ
311NV808d3Ð  ̃5816Id51
9Ð˜91 59Ð˜002 59Ð˜928
311ÐdS0Hd 3813003
530008d051813 58161dS1
9Ð˜002 59Ð˜928
TD008H051813 58161dS1
9Ð˜99 5ON1'28 E998688
3OIHDTH3OÃ–GAH 3N3HdÃ€Ð¥0d0Hd
538133313 58161dS1
9Ð˜28 59Ð˜1'28 ÃON688
3018036308GA6 3N3HdÃ€Ð¥0d0Hd
538133313 ÃNIHIdSV
9Ð˜09 59Ð˜09 59NO11
31VH113 3NIH01N38dHD
538133313 58161dS1
15111013115
S 103IG3VONI 301131
10111110111 11111SD13XI GN1 113111 31111101111 1111 STNGN GN1 9O'01-1 01 ZO'L'L 1011 03001111 ST10N IAI 31811



TABLE/TVT' NDAâ€˜S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTES)
STRENGTHTS)
ATENOLOL; CHLORTHALIDONE
100MG; 25MG
ATENOLOL; CHLORTHALIDONE
50ÐœG; 25MG
ATRACURIUM BESYLATE
10MG/ML
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIOE
0.025MG; 0.5MG
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIOE
0.025ÐœG; 1MG
AZATADINEAMALEATE
1MG
AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
1MG; 120MG
BACLOFEN
10MG
BACLOFEN
20MG
TRADE NAME
(DOSAGE FORM; ROUTE)
TENORETIC 100
(TABLET; ORAL)
TENORETIC 50
(TABLET; ORAL)
TRACRIUM
(INJECTABLE; INJECTION)
MOTOFEN HALF-STRENGTH
(TABLET; ORAL)
MOTOFEN
(TABLET; ORAL)
OPTIMINE
(TABLET; ORAL)
TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)
LIORESAL
(TABLET; ORAL)
LIORESAL DS
(TABLET; ORAL)
APPLICANT NAME
STUART PHARMS/ICI AM
STUART PHARMS/ICI AM
BURROUGHS WELLCOME
MCNEIL LABORATORIES
MCNEIL LABORATORIES
SCHERING
SCHERING
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-760 3663607 NC
o6-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
l 09-17-91
18-760 3663607 NC
O6-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
09-17-91
18-831 4179507 NCE
11-23-83 12-18-96 11-23-93
17-744 3646207
07-14-78 02-28-89
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-85
3717647
02-20-90
18-506 3419565 NC
03-23-82 12-31-85 09-24-86
3717647
02-20-90 Ã¬
17-851 3471548 â€˜
11-22-77 10-07-86
17-851 3471548 Ns
01-20-82 10-07-86 09-24-86
IV-11



IV-12
ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA N0. PATENT NO. EXCLUSIVITY
STRENGTH 5 (DOSAGE FORM; ROUTE) APPROVAL DATE ENPÂ¿_DAIE ENPÂ¿_DAIE
BENDROFLUMETHIAZIDE NATURETINÂ2.5 ER SOUIBB AND SONS 12-164 3392168
2.5MG (TABLETL ORAL) 12-07-59 07-09-85
BENDROFLUMETHIAZIDE NATURETIN-S ER SOUIBB AND SONS 12-164 3392168
5MG (TABLET; ORAL) 12-07-59 07-09-85
BENDROFLUMETHIAZIDE NATURETIN-10 ER SOUIBB AND SONS 12-164 3392168
10MG (TABLET; ORAL) 03-29-77 07-09-85
BENDROFLUMETHIAZIOE; NADOLOL CORZIDE ER SOUIBB 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
BETAMETHASONE CELESTONE SCHERING 12-657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23-86
BETAMETHASONE CELESTONE SCHERING 14-215 3485854
0.6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86
BETAMETHASONE CELESTONE SCHERING 14-762 3485854
0.2% (CREAM; TOPICAL) 04-10-64 12-23-86
BETAMETHASONE ACETATE; CELESTONE SOLUSPAN SCHERING 14-602 3485854
BETAMETHASONE SODIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/ML; EO 3MG BASE/ML
BETAMETHASONE DIPROPIONATE DIPROLENE SCHERING 18-741
EO 0.05% BASE (OINTMENT; TOPICAL) 07-27-83
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 Ð10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
En@
ACTIVE INGREDIEHTLS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
Â§TRENGTHTS) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-136
EO 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-137
EO 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138
EO 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-140
EO 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE 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 DIPROSONE 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 (LOTION; TOPICAL) 02-01-77 09-24-86
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-829 D-1
EO 0.1% BASE (AEROSOL; TOPICAL) 05-24-77 09-24-86
BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE LOTRISONE SCHERING 18-827 3660577 NC
EO 0.05% BASE; 1% (CREAM; TOPICAL) 07-10-84 05-02-89 09-24-86
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
IV-13



ACTIVE INGREDIENT1S)
Â§TRENÂ§TH(Â§)
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETHANIDINE SULFATE
T0MG
BETHANIDINE SULFATE
25MG
TRADE NAME
(DOSAGE FORM; ROUTE)
BETA-VAL
(CREAM; TOPICAL)
BETADERM
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETATREX
(CREAM; TOPICAL)
BETATREX
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
BETATREX
(LOTION; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
TENATHAN
(TABLET; ORAL)
TENATHAN
(TABLET; ORAL)
APPLICANT NAME
LEMMON
TJ ROACO
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK~GLDN
E FOUGERA/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
AH ROBINS
AH ROBINS
NDA NO.
APPROVAL DATE
18-642
03-24-83
18-839
06-30-83
18-860
08-31-83
18-861
08-31-83
18-862
08-31-83
18-863
08-31-83
18-864
08-31-83
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
17-675
05-29-81
17-675
05-29-81
PATENT NO.
EXP. DATE
3495013
02-10-87
3495013
02-10-87
EXCLUSIVITY
TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLEIV.l NDA'S APPROVED FROM 1-1-82 10 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTHIS)
BITOLTEROL MESYLATE
0.8%
BRETYLIUM TOSYLATE
S0MG/ML
BROMOCRIPTINE MESYLATE
EO 2.5MG BASE
BROMOCRIPTINE MESYLATE
EO 5MG BASE
BROMODIPHENHYDRAMINE HYDROCHLORIOE;
CODEINE PHOSPHATE
12.5MG/5ML; 10MG/5ML
BROMPHENIRAMINE MALEATE;
CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIOE
2MG/5ML; 10MG/5ML; 12.5MG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIOE
2MG/SML; 10MG/5ML; 30MG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIOE
ZMS/SML; 10MG/5ML; 30MG/5ML
BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE HYDROCHLORIOE
12MG; 75MG
TRADE NAME
LDOSAOE FORM; ROUTE)
TORNALATE
(AEROSOL; INHALATION)
BRETYLOL
(INJECTABLE; INJECTION)
PARLODEL
(TABLET; ORAL)
PARLODEL
(CAPSULE; ORAL)
AMBENYL
(SYRUP; ORAL)
DIMETANE-DC
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME
NINTHROP-BREON/STERL
AM CRITICAL CARE/AHS
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MARION LABORATORIES
AH ROBINS
AH ROBINS
AH ROBINS
AH ROBINS
Ð© PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE Ð¨
18-770 4138581 8Ð¡Ð•
12-28-84 02-06-96 12-28-89
17-954 RE29618
07-18-78 04-29-86
17-962 3752888 I-16
06-28-78 08-14-90 12-14-87
3752814
08-14-90
17-962 3752888 1-16
03-01-82 08-14-90 12-14-87
3752814
08-14-90
09-319
01-10-84
11-694
03-29-84
11-694
03-29-84
19-279
08-24-84
12-436
04-02-84
IV-15



91-AI
98-82-80
b269998
16-80-60 08-90-80
2298888 218-81
16Â92-90 8L-22-80
9896188 LS8-Â¿1
16-92-90 8L-22-80
9896188 Â¿98-2l
88-2U-60
Ð³Ð¾Ñ-81
88-20-60
bU8-81
98-b2-60 b8-bO-S0
3N 269-81
16-82-b0
0899088
86-82-20 68-11-10 88-82-20
33N 889b89S 922-81
16-82-b0
b899088
26-82-20 68-11-10 88-82Â20
33N 58Sb898 S22-81
16-82-b0
b899088
86-82-20 68-11-10 88-82-20
33N 889989E 922-81
08-62-80
L80-El
3LV0 `8X3 3LV0 '8X3 3LV0 TV10388V
A1IAISDTOX3 'ON 103LV8 '00 V00
NHOCdn
N-8/S8VT TD151H8
N-8/SSVT TD15IH8
S00Hd NHVHd VHlSV
SODHd NHVHd VHlSV
98I3H31S/S8VT ND388
3H308 VT-NNVN33OH
3H30H VT-NNVN33DH
3Ð308 01-NNVN33DH
SNI8DH HV
3NV0 10VOI188V
(TVH0 531nSd13)
TDH30TV3
(NDIl33CNI Ã318V1.33[̀ NI)
TD0VIS
(NDI133CNI Ã318VI33CNI)
TD0VIS
(NDIl33CNI 5318VI33CNI)
3NI13HDSN35
(NOIIJBCNI IB3BVI3BCNI)
3NI13HDSN3S
(NDIl33CNI 533Ð¨'Ð¦33C8ÐŸ
TVNIdS 3NI13HVN
(NDIl33CNI 5318VI33CNI)
X3N08
(TVHO ÃI318811)
Ð¥3NnÐ—
(iÑƒÐ´Ð¾ Ã1318v1)
Ñ…Ð·Ð¸Ð¿Ñ
(TVHO ÃHIXI33)
ddVI3NIO HIXI33
(3100V 5NV03 30V50G)
3NV0 3GVV1
ON2O'O
S0OHDAHNV â€˜TD103333TV3
3N/ON2
31VH1HVI TDNVHdH0108
3N/ONl
31VHlHVI TDNVHd80l08
3N/DN1600'0 Ã%9L'0
31VH1HVI18 3N18Hd3NId3
53OIHD3H3DHOÃ€H 3NI13VAId08
3N/9N1600'0 5%9'0
31VH18VI18 381HHd3NId3
Ã3018O3H3DHGAH 3NI13VAId08
%92'8 E%9Lâ€™0
3508LX30 53OIHD3H3DHGAH 3NI13VAId08
3N/ON92'0
30INVI3N08
OÐ˜S`0
3GINVI3Nn8
OÐ˜L
3OINVI3N08
3NS/ONSZ 53NS/Ãšwb
30IH0TH30HGAH 3NINVTDNVd0Hd3Ã€N3Hd
531V31VN 3NINVHIN3HdN0H8
5 HL003V15
5 113103VO01 30I1OV
NOILVNV03NI ALIAISDTOX3 00V 103LV8 3LV1V80V88V HLIM STV01 00V SO-OC'V 01 ZO'L'L 00VI 0300V88V $TV00 'AI 31OV1



TABLE IVT NDA'S APPROVED FROM 1-1.82 TO 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT Â§)
STRENGTH 5
CALCEFEDIDL, ANHYDROUS
0.05MG
CALCITONIN
200 IU/VIAL
CALCITONIN
400 IU/VIAL
CALCITRIOL
0.25 UGM
CALCITRIDL
0.5 UGM
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML ; SGM/100ML ; Ð—0ÐÐ•/1 00ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/100ML
TRADE 0ÐÐœÐ•
)DOSAOE FORM; ROUTE)
CALDEROL
(CAPSULE: ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL l
(CAPSULE; ORAL)
ISOLYTE E W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MCGAW/AM HOSP
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
17-769 1-18
12-21-84 12-21-87
17-497 I-18
12-21-84 12-21-87
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
18-269
01-17-83
IV-17



IV-18
ACTIVE INGREDIENTLS)
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
510MG/100ML; 30GM/100ML; 200MG/T00ML;
9.2GM/100ML; 9.6GM/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
510MG/100ML; 50GM/100ML; 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; 11GM/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE
510MG/100ML; SOGM/T00ML; 200MG/100ML;
9.4GM/100ML; TTGM/T00ML
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.SGM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
DIALYTE CONCENTRATE
N/ DEXTROSE 30%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DIALYTE CONCENTRATE
N/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DIALYTE CONCENTRATE
N/ DEXTROSE 30%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DIALYTE CONCENTRATE
W/ DEXTROSE 50%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTIDN; INTRAPERITONEAL)
APPLICANT NAME
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
DELMED
DELMED
DELMED
NDA NO. PATENT 00.
EXCLUSIVITY
APPROVAL DATE EXP. DATE
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
18-807
08-26-83
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
EXP. DATE
NDA'S APPROVED FROM T-1-82 TO 4-30-85 AND NDAâ€˜S 0ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM TÂ1Â82 10 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH 5
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.SGM/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
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; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML; 15MG/100ML;
560MG/100ML; 390MG/100ML
Ð¨
)DOSAGE FORM; ROUTE)
DELFLEX
W/ DEXTROSE 1.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
W/ DEXTROSE 4.25%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
w/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
DELMED
DELMED
DELMED
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGA0/AM HOSP
NDA NO.
APPROVAL DATE EXP. DATE
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-379
07-07-82
18-379
07-07-82
18-379
07-07-82
18-460
11-02-83
PATENT NO. EXCLUSIVITY
IV-19



02-AI
98-b2-60
3N
98-b2-60
3N
28-60-11
l2L-8l
88-Â¿0-2O
8b9-81
28-61-20
96b-81
28-62-11
SZL-Bl
28-92-20
809-81
28-10-01
668-81
18-02-Â¿0
S68-81
E8-Â¿0-2O
989-81
3LV0 '8X3
3LV0 '8X3 3LV0 TV00V88V
A1101SD1OX3
'00 103LV8 '00 V00
dSOH NV/MVO3N NV
S8V3 TDN3AVH1
S813 TDN3AVH1
dSOH NV/MVSUN NV
S31801VH0813 llO88V
dSOH NV/MVO3N NV
S3IH01VHO8VT 110881
S8VT TDN3AVH1
3NV0 10V31188V
(NDII33CNI Ã318VI33CNI)
H3NIVINO3 3IlSVTd NI
S|H39NIH
(NDIl33CNI 5318VI33CNI)
H3NIVIND3 31lSVTd NI
NDIl33CNI 5H3O818
(NDIIVOIHHI 5NO110TDS)
H3NIVIND3 31lSVTd NI
S|H39818
(NOI133CNI 5318v133C81)
aaNIvIND3 31lsv1d NI
5.839018 oalvlssv
(3VI0HV3 â€˜NDIS0383d
ÃNDI10TOS)
H3NIVIND3 3IlSVTd NI
TDSIO3Td
(NDIl33CNI 5318VI33CNI)
H3NIVIND3 31lSVTd NI
3 31ATDSI
(NDI133CNI 5318VI33CNI)
H3NIVIND3 31lSVTd NI
S31ATDH13313 Nd1
(NDIl33CNI 5318VI33CNI)
83NIVIND3 31lSVTd NI
5.83O818 ONV %9 350H1X30
(31D0V â€šÐ˜Ð—Ðž3 30V5001
3NV0 301V1
3NO01/ON098 53NO01/ONO8 53NO01/ON88
301H03Ð3 80100S
530IH01Ð3 N0ISSVIOd 5301H01Ð3 Ð˜013TV3
3NO01/ONO98 53NO01/ONO8 53NO01/ONSE
301H03Ð3 801005
5301H0TH3 80ISSVIOd Ã301803Ð3 N013113
3NO01/ONO98 53NO01/ON08 53N001/SN88
301HDTÐ3 801005
5301HDTÐ3 N0ISSVIOd 5301H01Ð3 8013313
3NO01/ONO09
Ã3N001/O01088 53NO01/ONO8 53NO01/ONO2
301HDTÐ3 801005 531VI33V NnI00S
530I803H3 NnISSVI0d 1301803Ð3 801O113
1NO01/ON8b9 53NO01/ONS'611
53NO01/OÐ˜E'92E Ã01001/OÐ˜911
301H03Ð3 801005
5301H03Ð3 N01SSV10d
53018DTÐ3 N01S3NOVH 5301HDTÐ3 Nn13TV3
3NO01/ONbÂ¿ Ã3NO01/E1NO09 53NO01/ON0b9
53NO01/ONbÂ¿ Ã3N001/9Ð˜08 53NO01/ONS8
31VH113 80IOOS Ã301803Ð3 N01OOS
531VI33V N0IGOS 5301803ÐÐ— N0ISSVIOd
5301803Ð3 N0IS3NSVN Ã301H03113 N013TV3
3N/SH1'91 Ã3N/ON121
53N/ON9'b2 53N/ONb'92 53N/ONS'91
301H03Ð3 80IG05
531VI33V 801005 5301H01Ð3 N0ISSVlOd
5301H0TH3 N0IS3NOVN 53GIHDTH3 N013TV3
3NO01/SNO98 Ã3N001/O8108
53NO01/NO9 53NO01/OÐ˜8E
301H03Ð3 801005 E301803Ð3 N01SSVIOd
53S0H1X30 530I803H3 N0I3TV3
151HL003VL5
S 113103VO01 301LOV
001LVNV0301 ALIAIS01OX3 00V 103LV8 3LV1V80V88V H1IM 5.VO0 00V 58'01-V 01 Z8'L'L 00V3 0300V88V 5.100 'AI 31OV1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
'u/r
ACTIVE INGREDIENTLS)
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE Ã¯
20MG/100ML; SGM/100ML;
254MG/100ML; Ã³00MG/IO0ML;
31OMG/TOOML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100ML; 600MG/100ML;
310MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
SMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
10MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
10MEO 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)
POTASSIUM CHLORIDE
TSMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
30Ð¼50 IN OEXTROSE 5%
ANO LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
n)
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA NO.
APPROVAL DATE
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
EXCLUSIVITY
IV-21



22-AI
Y 3110 '8X3
L8-21-01
L-G
98-12-60 96-80-80
O2-I 92L9010
98-Â¿1-10
81i-81
98-b0-11
20892b8
bL-OE-bÃ»
909-Â¿1
98-10-11
2089208
8L-21-ll
Â¿v8-91
b8-50-00
126-81
20-L2-21
189-81
28-61-20
bÃ b́-81
98-90-10
L98-61
98-90-10
L98Â61
3110 '8X3 3110 1VA0388V
A11015013X3 '0N 103LV8 '00 100
SNOS GNV 881005 H3
1H315/S8VT dDH81NIM
1H315/S8VT dDH81NIM
S813 30N3ÐVH1
dSOH NV/MVO3N NV
S813 TD83Ð081
58VT 3ON3AVH1
58VT TDN3AVH1
3NV0 1NV31188V
(TVH0 51318VI)
6310d03
(NOIl33CNI Ã318VI33CNI)
082 3000dD51
(NOI133CNI 5318VI33C81)
Obb 3nOVdDSI
(N011V9IHHI 3NOIlÃ13OS)
H3NIVINO3 3115VT8 NI
5.H33NI8 03181301
(601IV5IHHI 580110TD5)
8381VINOO 3115VT8 NI
S.H39818 031VI3VT
("01IV91HH1 5ND110105)
H381VINO3 3115VT8 NI
S.H39NIH 031VI3VT
(NOI133CNI 53181133C81)
H38181ND3 3115VT8 NI
5.H39NIH 031VI3VT GNV
%9 350HIX30 NI 03NOb
301HDTÐ3 801$5VI0d
(N01133C81 i318VI33CNI)
H381VIND3 3115VT8 NI
9.H3981H 03IV13VT GNV
Ð¥Ð• 350HIÐ¥30 NI 03N02
301HDTÐ3 Nn155VI0d
13100V Â°0V03 30V5001
3NV0 301V1
ONS'2l
11Hd01H13
3N/ON8'190 t3N/ON1'001 53N/ONS2'0
0130 31DZ1813N 53818O1Ð38 5Ð˜013TV3
18/ON9'91 53N/ON6'9L ÃTN/OÐ˜SL 0̀ 53N/ON8L 0̀
N0IGOS 31V0ZIH13N 531VOZIH13N 381801O38
53IV0Z1H138 80IS38OV8 5318DZ1813N 8013TV3
1NO01/ONO18 53NO01/ONO09
Ã3NO01/ONO8 Ã01001/8Ð˜02
3101381 8010DS 5301803Ð3 801005
530IH01Ð3 8015581Od 53G1H03Ð3 8013TV3
3N00L/ON01S 53NO01/ON009
51NO01/ON08 53N001/SNO2
3IV13VT 8010DS 53G1803Ð3 801005
5301H01Ð3 00ISSVIOd 53G18DTÐ3 Ð˜013TV3
1NO01/ONO18 Ã3NO01/ONO09
51N001/ON08 51NO01/ON02
3IV13VT Ð˜ÐŸIG05 Ã30IHO3H3 80IGOS
5301HDTÐ3 801SSVI0d 53G1803Ð3 8013TV3
1NO01/ON018
51NO01/ON009 53NO01/ON828
f3NO01/NO9 501001/OÐ02
3181381 801G05
301HDTÐ3 801005 Ã301803H3 N01SSVIOd
5350HLX3G Ã30IHO1ÐÃ) 8013TV3
1NO01/ON018
51NO01/ON009 53NO01/ON828
51NO01/899 53NO01/OND2
3101301 801005
30IH01Ð3 Ð˜ÐŸIG0S 5301803Ð3 N01SSVI0d
5350HIX30 530IH03143 8013TV3
151HL003V15
S 103103VO01 3011OV
001LV0V0301 AlIAIS013X3 0NV 103LV8 3LV1V80V88V H11M 5.100 0NV SO'01'V 01 ZO'L'L 00VI 03A0V88V 5.100 'A1 310V1



TABLE IV.
NDA'S APPROVED FROM T-1-D2 TO 4-30-85 Ð00 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CAPTOPRIL
25MG
CAPTOPRIL
50ÐœG
CAPTOPRIL
100MG
CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 15MG
CAPTOPRIL; HYDROCHLOROTHIAZIDE
50ÐœG; 15MG
CAPTOPRIL; HYDROCHLOROTHIAZIDE
50ÐœG; 25MG
CARBAMAZEPINE
200MG
CARBAMAZEPINE
100MG
CARBIDOPA
25MG
TRADE NAME
APPLICANT NAME
)DOSAGE FORM; ROUTE)
CAPOTEN
(TABLET;
CAPOTEN
(TABLET;
CAPOTEN
(TABLET;
CAPOZIDE
(TABLET;
CAPOZIDE
(TABLET;
CAPOZIDE
(TABLET;
TEGRETOL
(TABLET;
TEGRETOL
(TABLET,
LODOSYN
(TABLET;
ER SOUIBB AND SONS
ORAL)
ER SOUIBB AND SONS
ORAL)
ER SOUIBB AND SONS
ORAL)
25/15 ER SOUIBB Ð8D SONS
ORAL)
50/15 ER SOUIBB AND SONS
ORAL)
50/25 ER SOUIBB AND SONS
ORAL)
GEIGY/CIBA-GEIGY
ORAL)
GEIGY/CIBA-GEIGY
CHENABLE; ORAL)
MS&D/MERCK
ORAL)
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-343 4105776 I-20
O4Â06Â81 08-08-95 09-24-86
0-7
10-12-87
18-343 4105776 I-20
04-06-81 08-08-95 09-24-86
0-7
10-12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
0-7-
10-12-87
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
16-608 4409212
03-11-68 10-11-00
18-281 4409212
12-14-81 10-11-00
17-830 3462536
04-25-77 08-19-86
3830827
08-20-91
3781415
12-25-90
IV-23



IV-24
ACTIVE 10 REDIENT 5
STRENOTHQSL
CARBIDOPA; LEVODOPA
10MG; 100MG
CARBIDOPA; LEVODOPA
25MG; 250MG
CARBIDOPA; LEVODOPA
2SMG; I00MG
CARBOPROST TROMETHAMINE
EG 0.25MG BASE/ML
CELLULOSE SODIUM PHOSPHATE
2.5GM/PACKET
CERULETIDE DIETHYLAMINE
0.02MG/ML
TRADE NAME
(DOSAOE FORM; ROUTE)
SINEMET
(TABLET; ORAL)
SINEMET
(TABLET; ORAL)
SINEMET
(TABLET; ORAL)
PROSTIN/1SM
(INJECTABLE; INJECTIDN)
CALCI8IND
(PONDER; ORAL)
TYMTRAN
(INJECTABLE; INJECTIDN)
APPLICANT NAME
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
UPJOHN
MISSIDN PHARMACAL
ADRIA LABORATORIES
NDA NO.
APPROVAL DATE
17-555
05-02-75
17-555
05-02-75
17-555
05-02-75
17-989
01-09-79
18-757
12-28-82
18-296
12-24-81
PATENT 00.
EXP. DATE
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
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3728382
04-17-90
3472832
10-14-86
EXCLUSIVITY
EXP. DATE
I-32
03-21-88
NCE
12-28-92
NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 0ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



TABLE TT.
NDAâ€™S APPROVED FROM 1-1-82 10 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH)Â§)
CHENODIOL
250MG
CHLORDIAZEPOXIDE
25MG
CHLORDIAZEPOXIDE
5MG
CHLORDIAZEPOXIDE
10MG
CHLOROIAZEPOXIDE
30MG
CHLOROIAZEPOXIDE HYDROCHLORIDE
5MG
CHLOROIAZEPOXIDE HYDROCHLORIDE
10MG
CHLOROIAZEPOXIDE HYDROCHLORIDE
25MG
CHLOROIAZEPOXIDE HYDROCHLORIDE
100MG/AMP
CHLOROIAZEPOXIDE HYDROCHLORIDE;
CLIDINIUM BROMIDE
5MG; 2.5MG
CHLOROIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG; 0.2MG
CHLOROIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG; 0.4MG
CHLOROIAZEPOXIDE; ESTROGENS, CONJUGATED
10MG; 0.4MG
TRADE NAME
)DOSAGE FORM; ROUTE)
CHENIX
(TABLET; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRITABS
(TABLET; ORAL)
LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
LIBRIUM
(CAPSULE; ORAL)
LIBRIUM
(CAPSULE; ORAL)
LIBRIUM
(CAPSULE; ORAL)
LIBRIUM
(INJECTABLE; INJECTION)
LIBRAX
(CAPSULE; ORAL)
MENRIUM 5-2
(TABLET; ORAL)
MENRIUM 5-4
(TABLET; ORAL)
MENRIUM 10-4
(TABLET; ORAL)
APPLI ANT NAME
ROWELL LABORATORIES
ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS
HOFFMANN-LA ROCHE
ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN~LA ROCHE
HOFFMANN-LA ROCHE
NDA N . PATENT NO. EXCLUSIVITY
AEEROUAE DATE EXP. DATE EXP. DATE
18-513 8Ð¡Ð•
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 NGF
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
12-249 4316897
02-24-60 02-23-99
12-301 4316897
07-21-61 02-23-99
12-750 4316897
05-02-61 02-23-99
14-740 4316897 u
10-27-69 02-23-99
14-740 4316897
10-27-69 02-23-99
14-740 4316897
10-27-69 02-23-99
IV-25



16-21-90
122b20b
86-81-10
8880968
86-21-90
122b200
86-81-10
8880968
26-08-21 26-81-90
33N Sb98888
26-01-11 10-92-80
33N 82168bb
26-01-11 10-92-80
33N 82168bb
26-01-11
33N
98-12-60 98-81-90
82-1 1828888
98-b2-60 98-81-90
82-1 1828888
98-80-20
1020988
98-80-20
1020988
98-80-20
1020988
26-22-90
2229888
3L V0 '8X3 3L V0 '8X3
111015013X3 '00 103L V8
22-91-80
026-21
'22-91-80
026-21
28-08-21
8b2-81
b8-12-80
899-81
28-01-11
899-81
08-81-10
929-81
82-80-80
009-91
99-90-21
610-91
b8-01-00
809-21
b2-22-80
809-01
b2-22-80
809-21
92-61-01
169-21
3L V0 T V10388V
'ON V00
8VT 38X5
8VT 38X5
135500H-1583308
531H0IVH08VT 81INS
531H0IVHD8VT 81185

58VT T D83ÐVH1

8-8/80SNÐOC 003N

8-8/80SNÐOC 003N
813813981 H3981HH308
813813981 H3981H8308

813Ð13981 H3981HH308
58HV8d 000Ðœ153Ðœ
3NV0 1NV31188V

(3VH0 ÃI318VI)
13N0OVI
(T VH0 5131811)
13N09VI

(T V31dD1 Ã11113H3)
Ð¥0HdDT
(N01133CN1 5318VI33CN1)
NI13VIGONAH3

(001133001 Ã31av133001)
NI131IGONAH3
(NO1133c61 5315v133C81)
.  a  35035IG
(T VH0 Ð³Ð°Ð·Ð¾ Ð½ Ð¾ Ð²)
Nva1s3nO
(3vuo Ð³Ð°Ð·Ð¾ Ð½ Ð¾ Ð²)
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T ABL E IV.  fNDA'S APPROVE D FROM 1-1-82 T O 4-30-85 AND NDAâ€˜S 1111 APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT L S)
ST RE NGT H)S)
CIME T IDINE
400MG
CIME T IDINE HYDROCHL ORIDE
E O 300MG BASE/5ML
CIME T IDINE HYDROCHL ORIDE
E O 150MG BASE/ML
CINOXACIN
250MG
CINOXACIN
500MG
CISPL AT IN
0.5MG/ML
CIT RIC ACID; MAGNE SIUM OXIDE;
SODIUM CARBONAT E
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CIT RIC ACID; MAGNE SIUM OXIDE;
SODIUM CARBONAT E
3.24GM/100ML; 380MB/100ML; 430MG/100ML
CL E MAST INE FUMARAT E;
PHE NYL PROPANOL AMINE HYDROCHL ORIDE
E O 1MG BASE; 75MG
CL OMIPHE NE CIT RAT E
50ÐœG
T RADE NAME
)DOSAGE FORM; ROUT E)
T AGAME T
(T ABL E T; ORAL)
T AGAME T
(SOL UT ION; ORAL)
T AGAME T
(INJE CT ABL E; INJE CT ION)
CINOBAC
(CAPSUL E:'ORAL)
Â° ` CINOBAC
(CAPSUL E; ORAL)
PL AT INOL-AO
' IRRIGAT ING SOL UT ION G
IN PL AST IC CONT AINE R
(SOL UT ION; IRRIGAT ION)
UROL OGIC G
IN PL AST IC CONT AINE R
(SOL UT ION; IRRIGAT ION)
T AVIST D
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
CL OMIPHE NE CIT RAT E
(T ABL E T; ORAL)
APPL ICANT NAME
SK& F L AB
SK& F L AB
SK& F L AB
E L I L IL L Y '
. E L I L IL L Y
BRIST OL L ABS/B-M
T RAVE NOL L ABS
ABBOT T L ABORAT ORIE S
DORSE Y L ABS/SANDOZ
PL ANT E X/IKAPHARM
NDA NO.
APPROVAL DAT E
17-920
12-14-83
17-924
08-16-77
17-939
08-16-77
18-067
.06-13-80 a  '
18-067
06-13-80
18-057
07-18-84
18-519
06-22-82
18-904
05-27-83
18-298
12-15-82
18-361
03-22-82
PAT E NT NO.  E XCL USIVIT Y
Ð¨Ð¨
3950333 NS
04-13-93 09-24-86
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3669965
06-13-89
3669965
06-13-89
4177263 NDF
12-04-96 09-24-86
8Ð¡
09-24-86
8Ð¡
09-24-86
3933999 NDF
09-24-86
01-20-93
IV-27



22-82-90 92-18-80
918023H sol-21
28-82-90 22-82-90
918823H 901-L1
29-82-90 22-82-90
918023Ð¸ sol-Â¿1
29-82-90 22-82-90
918823& sol-21
98-20-L0 62-02-60
1020908 20b-21
92-80-20 02-80-60
1020908 20b-Â¿L
90-20-20 02-20-60
1020908 200-L1
28-01-01 98-20-20 02-01-01
Ð°Ð½ 1020908 160-81
22-01-01 98-80-20 b8-0lÂ01
H6 1020908 168-01
22-0lÂ01 90-80-20 02-0lÂ01
Ð¸Ð¼ (020908 lea-91
eÃ« Ã¯sz-zo 92-00-90
2629[80 889-21
66-82-20 92-00190
2609180 889-21
66-82-20 92-00-90
2699180 889-L1
3110 '8X3 3110 '8X3 3LV0 1VA0388V
0110150TOX3 'ON 103LV8 'ON V01
f̀ 'azfÐlf
S3IH01VH0813 110881
S31H01VH0813 110881
$31H01VH0813 110881
531H01VH0813 110881
813H139NI H3981HH308
813H139NI H3581HH308
813H139NI H3981HH308
813H13581 H35NIHH308
N13H13ONI H3981HH308
813H139NI H3981HH308
3Ð3DH V3-NNVN33OH
3H30H V3-NNVN33OH
3H30Ð V3-NNVN33OH
30V0 10VOI188V
(TVH0 5131811)
GS 3N3XNVH1
(1vuo 531nsdv3)
3N3Ð¥8vHI
(3VH0 53305dV3)
3N3XNVH1
(3VH0 5310SdV3)
3N3XNVH1
(3VHO 51318VI)
S3HdVIV3
(TVH0 5131811)
S3HdVI13
(3VHO 51318VI)
S3HdVIV3
(S0O3NVI03H3d
539V313H 031TDHIN03 â€˜03131
8-S11-S3HdVIV3
(S0O3NVln3H3d
535V313H 03130H1N03 â€˜N3I3)
2-S11-S3HdVIV3
(S003NVI03H3d
535V313H G31TDH1N03 â€˜03131
1-511-53HdVIV3
(3VHO 51318VI)
NIdDNO33
(1VH0 51310V1)
Ð¼1Ð°Ð¾Ð½03Ð·
(3VH0 51318VI)
NIdDNDTO
13100V â€˜Ð˜Ð—Ðž! 30V5001
30V0 30VN1
Ð´ÑŠâ€˜Ñ‡ Ã'
ONS'22
N01SSVIOdIG 31Vd3ZVH033
ONS1
N01SSVIOdIG 31Vd3ZVH033
ONS'L
N01SSVIOdIG 31Vd3ZVH033
ON9L'8
N01SSVIOdIG 31Vd3ZVH033
ON8'0
301803H30HGÃ€H 3NIGIND33
ON2'O
30IH0TH3DHGAH 381GIND33
9Ð˜1 0̀
301801Ð3080Ã€H 3NIGIND33
ONS'L
3NIGIND33
ONS
3NIGIND33
ONS'2
3NIGIND33
ON2
NVd3ZVND33
Owl
NVd3ZVN033
ON9'0
NVd3ZVNDT3
S HL003VL5
5 103103V001 3011OV
001LVNV0301 011015013X3 00V 103LV8 3LV1V80V88V H1IM 5.100 00V 58'0Â£ÂV 01 ZO'L'L 00VI 0300V88V 5.100
'A1 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTES)
STRENGTH S
CLORAZEPATE DIPOTASSIUM
11.25MG
CLORAZEPATE DIPOTASSIUM
3.75MG
CLORAZEPATE DIPOTASSIUM
7.5MG
CLORAZEPATE DIPOTASSIUM
15MG
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
100MG
TRADE NAME
)DOSAGE FORM; ROUTE)
TRANXENE SD
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
LOTRIMIN
(SOLUTION; TOPICAL)
LOTRIMIN
(CREAM; TOPICAL)
GYNE-LOTRIMIN
(CREAM; VAGINAL)
GYNE-LOTRIMIN
(TABLET; VAGINAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
SCHERING
SCHERING
SCHERING
SCHERING
NDA NO.
APPROVAL DATE
17-105
08-04-76
17-105
03-10-80
17-105
03-10-80
17-105
03-10-80
17-613
02-03-75
17-619
03-18-75
18-052
11-08-78
17-717
03-24-76
PATENT NO.
EXP. DATE
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
EXCLUSIVITY
EXP. DATE



08-AI
98-b2-60
3GN
88-61-b0
SN
68-20-90
Â¿Â¿90998
68-90-21
2Â¿190Â¿8
16-10-01
8Â¿96888
68-20-90
1Â¿90998
68-90-21
21190L8
16-10-01
8Â¿96888
68-20-90
Â¿Â¿90998
68-90-21
2Â¿190Â¿8
16-10-01
8Â¿96888
68-20-90
Â¿Â¿90998
68-90-21
2Â¿190Â¿8
16-10-01
8Â¿96888
68-20-90
1Â¿90998
68-90-21
21150L8
16-10-01
8Â¿96888
68-20-90
1Â¿90998
68-90-21
2Â¿190Â¿8
16-10-01
8Â¿96888
88-Â¿1-90
81Â¿-81
6Â¿-91-20
082-81
6Â¿-91-10
881-81
98-61-b0
690-61
6Â¿-Â¿2-20
281-81
6L-91-10
181-81
3LV0 '8X3
3LV0 '8X3
ALIAISD1OX3
'00 103LV8
3LV0 TV00V88V
'ON V00
S31IN/SNHVHd
5311N/SNHVHd
S31IN/SNHVHd
S31IN/SNHVHd
S311N/SNHVHd
S31IN/SNHVH3
S31IN
S3TIN
S31IN
S31IN
S311N
S31IN
3NV0 10V31188V
(TVHO 539113Z03/31130H1)
Ð¥3333Ã€8
(TV819VA ÃN13H3)
9-X3133AN
(TV31dD1 5N13H3)
X313OÃ€N
(TVNIOVA ÃI31811)
9-X3133AN
(TVNIOVA Ã1318VI)
O-X31331N
(TV31d01 ÃND110TDS1
X3133AN
131D0V INV03 30V5001
3NV0 301V1
ON01
31DZVN181033
%l
31DZVN181033
%L
31OZVNIH1033
ONOUS
31OZVN181033
ON001
31OZVNIH1033
%1
31OZVN181033
S HL003V15
S 103103VO01 301LOV
001100V0301 ALIAISD13X3 G0V 1031V8 31V1V80V88V Ð110 5.100 G0V SB-DC-V 01 ZO-l-L 00V3 0300V88V 5.100
'AI 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDÐ'5 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH)S)
CLOTRIMAZOLE
1%
CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; 5MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
10MG/5ML; 30MG/5ML; 1.25MG/5ML
COLESTIPOL HYDROCHLORIDE
SGM/PACKET
COLESTIPOL HYDROCHLORIDE
S00GM/BOT
COPPER
89MG
TRADE NAME
)DOSAGE FORM; ROUTE)
LOTRIMIN
(LOTION; TOPICAL)
PHENERGAN VC W/ Ð¡ODÐ•18Ð•
(SYRUP; ORAL)
PHENERGAN W/ CODEINE
(SYRUP; ORAL)
ACTIFED W/ CODEINE
(SYRUP; ORAL)
COLESTID
(GRANULE; ORAL)
COLESTID
(GRANULE; ORAL)
CUÂ7
(INTRAUTERINE DEVICE;
INTRAUTERINE)
APPLICANT NAME
SCHERING
NYETH LABS/AMHO
NYETH LABS/AMHO
BURROUGHS NELLCOME
UPJOHN
UPJOHN
SEARLE PHARMS
Ð¨
APPROVAL DATE
18-813
02-17-84
08-306
04-02-84
08-306
04-02-84
12-575
04-04-84
17-563
04-04-77
17-563
04-04-77
17-408
02-25-74
PATENT NO.
EXP. DATE
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
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
04-29-92
EXCLUSIVITY
EXP. DATE
I-24
09-24-86
I-24
09-24-86
IV-31



28-AI
18-80-01
3GN
98-02-60
3GN
98-02-60
22-1
96-11-01
8298909
86-Â¿1-80
2199898
06-11-01
8298900
86-11-80
9899168
98-18-21
8Â¿96108
68-22-80
880L118
68-22-80
2109898
98-18-21
8196108
68-22-80
880L118
68-22-80
2109898
26-62-00
668823H
Â¿8-10-21
8088088
16-80-10
19888Â¿8
96-60-80
Â¿1b0b09
88-91-20
9828998
08-80-01
991-81
88-81-80
908-81
81-02-90
066-91
61-91-80
902-81
(3Iw1vu1ndo 5NO110TD5)
SNO513 wou311do
(1VSVN ÃNOIl0TDS)
SNOSI3 00H3TVSVN
(NO11VTVHNI 53105dV3)
SNOSI3 3VINI
(3NIH310VH1NI
Ã331A30 381H310VH1NI)
SNHVHd 31HV35 1-N01VI
%9
00IGOS NATDNDH3
%9
N0IGOS NA30N0H3
ON02
80IG05 NATDNDH3
9N021
H3ddD3
011015013X3 â€˜Ðž0 103LV8 '0N V00
15101003V15
(51103103V001 30113V
(3100V ÃNV03 30V5001
30V0 1NV31188V 3NV0 301V1
3LV0 '8X3 3110 '8X3 3110 1VA0388V
001LVNV0301 ALIAIS013X3 00V 103LV8 3LV1V80V88V H1IM 5.100 0NV SO'OC'V 01 ZO'L'L 00VI 0300V88V 5.100 'AI 310V1



TABLE IVTf NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S)
STRENGTH S
CROMOLYN SODIUM
10MG/ML
CYCLOBENZAPRINE HYDROCHLORIDE
5MG
CYCLOBENZAPRINE HYDROCHLORIDE
10MG
CYCLOPHOSPHAMIDE
TGM/VIAL
CYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIOE
2GM/VIAL
DANTROLENE SODIUM
25MG
GANTROLENE SODIUM
100MG
DANTROLENE SODIUM
Ð‘0ÐœÐ‘
DANTROLENE SODIUM
20MG/VIAL
TRADE NAME
)DOSAGE FORM; ROUTE)
INTAL
(SOLUTION; INHALATION)
FLEXERIL
(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
CYTOXAN
(INJECTABLE; INJECTION)
NEOSAR
(INJECTABLE; INJECTION)
CYTOXAN
(INJECTABLE; INJECTION)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(INJECTABLE; INJECTION)
APPLICANT NAME
FISONS
MS&D/MERCK
MS&D/MERCK
MEAD JOHNSON/B-M
ADRIA LABORATORIES
MEAD JOHNSON/B-M
NORWICHÃEATON/P&G
NORNICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-596 3686412 I-22
05-28-82 08-22-89 01-19-88
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
17-821 3454643
08-26-77 07-08-86
3882246
05-06-92
17-821 3454643
08-26-77 07-08-86
3882246
05-06-92
12-142 NS
08-30-82 09Â24Â86
87-442 NS
07-08-83 09-24-86
12-142 NS
08-30-82 09-24-86
17-443 3415821
01-15-74 12-10-85
17-443 3415821
01-15-74 12-10-85
17-443 3415821
10-10-75 12-10-85
18-264 3415821
09-18-79 12-10-85
IV-33



08-A1
98-02-60
SN
3L V0 '8X3
011015013X3
98-80-Â¿0
9999908
98-80-Â¿0
8690908
98-80-Â¿0
9999908
98-80-Â¿0
8690998
98-80-Â¿0
9999908
98-80-Â¿0
8690908
98-80-Â¿0
9999908
98-80-Â¿0
8690908
98-80-Â¿0
0990908
98-80-Â¿0
8690908
98-80-Â¿0
9999998
98-80-Â¿0
8690908
98-80-10
0990908
98-80-10
8690908
98-80-Â¿0
9999908
98-80-Â¿0
8690908
98-Â¿0-01
91b1108
3110 '8X3
'ON 103L V8
28-11-20
668-01
11-10-80
668-01
Â¿ Â¿-10-80
668-01
Â¿ Â¿-10-80
668-01
Â¿9-60-10
668-01
99-02-11
668-01
89-01-00
129-81
99-81-21
129-81
89-10-b0
Â¿92-91
3L V0 T V00V88V
'00 100

83Ð3 MDG/MDG

83Ð3 MDG/MOG
N3H3 MDG/MOG
Ð˜Ð— H3 MDG/MOG
83HO MDG/MDG
N3H3 MDG/MDG
333HH3N
333HH3N
333HH3N
333HH3N
313HH3N
3338H3N
S31H01VH0813 AS0
S31H01VH0813 AS0
AOI3O-V813/V813
3NV0 10V31188V

(T V80 Ã1318VI)
N1NVHdHDN

(T VH0 Ã1318VI)
81Ð˜VHdH08

(T VH0 ÃI318VI)
NINVHdHDN

(T VH0 Ã1318VI)
N1NVHdHDN

(T VH0 Ã1318111)
81NVHdHDN
(T VH0 51318V1)
81Ð˜VHdHD8
(T V00 53105dv3)
3NVH301H3d
(T VH0 53105d13)
3NVH30IH3d
(ND1133CN1 5318VI33CN1)
31V3AS3N 3VH33S30
(3100V 5NV03 30V5001
3NV0 30VV1
301H0T H3DHGAH

301H01Ð3DHGAH
301H0T H30HGAH

301H01Ð3DHGAH

30IH01Ð3DHGAH
301H0T H30HGAH

30IH01Ð3DHGAH

301H01Ð3DHGAH
ONO1
381NVHdIS30
ONO91
3NINVHdIS30
ONO01
3NINVHdIS30
ONSL
3NINVHdIS30
ONO9
3NINVHdIS30
ONS2
3NINVHdIS30
ON0S
381NVHdIS30
ON92
3NINVHdIS30
T VIA/ONO09
31VT1$3N 381NVXDH3330
5 H1003V15
(51103IG3VO01 301131
001L VNV0301 011015013X3 0NV 103L V8 31V1V80V88V H1IM 5.100 00V 98'01'1 01 28'L '1 00VI 0300V88V 5.100
'A1 310VL



TABLE IV.
NDA'S APPROVED FROM 1-1-82 10 4-30-85 Ð10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
DESMOPRESSIN ACÐ•Ð¢ÐÐ¢Ð•
0.01%
DESMOPRESSIN ACÐ•Ð¢ÐÐ¢Ð•
0.004MG/ML
DESONIDE
0.05%
DESOXIMETASONE
0.05%
DESOXIMETASONE
0.05%
DESOXIMETASONE
0.25%
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXAMETHASONE
GMG
DEXTROMETHORPHAN HYDROBROMIDEZ
PROMETHAZINE HYDROCHLORIDE
15MG/5ML; 6.25MG/5ML
DEXTROSE
60GM/100ML
DEXTROSE
70GM/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
DDAVP
(SOLUTION; NASAL)
DDAVP
(INJECTABLE; INJECTION)
DESOWEN
(CREAM; TOPICAL)
TOPICORT
(GEL; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
DECADRON
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ARMOUR PHARM
ARMOUR PHARM
OWEN LABS/DERM PRODS
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
MSBD/MERCK
PAR PHARMACEUTICAL
ROXANE LABORATORIES
NYETH LABS/AMHO
TRAVENOL LABS
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
AEEROVAE DATE EXP. DATE EXP. DATE
17-922 3497491
02-21-78 02-24-87
18-938 3497491 NDF
03-30-84 02-24-87 09-24-86
19-048
12-14-84
18-586 NDF
03-29-82 09-24-86
18-594 NDF
01-17-85 09-24-86
18-763 NDF
09-30-83 09-24-86
11-664 85
07-30-82 09-24-86
88-481 NS
11-28-83 09-24-86
88-316 NS
09-15-83 ' 09-24-86
11-265
04-02-84
17-521
03-26-82
17-521
03-26-82
IV-35



98-AI
(NO1133C81 53180133C81)
08-81-20 H3N1V1NO3 1Ð˜/ONO9
222-61 531HDIVHD811 110881 3115V39 11 z5 35DH1Ð¥30 35DH1Ð¥30
(NO1133C81 53181133C81)
08-61-60 H3N1V1NO3 1NO01/Ð˜D5 88
826-81 531H01VH0811 110881 3115VTd NI %SÂ°88 35DH1Ð¥30 350HIX30
(NO1133C81 Ã3180133C81)
28-82-80 H3N1V1NO3 1N001/1O02
099-81 531H01VH0811 110881 3115V19 81 %02 35DH1X30 350HlX30
(NO1133C81 53180133C81)
28-82-80 H3N1V1NO3 1NO01/Ð˜905
899-81 531H01VH0811 110881 3115V1d 11 %09 35091X30 35091X30
(801133C81 Ã319V133C81)
28-82-80 H3N1V1NO3 1N001/1O0b
299-81 531H01VH0811 110881 3115V19 81 %0b 35DH1Ð¥30 35DH1Ð¥30
(NO1133C81 53181133C81)
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(NO1133C81 53180133C81)
98-92-10 H311V1NO3 3115VTd 11 1N001/1O08
sbs-61 531HDIV90801 110881 %08 35DH1Ð¥30 35DH1Ð¥30
(NO1133C81 53180133C81)
98-92-10 H3N1V1NO3 3115VTd 11 1NO01/Ð˜909
905-61 53IH0IVHD811 110881 %09 350HIX30 350HIX30
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TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 4-30-85 Ð10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATIONÅ•
ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH)S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 ÐœÐ¡
SGM/100ML; 80MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 8Ð¡
SGM/100ML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 80MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 8Ð¡
SGM/100ML; 160MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 1.000 UNITS AM MCGA0/AM HOSP 19-130 8Ð¡
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 2.000 UNITS AM MCGAW/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 5,000 UNITS AM MCGAW/AM HOSP 19-130 NC
SGM/100ML; 1,000 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 20.000 UNITS TRAVENOL LABS 18-814 8Ð¡
SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN 10-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-37
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TABLE IVT NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
TREN TH S
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 200MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 400MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML
DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
SGM/100ML; 31MG/100ML;
130MG/100ML; 26MG/100ML;
320MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.2%
ANO 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)
ISOLYTE P W/
DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
NDA NO.
APPROVAL DATE
19-339
03-27-85
18-388
11-05-82
18-461
02-22-82
18-967
03-30-84
18-967
03-30-84
18-967
03-30-84
19-025
12-27-84
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
IV-39



IV-40
A TIVE IN REDIENT S
STREN TH
DEXTROSE; OXYTOCIN
SGM/lOOML; 1 USP UNIT/100ML
. xg.
DEXTROSE; OXYTOCIN
SGM/100ML; T USP UNIT/100ML
DEXTROSE; OXYTOCIN
SGM/100ML; 2 USP UNIT/100ML
DEXTROSE; OXYTOCIN
SGM/100ML; 2 USP UNIT/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 75M6/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; TS0MG/10OML
OEXTROSEÃ‰ POTASSIUM CHLORIDE
SCN/TooNL; zzoNG/TooNL
DEXTROSE; POTASSIUM CHLORIDE
SGN/LooML; sooNG/TooML
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE
SGM/100ML; 205MG/100ML; 100MG/100ML;
120MG/T00ML; 220MG/T00ML
Ð¨
LDOSAGE FORM; ROUTE)
OXYTOCIN 5 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN 10 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN To USP
UNITS IN OEXTROSE 5%
(INJECTABLE; INJECTION)
OXYTOCIN 20 USP
UNITS IN DEXTROSE 5%
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% ANO
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND ELECTROLYTE
NO 75 IN PLASTIC CONTAINER
(INJECTABLE3 INJECTION)
APPLICANT 0ÐÐœÐ•
ÐÐ’Ð’0Ð¢Ð¢ LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
TRAVENOL LABS
PATENT NO.
EXP. DATE
NDA N .
APPROVAL DATE
19-185
03-29-85
19-185
03-29-85
19-185
03-29-85
19-185
03-29-85
18-744
11-09-82
18-744
II-09-82
18-744
11-09-82
18-744
11-09-82
18-840
06-22-83
EXCLUSIVITY
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH S
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML;U150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 900MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
5MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
T0MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
10MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
Ð8D SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
30MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE 
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
40MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
NDA NO.
APPROVAL DATE
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
EXCLUSIVITY
.Iv>41
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH S
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
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
SMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%. SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
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% Ð8D POTASSIUM CHLORIDE
10MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% ÐND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
LABS
PATENT NO.
EXP. DATE
NDA NO.
APPROVAL DATE
18-567
02-16-83
18-567
02-16-83
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
EXCLUSIVITY
IVÂ43
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00IOOS Ã30IHDTH3 N0ISSVIOd 53SO81X3G
TN001/SNO88 ÃTNO01/ONbZ2 ÃIN001/NSS
30IHDTH3
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 Ð10 NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATEON
ACTIVE IN REDIENT S
STRENGTH S
DEXTROSE; THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; BOMG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 160MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/Toom; 200m/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
TRADE NAME
DOSAGE FORMl ROUTE
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
.IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
19-211
12-14-84
HL".
19-212
11-07-84
19-211
12-14-84
19-212
11-07-84
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
EXCLUSIVITY
IV-45



90-AI
98Âb2-60
L-I
98Âb2Â60
9-I
98~b2Â60
8ÂI
98-02-60

8ÂI Ã2-I
IL VG '8Ð¥3
11101S01OÐ¥3
66-82Â20
2689189
66-82-20
268918b
66-82-20
268918Ð¬
66-82-20
268918b
66-82Â20
2689189
IL VG `8Ð¥3
'ON L NIL V8
b8ÂSL Â01
Ð²Ð¾ ÑŒ-Ð´Ð¾
08-91-01
sob-Â¿o
E L-22-lÃ»
966Â9L
L B-21-80
621-81
99-b2-80
2B0-91
89ÂSL Âll
E92ÂEl
89ÂSL Âll
E92ÂEl
89ÂSlÂL L
892-El
2L-L2-01
00D-01
b2-62-B0
Db0-01
09-80-10
0b0Â01
IL VG T VAON88V
'ON VGN
83HO MDG/MDG T T3HH3N

83Ð3 MDG/MDG T13HH30
98IH3H3S
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3H3DH VT-NNVN33OH
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3Ð30H VÐ¢-NNV8Ð— Ð—0Ð

3Ð30Ð’ V3-8NV8Ð— Ð— GÐ
SNOS GNV 88100S H3
SNOS GNV 8810OS H3
SNOS GNV 88I00S H3
INVN L NVOIT88V
(1VHD 53T05d13)
T AIN38

(1VHD Ã31OSd13)
1Ã€1N38
(NO1133C81 53181133C81)
lVISH3dAH

(1VHD Ã35V31BH
G31T DHINO3 '3105d13)

35V313HT VÐ

(NO1133C81 Ã318VI33CNI)
N0IT VA

(iÑƒÐ´Ð¾  ÃI3181I)
N01TvA

(IVHD ÃI31BVI)
N0IT VA
(1VHD 5131811)

801T VÐ
(NO1133C81 53'T8VI33CNI)
92ÂNIiVH90N3H
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09-81Ð— VHODN3H
(NO1133C81 53181133C81)
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INVN I01NL
ONO2
3018DT HODHGAH 3NINDT3Ã€31G
ON01
30IHDT H3OHGAH 3NINO13A31G
10/ONSL
3GIXOZ VIG
ONSL
NVdBZ VIG
18/ONS
NVd3Z VIG
ON01
NVd3Z VIG
ONS
NVd3Z VIG
ON2
NVd3Z VIG

%01 Ã%99
N0IGOS 31VOZ IHIVIG

Ã3NIN0T S3N 3lVOZ IHlVIG
%8 5%25
N0IGOS 31VOZ IHIVIG
53818nT O38 3IV0Z1HIÐ£IO
%08
3NIN01OBN
31VOZ IH1VIG

151Ð1003V15
1$1103103V001 30113V
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TABLE IV. NDA'S APPROVED FROM 1-1.82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
Ã/
ACTIVE INGREDIENT S
STRENGTH S
DICYCLOMINE HYDROCHLORIDE
10MG/ML
DICYCLOMINE HYDROCHLORIDE
10MG/5ML
DIFLORASONE DIACETATE
0.05%
DIFLORASONE DIACETATE
0.05%
DIFLUNISAL
250MG
DIFLUNISAL
500MG
DIGOXIN
0.2MG
DIGOXIN
0.05MG
DIGOXIN
0.15MG
DIGOXIN
0.1MG
DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;
5.33MG/0.5ML
TRADE NAME
)DOSAGE FORM', ROUTE)
BENTYL
(INJECTABLE; INJECTION)
BENTYL
(SYRUP; ORAL)
FLORONE
(CREAM; TOPICAL)
FLORONE
(OINTMENT; TOPICAL)
DOLOBID
(TABLET; ORAL)
DOLOBID
(TABLET; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
LANOXICAPS
(CAPSULE; ORAL)
EMBOLEX
(INJECTABLE; INJECTION)
APPLICANT NAME
MERRELL DON/DON CHEM
MERRELL DOW/DON CHEM
UPJOHN
UPJOHN
MS&D/MERCK
MS&D/MERCK
BURROUGHS NELLCOME
BURROUGHS NELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
SANDOZ PHARMS/SANDOZ
NDA NO. PATENT NO. EXCLUSIVITY
APPROVA). DATE EXP. DATE EXP. DATE
08-370
10-15-84
07-961
10-15-84
17-741 3980778
09-14-77 09-14-93
17-994 3980778
03-01-78 09-14-93
18-445 3714226 8Ð¡Ð•
04-19-82 08-01-89 04-19-92
3674870
07-04-89
18-445 3714226 8Ð¡Ð•
04-19-82 08-01-89 04-19-92
3674870
07-04-89
18-118 NDF
07-26-82 09-24-86
18-118 NDF
07-26-82 09-24-86
18-118 NS
09-24-84 09-24-86
18-118 NDF
07-26-82 09-24-86
18-885 4451458 NC
11-30-84 05-29-01 11-30-87
IV-47



8bÂAI
1TVH0
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT)S)
STRENGTH)S)
DIVALPROEX SODIUM
EO 500MG BASE
DOBUTAMINE HYDROCHLORIDE
EO 250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE
aOMC/ML
DOPAMINE HYDROCHLORIDE
Ð‘0ÐœG/ÐÐ•
DOPAMINE HYDROCHLORIDE
40MG/ML
DOPAMINE HYDROCHLORIDE
40HG/ML
DOXEPIN HYDROCHLORIDE
EO 25MG BASE
DOXEPIN HYDROCHLORIDE
EO 50ÐœG BASE
DOXEPIN HYDROCHLORIDE
EO 10MG BASE
DOXEPIN HYDROCHLORIDE
EO 100MG BASE
DOXEPIN HYDROCHLORIDE
EO 75MG BASE
DOXEPIN HYDROCHLORIDE
EO 150MG BASE
DOXEPIN HYDROCHLORIDE,
EO 10MG BASE
Ð¨
DOSAGE 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; ORAL)
SINEOUAN
(CAPSULE; ORAL)
SINEOUAN
(CAPSULE; ORAL)
SINEOUAN
(CAPSULE; ORAL)
SINEOUAN
(CAPSULE; ORAL)
SINEOUAN
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
APPLICANT 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
PENNNALT PHARM
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-723 NE
03-10-83 09-24-86
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 a
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
Iv-49



16-12-90
2bl2188
26-12-10 92-08-80
1282988 1SL-Â¿L
16-12-90
Â¿bl2188
26-12-10 92-08-80
1282988 1SL-21
16-12-90
2bl2188
26-12-10 92-08-80
1282988 1SL-Â¿L
Â¿8-80-60
818Â¿298
98-82-60 22-82-80
1106908 Â¿80-Â¿L
16-10-01
bÂ¿96888
26-82-21 06-02-20 28-82-21
33N 999Â¿L28 1SL-81
98-Â¿0-10 0Â¿-11-80
19802b8 919-Â¿L
98-20-10 08-91-b0
19802b8 Â¿86-91
98-Â¿0-10 Â¿Â¿-21-21
1980208 Â¿86-91
98-20-10 22-18-10
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19802b8 Â¿86-91
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NHVHd lTVMNN3d
NHVHd ITVMNN3d
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..-% C' < '0.'a
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(ND1133C81 53T8V133CNI)
lS3NVH0G
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3NVHÐ13
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3TDZVI33dS
(TVH0 53IV8lN33ND3)
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(TVH0 E310Sd13)
NIdVGV
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 4-30-85 Ð10 NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
â€š
ACT IVE INGRE DIE NT L S)
ST RE NGT H S
E RGOL OID ME SYL AT E S
1MG
E ST ROGE NS,  CONJUGAT E D
0.9MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.15MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.15MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RADIOL; NORE T HINDRONE

0.035MG; 0.5MG ÐND 1MG
T RADE NAME
(DOSAGE FORM; ROUT E)
HYDE RGINE L C
(CAPSUL E; ORAL)
PRE MARIN
(T ABL E T; ORAL)
NOROE T T E-2T
(T ABL E T; ORAL-21)
NORDE T T E Â28
(T ABL E T; ORAL-28)
T RIPHASIL-28
(T ABL E T; ORAL-28)
T RIPHASIL-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 10/11-21
(T ABL E T; ORAL-21)
APPL ICANT NAME
SANDOZ PHARMS/SANDOZ
AYE RST L ABS/AMHO
NYE T H L ABS/AMHO
NYE T H L ABS/AMHO
NYE T H L ABS/AMHO
NYE T H L ABS/AMHO
ORT HO PHARMACE UT ICAL
NDA NO.
APPROVAL DAT E
18-706
01-18-83
04-782
01-26-84
18-668
05-10-82
18-782
07-21-82
19-190
11-01-84
19-192
11-01-84
18-354
01-11-82
PAT E NT NO.
E XP.  DAT E
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
3957982
05-18-93
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
Ð•Ð¥Ð¡10511111
E XP.  DAT E
NDF
09-24-86
NS
09-24-86
8Ð¡
09-24-86
8Ð¡
09-24-86
NS
11-01-87
NS
11-01-87
D-5
09-24-86
IV-51



16-92-11
2286968
16-92-11
1160988
68-08-90 SL-Â¿L-80
8989998 219-Â¿L
16-92-11
2286968
16-92-11
1160988
68-08-90 89-92-11
8989998 908-91
16-92-11
2286968
16-92-11
1160988
68-08-90 89-91-b0
8989998 229-91
98-b2-60 18-b0-00
b-G bOD-Gl
98-b2-60 b8-b0-b0
b-G bO0-61
98-b2-60 b8-b0-b0
8TG 986-81
98-12-60 b8-b0-b0
8-G 986-81
98-b2-60 00-82-90 b8-81-00
9-G 189068b 226-81
98-b2-60 00-82-90 b8-81-00
9-G 189068b 226-81
98-b2-60 28-11-10
9-G 098-81
3LV0 8̀Ð¥3 3LV0 8̀Ð¥3 3LV0 TV00V88V
01101SD3OÐ¥3 'ON 103LV8 '00 V00
DHNV/5813 Ð1BAM
OHNV/S8VT Ð13Ã€Ðœ
OHNV/S8VT Ð1BAM
T13Il03OVNdVHd DH160
TV311033VNHVHd 0ÐIH0
TV311033VNHVHd DH180
TV311033VNHVHd DH1H0
(di) X31NAS
(d3) Ð¥3lNAS
TV311033VNHVHd DH180
3NV0 10VO1388V
(12-TVHD Ã.LÃˆI18VU
TVHAO/DT
(82-3VH0 5131811)
82-3VHÐ0
112-3VH0 ÃIHT8VI)
3VHÐ0
(82-TVHD ÃI31BV1)
82-b1/2 80Ð08-0Ð1H0
(12-3VH0 51318VI)
12-bl/2 80Ð08-DHlH0
(82-3VH0 ÃL318VI)
82-2/2/2 80ÐG8-0Ð1H0
(l2-TVH0 Ãl318VI)
12-2/2/2 80Ð08-0Ð180
182-TVH0 5131811)
AVG-82 TANIHDN-18l
(12-3VH0 ÃI318VI)
AVG-12 3Ã€81H08-181
(82-3VH0 Ã13T8V1)
82-11/01 80Ð08-DH180
131D0V ENVOI 30V5001
30VN 3GVVL
ON8'0 ÃON80'0
33H1S39H08 5TDIGVH1S3 TANIÐ1B
ONS'0 ÃONÂ§0Â°0
33H1S39H08 5TDIOVH1S3 3Ã€81Ð13
9NS'0 5ON90'0
33H1S39808 53OIGVÃ¨ LLS3 TANIÐ1B
ONI GNV ON9'0 55NS80'0
3ND8G81Ð13808 ÃTD10VH1S3 TANI813
ONL GNV ON9'0 5ON980 0̀
3ND8G81Ð13H08 5TD10VH1S3 3Ã€81Ð13
ONL GNV ONSL'0 'ON9 0̀ ÃON980'0
3NDHG81Ð13808 5TD10VH1S3 TANIH13
ONL GNV ONSL'0 â€˜ON9'0 5ON980 0̀
3ND8G81Ð13H08 ÃTDIOVH1S3 3Ã€81Ð13
ONL GNV ON9 0̀ ÃSNS80'O
3ND8G81Ð13H08 5TDIGVH1S3 3Ã€81Ð13
ONL Ð¾Ð¼Ñƒ ÑÐ¸Ð·'Ð¾ Ð±ÑÐ¸ÑÑÐ¾ o
Ð·Ð¼Ð¾Ð°Ð¿Ð¼Ñ…Ð½1Ð·Ð°Ð¾Ð¼ STDIOVHIS3 1ANIH13
Owl Ð¾Ð¼Ñƒ ÑÐ¸Ñ'Ð¾ ÃONSEO o
Ð·Ð¼Ð¾Ð°Ð¾Ð¼1Ð½1Ð·Ð°Ð¾Ð¼ 5TD10VH1S3 TANIH13
5 HL003V15
151103103V001 3011OV
001LVNV0301 01101SD3OÐ¥3 00V 103LV8 3LV1V80V88V HLIM 5.V00 00V 98-01'1 01 28'1-1 Ð˜0V3 0310V88V 5.V00
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TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH S
ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG
ETIDOCAINE HYDROCHLORIDE
0.5%
ETIDOCAINE HYDROCHLORIDE
1%
ETIDRONATE OISOOIUM
200MG
ETIDRONATE OISOOIUM
400MG
TRADE NAME
)DOSAGE FORM; ROUTE)
LO/OVRAL-2B
(TABLET; ORAL-28)
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
DIDRONEL i
(TABLET; ORAL)
DIDRONEL
(TABLET; ORAL)
APPLICANT NAME
NYETH LABS/AMHO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
NORWICH EATON/P&6
NORWICH EATON/P&G
NDA NO.
APPROVAL DATE
17-802
03-16-76
17-751
08-30-76
17-751
08-30-76
17-831
09-01-77
17-831
07-06-84
PATENT NO.
EXP. DATE
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3862321
01-21-92
3812147
05-21-91
3862321
01-21-92
3812147
05-21-91
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
NS
09-24-86
IV-53



09-Ð1
98-82-20 29-91-80
1810688 011-91
98-82-20 22-02-90
1810688 222-91
b8-92-90
Â¿LL-61
98-02-60 b8-90-00
IGN 6b8-81
98-b2-60 18-Â¿L-80
IGN 008-81
178-11-20
101-61
98-21-10
911-61
88-Â¿L-80 92-91-80
2800098 012-Â¿L
88-21-80 08-91-01
28b0098 b09-Â¿L
88-Â¿L-80 92-91-80
28b0098 b09-Â¿L
98-b2-60 28-Â¿2-20
3G8 819-91
86-01-11 Â¿8-81-80 88-01-11
33N bb8b298 892-81
26-Â¿0-60 28-20-60
33N Â¿22-81
3LV0 8̀Ð¥3 3LV0 â€˜8Ð¥3 3LV0 TV00V88V
11101SD3OÐ¥3 'ON 103LV8 0̀0 VGN
SNDS GNV 881005 H3
5ND5 GNV 881005 H3
SNHVHd 3NI3-X
X31NAS/S8VT X31NAS
X31NAS/S8VT X31NAS
SNI808HV/NNIS-SNIX13
S3180IVH0813 110881
ATTIT/SG08d VISIG
ATTIT/SGDHd VISIG
ATTIT/SGOHd VISIG
SNI808 HV
8-8/5813 TD151H8
S31H01VH0813 110881
3NV0 10V31388V
(ND1133C81 53381133C811
3IVÐ1NV83 NIXIT08d
1NO1133C81 53181133C811
3IV0NV330 NIXITDHd
(TV31dOl ÃNV3H3)
NH30OSVA
(TV31dOl ÃNDIInTDS)
Ð¥3OI3
(NDIIVTVHNI 53OS08ÃˆIV)
301TVNDH8
(801133Ð“Ðœ1 5338V133Ð“81)
3Ã€NVlN33
(ND1133C81 Ã3181133C811
31VH113 3Ã€8VIÐœ33
(TvaO Ã13Tsv1)
NDITVN
(TVHD Ã310Sd13)
002 ND3TV8
(TVHO 53105d13)
ND3TV8
(TVHD 53SV313H
G31TDHlN03 â€˜1318111
NINIGNDd
(NDI133CNI 5318VIÐ3C81)
OIS3d3Ð
1ND1133C81 53181133C81)
3IVGINV
131D08 ENVOI 30050G1
30VN 3GVV1
3N/ON92
31VÐ1NV83 381ZVN3Hd033
3N/ON92
31V0NV33G 381ZVN3Hd033
%90'0
3G1ND8130033
%90'0
3OIND8130033
Ð81/ON920'0
3OITD518033
TN/3sva ONS0'0 03
31VH113 3Ã€NVlN33
38/3SV8 ON90'0 03
31VH113 3Ã€NVlN33
3SV8 ÑÐ¸Ð¾Ð¾Ñ 03
Nn13Tv3 Ð¼Ð·Ð·Ð¾Ð°Ð°Ð¾Ð¼Ð·Ð·
3SV8 ÑÐ¸Ð¾Ð¾Ð³ 03
N013T13 N330Hd0833
3SV8 ON008 03
8013TVÐ 8330Hd0833
9NO9
3OIHD1Ð30HGÃ€Ð 3818VH033833
38/ON02
3OI5Od013
3N/O82
3IVOI8013
5 HL003V15
1511031G3V001 30110V
0011VNV0301 11101SD3OÐ¥3 00V 103LV8 3LV1V80V88V HLIM 5.V00 00V 98'01-V 01 2O-1'L Ð˜0V3 0310V88V 5.V00
'AI 31OV1



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H)S)
FL URANDRE NOL IDE
0.004MG/SO CM
FL URAZ E PAM HYDROCHL ORIDE
15MG
FL URAZ E PAM HYDROCHL ORIDE
30MG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
40MG
FUROSE MIDE
20MG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
80M@
FUROSE MIDE
20Ð¼ 6
FUROSE MIDE
40MG
T RADE NAME
DOSAGE FORM' ROUT E
CORDRAN
(T APE; T OPICAL)
DAL MANE
(CAPSUL E; ORAL)
DAL MANE
(CAPSUL E; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
APPL ICANT NAME
DIST A PRODS/L IL L Y
ROCHE PRODUCT S
ROCHE PRODUCT S
CHE L SE A L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S
SuPE RPHARM
SUPE RPHARM
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
PARKE-DAVIS/w-L
PARKE-DAVIS/W -L
NDA NO.
APPROVAL DAT E
16-455
07-29-69
16-721
04-07-70
16-721
04-07-70
18-369
05-14-82
18-369
05-14-82
18-370
02-10-83
18-370
06-26-84
18-413
11-30-83
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
PAT E NT NO.
E XP.  DAT E
3632740
01-04-89
4316897
02-23-99
4316897
02-23-99
E XCL USIVIT Y
IV-55



9S-AI
88-01TLL
S28-8L
88-Ol-LL
828-8L
88Â62ÂLL
06Â¿Â8l
b8-82-20
8SÂ¿Â8l
b8-82Â20
8SL-8l
b8-O8-Â¿0
OSL-8L
28-02-Â¿0
0Â¿9-8l
28-82-90
Â¿99-8l
88-0EÂLL
6Â¿9-8l
08-bl-80
69E-8L
28-0E-Â¿0
Â¿0S-81
28-92-20
020-8l
b8-8l-ll
61bÂ8l
31VG '8XI 31VG TVAOV88V
'ON L03LV8 'ON VGN
31VG '8XI
ALIAIS0TOXI
S3Ia01vaOEvT 3NvÐ¥oa
SaIaolvaoavT aNvÐ¥ou
SIIa01vaOavT Nava
SAS NDIIv3IO3N TINI
SAS NDIIvaIO3N TINT
XINaoHd/uawwnau
OHNv/S81T NIIAM
saIa01vaOsvT I10881
ND3IVN
S3IN01VNO81T Ð¾Ð°Ð¾Ñ
Ð¾Ð·Ð¸Ð¾Ð½Ð°Ð¶i
1-Ðœ/51ÐV0-3Ð¥HVd
T-M/SIAVG-3NHVd
INVN LN13IT88V
(TVHD Ã13Tav1)
Ð·Ð¾1Ð¸Ð·Ð·Ð¾Ð°Ð¿5
(TVHD ÃI318VI)
EGIN3S080I
(TVHD Ã13T8VI)
30IN3S080I
(TVHO ÃI31Ov1)
aOINaSOan3
(TVHD E.L318VD
30IN3S080I
(TVHD Ã13T8V1)
30IN3S080I
(NDI133CNI Ã3181I33CNI)
30IN3S080I
(NDI133CNI 5318VI33CNI)
30IN3S08nI
(NDII33CNI Ã3T8V133CNI)
30IN3S08nI
(TVHD ÃI318V1)
30IN3SDHnI
(NDI133CNI 53T8VI33CNI)
30IN3SOH0I
(NDI133CNI Ã31SVI33CNI)
30IN3SDHn3
(TVHD ÃI318V1)
30IN3S08nI
LILDOV â€˜Ð˜Ð‘Ðž3 IOVSOG)
INVN I01VL
ONO0
30IN3SDHnI
ONO2
30IN3S0803
ONOb
30IN3S080I
ONOb
3GIN3S08nI
ONO2
30IN3S080I
ONOb
30IN3SDH0I
TN/ON0L
EGIN3SDHnI
TN/ÃšN01
30IN3S08nI
TN/ON01
30IN3SDHnI
ONO8
30IN3S080I
TN/SNOL
30IN35080I
TN/9NOL
30IN3S0803
ONO8
30IN3SDH0I
S H1003VLS
LSLLNIIGIVONI IAILOV
NOILVN8OINI ALIAISDTOXI GNV LNILV8 ILVIV8O888V HIIN STVGN GNV DD-DS-V OL ZD-L-L NOVI GIAOVIVV S.VGN `
'AI ITGVL



TABLE IVD NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH)S)
FUROSEMIDE
20MG
FUROSEMIDE
40MG
FUROSEMIDE
10MG/ML
FUROSEMIDE
10MG/ML
GEMFIBROZIL
2O0MG
GEMFIBROZIL
300MG
GLIPIZIDE
5MG
GLIPIZIDE
10MG
GLYBURIDE
1.25MG
GLYBURIDE
2.5MG
TRADE NAME
)DOSAGE FORM; ROUTE)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(TABLET; ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
LOPID
(CAPSULE; ORAL)
LOPID
(CAPSULE; ORAL)
GLUCOTROL
(TABLET; ORAL)
GLUCOTROL
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
APPLICANT NAME
KALAPHARM
KALAPHARM
INVENEX LABS/LIFE
INVENEX LABS/LIFE
PARKE-DAVIS/N-L
PARKE-DAVIS/N-L
ROERIG/PFIZER
ROERIG/PFIZER
UPJOHN
UPJOHN
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-868
06-28-83
18-868
06-28-83
18-902
05-22-84
19-036
08-13-84
18-422 3674836
12-21-81 07-04-89
18-422 3674836
12-21-81 07-04-89
17-783 3669966 8Ð¡Ð•
05-08-84 04-21-92 05-08-94
17-783 3669966 8Ð¡Ð•
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 8Ð¡Ð•
05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
IV-57



IV-58
ACTIVE INGREDIENT 5
STRENOTHLS)
GLYBURIDE
5MG
GLYBURIDE
1.25MG
GLYBURIDE
2.5MG
GLYBURIDE
5MG
TRADE NAME
DOSAGE FORM' ROUTE
MICRONASE
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
DIABETA
(TA8LET; ORAL)
APPLICANT NAME
UPJOHN
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
NDA NO.
APPROVAL DATE
17-498
05-01-84
17-532
05-01-84
17-532
05-01-84
17-532
05-01-84
PATENT NO.
EXP. DATE
3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
` `3426067
04-21-92 '
3454.635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
EXCLUSIVITY
EXP. DATE
NCE
05-01-94
NCE
05-01-94
NCE
05-01-94
NCE
05-01-94
NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



TABLE IVÃ NDA'S APPROVED TRON 1-1-82 104-30-85 AND NDA'S NITN APPROPRIATE PATENT ANI) EXCLUSIVITY INEoRNATION
GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 8Ð¡Ð•
EO 0.1MG 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, CHORIDNIC 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) 02-15-84
GUANABENZ ACETATE NYTENSIN NYETH LABS/AMHO 18-587 3658993 NCE
EO 4MG BASE (TABLET;'ORAL) 09-07-82 04-25-89 09-07-92â€˜ I'
GUANABENZ ACETATE ' WYTENSIN. ' NYETH LABS/AMHO 18-587 3658993 NCE
EO BMG BASE (TABLET; ORAL) 09-07-82 04-25-89 09-07-92-
GUANADREL SULFATE HYLOREL UPJOHN 18-104 3547951 NCE
10MG â€š (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 17Â736 3429874
40MG (TABLET; ORAL) 09-24-81 02-25-86
HALOPERIDOL 'HALDOL MCNEIL PHARM 15-921 3438991 NS
0.5MG (TABLET; ORAL) 04-12-67 04-15-86 09-24-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
1MG (TABLET; ORAL) 04-12-67 04-15-86
IVÂ59



09TAI
ÑŒÐ·-ÑŠ:-ÑŠÐ¾
9l6Â81
va-lE-lo
ele-sx
ÑŒÑ-ÑŠÐµ-ÑŠÐ¾
9l6Â81
â€˜iB-OE- l0
lle-sl
zs-so-so
ÐµÐ³Ð¾-21
ÑÐ²-Ð²ÑŒ-ÑŒÐ¾ 12-81-90
l668878 :ze-sl
ÑÐ²-Ð²ÑŠ-ÑŒÐ¾ Â¿9-zl-vo
ÑŒÐ²Ð²Ð·ÑÑŒÑ Ð³Ð°Ð²-91
ÑÐ²-ÑŒÐ³-Ð²Ð¾ ÑÐ²-Ð·Ðº-ÑŒÐ¾ za-zo-zo
SN Ñ†Ð²Ð²Ð²ÑÑŒÐ² lzs-sl
ea-sl-vo ÑŒÐ -́ÑÑŠ-ÑŒÐ¾
1668808 l26ÂSL
ÑÐ²-ÐµÑŠ-ÑŒÐ¾ ÑŒÐ -́ÑÑŠ-ÑŒÐ¾
ÑŠÐ²Ð²Ð²ÐµÑŒÑ Eze-sl
ÑÐ²-ÑÑŠ-ÑŒÐ¾ Â¿9-zl-Â» o
leessvs Iza-sl
31V0 '8XI 31V0 '8XI 31V0 TVAOV88V
AIIAIS01OXI 'ON LNILV8 'ON VGN
S31H01VHD8VT 11088V
S31HDIVHD8VT 110881
S3IHDIVHD8VT 110881
S31HDIVHD81T 110881
3311/S811 X3N3ÐNI
S31HDIVHD8VT TI3N3N
S31H01VHD8VT T13N3N
NHVHd T13N3N
NHVHd TI3N3N
NHVHd T13N3N
NHVHd T13N3N
INVN LN13IT88V
(NOII33CNI Ã31BVI33CNI)
H3NIVIN03 31ISVTd NI
%9b'0 30IHDTH3 N0IGOS NI
SlINn 000'92 00IGOS NIHVd3H
(NOIL33CNI Ã31BV133CNI)
HZNIVIN03 31lSVTd NI
%90'0 30IHDTH3 N0IGOS NI
SlIN0 00S'2l N0IGOS NIHVd3H
(NOI133CNI 531BVI33CNI)
H3NIVIN03 31lSVTd NI
%Sb'0 30IHDTH3 N0IGOS NI
SIIN0 000'9 N0IGOS NIHVd3H
(NOI133CNI Ã31BVI33CNI)
ZSv'U BGIHDTHD N0IGOS NI
SIIN0 000'9 N01GOS NIHVd3H
(NOII33CNI Ã31BVI33CNI)
HS013 X3DT NIHVd3H
(NOII33CNI Ã31BV133CNI)
TOGTVH
(TVH0 Ã31VHIN33N03)
TDGTVH
(TVH0 ÃI31BVI)
TDGTVH
(TVH0 51318VI)
TDGTVH
(TVH0 5131811)
TDGTVH
(TVH0 51318VI)
TDGTVH
TIL0OV ÃNVOI IOVSOG)
INVN I01VL
TNO01/ONO90 ÃTN001/SIINn 000'5
30IHDTH3 N0100S ÃNnI00S NIHVd3H
TN00l/ON0Sb 53N001/SIIN0 000'9
3GIHDTH3 N0I00S ÃN0I00S NIHVd3H
TN/ONS'b 53Ð/5118Ð“1 00L
30IHDTH3 N0100S ÃN0IGOS NIHVd3H
TN/ONS'b ÃTN/SlINn 001
30IHDTH3 N0IGOS 5N01GOS NIHVd3H
TN/SlINn 01
N01GOS NIHVd3H
TN/3SV8 ONS 03
31V13VT TOG183dDTVH
3N/35V8 ON2 03
3lVI3VT TDG183dDTVH
ONO2
TDG183dDTVH
ON01
TDG183dO3VH
ONS
TDG183dO3VH
ON2
TO01H3dDTVH
LSIHLO03VLS
LSILNIIGIVONI IAILOV
NOILVNVOINI ALIAIS0TOXI GNV LNILV8 ILVIV8OV88V HIIM STVGN GNV 98'08'V 01 Z8'L'L NOVI GIAOV88V STVGN
'AI 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH)S)
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
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; 900Ð¼6/100Ð¼1
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 900MG/100ML
.,::.i...;'
HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; B00MG/T00ML
TRADE NAME
)DOSAGE FORM; ROUTE)
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%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1000 UNITS
Ð8D SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
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)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
NDA NO.
APPROVAL DATE
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
18-609
04-28-82
18-916 
01-31-84
IV-61
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ALIAIS01DXI
bBTOE-ll
990Â6l
b8ÂlSÂl0
916Â81
98-08Âl0
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(NOI133CNI Ã31BVI33CNI)
H3NIVIN03 3115V1d NI
%6Â°0 30IHDTH3 N0IGOS NI
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(NOII33CNI Ã3181I33CNI)
%6'0 30IHDTH3 N0IGOS NI
SlIN0 000'01 N0IGOS NIHVd3H
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 4-30-85 Ð10 NDA'S 1111 APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT(S)
ST RE NGT H S
HYDROCHL OROT HIAZ IDE;
ME T OPROL OL T ART RAT E
25MG; 50ÐœG
HYDROCHL OROT HIAZ IDE;
ME T OPROL OL T ART RAT E
25MG; 100MG
HYDROCHL OROT HIAZ IDE;
ME T OPROL OL T ART RAT E
S0MG; 100MG
HYDROCHL OROT HIAZ IDE; T IMOL OL MAL E AT E
25MG; 10MG
HYDROCHL OROT HIAZ IDE; T RIAMT E RE NE
50ÐœG; 75MG
HYDROCORT ISONE ACE T AT E
10%
HYDROCORT ISONE BUT YRAT E
0.1%
HYDROCORT ISONE BUT YRAT E.
0.1%
HYDROCORT ISONE VAL E RAT E
0.2%
HYDROMORPHONE HYDROCHL ORIDE
10MG/ML
HYDROXYURE A
500MG

T RADE 0ÐÐœÐ•
DOSAGE FORM' ROUT E
L OPRE SSOR HCT 50/25
(T ABL E T; ORAL)
L OPRE SSOR HCT 100/25
(T ABL E T; ORAL)
L OPRE SSOR HCT 100/50
(T ABL E T; ORAL)
T IMOL IDE
(T ABL E T; ORAL)
MAXZ IDE
(T ABL E T; ORAL)
CORT IFOAM
(AE ROSOL; RE CT AL)
L OCOID
(CRE AM; T OPICAL)
L OCOID
(OINT ME NT; T OPICAL)
W E ST CORT
(OINT ME NT; T OPICAL)
DIL AUDID-HP
(INJE CT ABL E; INJE CT ION)
HYDRE A
(CAPSUL E; ORAL)
APPL ICANT NAME
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
MS& D/ME RCK
MYL AN PHARMS
RE E D& CARNRICK PHARMS
OW E N L ABS/DE RM PRODS
OW E N L ABS/DE RM PRODS
0E ST W OOD PHARMS
KNOL L PHARMACE UT ICAL
E R SOUIBB AND SONS
NDA NO.
APPROVAL DAT E
18-303
12-31-84
18-303
12-31-84
18-303
12-31-84
18-061
12-11-81
19-129
10-22-84
17-351
02-10-82
18-795
01-07-83
19-106
07-03-84
18-726
08-08-83
19-034
01-11-84
16-295
12-07-67
PAT E NT NO.  E XCL USIVIT Y
Ð¨Ð¨
3876802 8Ð¡
04-08-92 12-31-87
3998790
12-21-93
3876802 8Ð¡
04-08-92 12-31-87
3998790
12-21-93
3876802 NC
04-08-92 12-31-87
3998790
12-21-93
3655663
04-11-89
4238485
12-09-97
4444769 NS
04-24-01 10-22-87
NDF
09-24-86
8P
09-24-86
8P
09-24-86
NDF
09-24-86
8Ð¡Ð•
01-11-94
3968249
07-06-93
IV-63



' vg-AI
98Âb2Â60
308
98-02-60
308
86-90-Â¿0
338
98-12-60
2ÂI
98-02-60
2ÂI
98-b2-60
2-I
98Âb2-60
2ÂI
98-12-60
2ÂI
31V0 `8Ð¥3
11101S013Ð¥3
88-82-20
1169998
98'82Â90
9889888
98-82-90
9889888
98Â82Â90
9889888
98-82Â90
9889888
98-82-90
9889888
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'0N 103L V8
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Â¿ Ã¶l-81
6Â¿-60T80
890-Â¿ L
bÂ¿ Â6I-60
890-Â¿l
bÂ¿ Â6lÂ60
890ÂÂ¿ L
31V0 T V003881
`0N VGN
T V311033VÐ˜HVHd HVd
53IH01VH0811 81103Z
53IH0IVH0811 81183Z
53IH01VH0811 V351383
53IH01VH0811 V351383
03H3N/085Ð˜
03H3N/S811 53H 085Ð˜
T V3110331Ð˜HVHd AS0
T V3110331Ð˜HVHd 51008
T V3110331Ð˜HVHd 51008
9810013130NVÐ˜ 880Cd0
9810013130NVÐ˜ 880Cd0
9810013130NVÐ˜ 860Cd0
30V0 10V311881

(T V00 Ã310SdV31
8131813N0081

(T VH0 ÐÐ·Ñ‡Ð¿ Ð·Ð°Ñ‡Ñ)
NIavNIa NooNI
(T VHD 53105dV31
8131813N0081
(T VHD 53105dV31
8131813N0081
(T VH0 53105dV31
8131813N0081

(1V00 ÃÐ·Ð·Ð½ Ð·iÐ·Ð°
031T DHI003 â€˜3105dV31
HS 8130081

(1V133H ÃÃ€HD1150dd05)
8130081

(T VHD Ã. L3181. l . )
T DZ DT

(T VHD ÃI31BVI)
6330H

(T VHD ÃI31BVJ. )
6330H

(T VH0 Ã-l . 31E IVJ. )
NIa ION

(T VHD ÃI31BVJ. )
81010Ð˜

(1vu0 Ãia TavI)
NINION
(31008 20803 30V5001
30V0 30131
9NO9
813VH13Ð˜0081
'Owns
N13vNIa NOGNI
. 'E ''` Ð´ '.
Ð²Ð¸Ð·Ð³
NIOVH13NOGNI
' Owns
NInvNIa NOGNI
ONS2
813V813N0081
ONSÂ¿
813181300081
9NO9
813V813Ð˜0081
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDAâ€˜S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY
STRENGTH)S) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DALE
INDOMETHACIN INDOMETHACIN PAR PHARMACEUTICAL 18-829
25MG (CAPSULE; ORAL) 08-06-84
INDOMETHACIN INDOMETHACIN LEDERLE LABS/AM CYAN 18-851
25MG l (CAPSULE; ORAL) 05-18-84
INDOMETHACIN INDOMETHACIN LEDERLE LABS/AM CYAN 18-851
50ÐœG (CAPSULE; ORAL) 05-18-84
INDOMETHACIN INDOMETHACIN MYLAN PHARMS 18-858
25ÐœG (CAPSULE; ORAL) 04-20-84
INDOMETHACIN INDOMETHACIN MYLAN PHARMS 18-858
50ÐœG (CAPSULE; ORAL) 04-20-84
INDOMETHACIN INDOMETHACIN PARKE-DAVIS/W-L 18-806
25MG (CAPSULE; ORAL) 11-23-84
INDOMETHACIN INDOMETHACIN PARKE-DAVIS/0-L 18-806
50ÐœG (CAPSULE; ORAL) 11-23-84
INDOMETHACIN SODIUM TRIHYDRATE INDOCIN I. V. MS&D/MERCK 18-878
EO 1MG BASE/VIAL (INJECTABLE; INJECTION) 01-30-85
IODAMIDE MEGLUMINE RENOVUE-DIP ER SOUIBB AND SONS 17-903 I-6
24% (INJECTABLE; INJECTION) 07-10-78 09-24-86
10DÐÐœ1DÐ• MEGLUMINE RENOVUE-65 ER SOUIBB AND SONS 17-902 I-6
65% (INJECTABLE; INJECTION) 07-24-78 09-24-86
IODOHIPPURATE SODIUM, NEPHROFLOW MEDI-PHYSICS 18-289 8Ð¡Ð•
1-123 (INJECTABLE; INJECTION) 12-28-84 12-28-89
1MCI/ML
IODOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-076 3654272
9.9% (INJECTABLE; INJECTION) 08-14-81 04-04-89
IOOOXAMATE MEGLUMINE CHOLOVUE ER SOUIBB AND SONS 18-077 3654272
40.3% (INJECTABLE; INJECTION) 08-14-81 04-04-89
IV-65
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10-Â¿0-80
b68b9b0
66-08-80
881228b
26-20-90 16Â62-b0 28-20-90
33N 2b9002b 299-81
l0ÂÂ¿0Â80
b68b9bb
66-08-80
881228b
26-20-90 26-62-b0 88-82-80
33N 2b9002b 299-81
10-Â¿0-80
b6809bb
66-08-80
881228b
26-Â¿0-90 26-62-b0 28-Â¿0-90
33N 2b9002b 299-81
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8889898
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98183H35
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3NVHOI
131D00 â€š0003 3005001
30VN 30VVL
9Ð˜008
3018OTH3DHGAH TDTV13811
90002
3018OTH308GAH TDTV13811
9Ð˜002
3TDZV8030130
900b
810811381051
9NO2
810811381051
9Ð˜01
810811381051
%6'66
38VH013051
S HLONIVLS
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH S
LABETALOL HYDROCHLORIDE
400MG
LABETALOL HYDROCHLORIDE
5MG/ML
LABETALOL HYDROCHLORIDE
200ÐœG
LABETALOL HYDROCHLORIDE
300MG
LABETALOL HYDROCHLORIDE
400ÐœG
LACTULOSE
10GM/15ML
TRADE NAME
)DOSAGE FORM; ROUTE)
NORMODYNE
(TABLET; ORAL)
NORMODYNE
(INJECTABLE; INJECTION)
TRANDATE
(TABLET; ORAL)
TRANDATE
(TABLET; ORAL)
TRANDATE
(TABLET; ORAL)
CEPHULAC
(SYRUP; ORAL)
APPLICANT NAME
SCHERING
SCHERING
GLAXO
GLAXO
GLAXO
MERRELL DOW/DO0 CHEM
NDA NO.
APPROVAL DATE
18-687
08-01-84
18-686
08-01-84
18-716
08-01-84
18-716
08-01-84
18-716
08-01-84
17-657
03-25-76
PATENT NO.
EXP. DATE
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
4328213
05-04-99
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
4012444
03-15-94
4006755
01-03-95
3461204
08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88
EXCLUSIVITY
Ð¨
8Ð¡Ð•
08-01-94
8Ð¡Ð•
08-01-94
8Ð¡Ð•
08-01-94
8Ð¡Ð•
08-01-94
8Ð¡Ð•
08-01-94
IV~67



89ÂÐI
28-80-21 52-92-20 (1VH0 531Ð¿SdV3) 35V8 ON92 03
9229098 929-21 8VÃ€3 NV/S811 31H3031 3NV11Ð¥DT 3IV813305 381dVÐ¥DT
28-80-21 52-92-20 (1VH0 53105dV3) 35V8 Sw01 O3
9229098 929-21 NVAG NV/S811 31H3031 3NV11Ð¥DT 31V813305 3NIdVXDT
28-80-21 22-52-01 (1VH0 531Ð¿5dV3) 35V8 ONS 03
9229b58 929-21 NVA3 wV/S8V1 31H3031 3NVIIXDT 31V813305 381dVÐ¥DT
06-02-60
6086000
28-80-21 92-b0-50 (1VH0 531VH1N33NO3) 1w/35V8 ON92 03
9229098 859-21 NVÃ€3 NV/5811 31H3031 3NV11Ð¥03 301HDTH30HGAH 3NIdVXDT
28-80-21 62-92-01 5318V133001) TN/asva swos 03
9zz9vsE eso-0l NVAO NV/5811 31H3031 3NVIIXDT 30IHDTH30HGAH 3NIdVXDT
98-12-60 06-08-10 08-18-20 (1VH0 5NOII01OS) 1Ð˜5/O01
308 6910128 Â¿80-Ã¶l VNHVHd N35SNVC Ð˜0IG0Ð˜1 30IHDTH30HGAH 301Ð˜VH3dDT
98-12-60 06-08-10 92-82-21 (TVH0 53105dV31 ON2
08-1 691b128 b69-21 VNHVHd N35SNVC Ð˜0IG0Ð˜1 30IHDTÐ3DH0AH 301Ð˜VH3dDT
28-62-10 (1VH0 5131811) 9NO08
859-81 531HD1VH0811 3NVXDH 3IVNO8HV3 Ð˜018111 3IVNO8HV3 Ð˜01Ð111
(1VH0 53SV313H
98-12-60 28-62-80 031TDHI803 â€˜1318111 9NO50
58 2SL-81 531HD1VH0811 3805 H3 811TV053 31V808HV3 Ð˜018111
06-60-b0 58-60-b0 (NO1133F81 Ã318VI33CNI) 1Ð˜2'0/O01
33N 010-61 S1V31in331NHVHd dV1 NOHdn1 31VI331 301TDHd031
98-12-60 88-80-20 (1VH0 5131811) 35V8 ON92 03
308 2vS-81 3N03113M 5Ð90DHH08 8100Ð03113Ðœ Ð˜013TV3 81HDÐ03031
98-12-60 88-80-20 (TVHD 5131811) 35V8 ONS 03
308 208-81 3Ð˜031130 5890DHH08 81HDÐ03113Ðœ Ð˜013TV3 81HDÐ03031
---?-- ---Ñ‚-- ÂÂÂÂÂÂÂÂÂÂÂÂÂ 1
31V0 8Ð¥3 31V0 8Ð¥3 3LV0 TV003881 131003 `0803 39V5001 151H1003815
001LV010301 111015013Ð¥3 00V 103LV8 31V13808881 HLIM 5.V00 00V SO'08-V 01 Z8'L'L NOVI 03003881 5.V00 'AI 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH S
LOXAPINE SUCCINATE
EO 50ÐœG BASE
MAFENIDE ACETATE
EO 85ÐœG BASE/GM
MAGNESIUM ACETATE TETRAHYDRATE; POTASSIUM
ACETATE; SODIUM CHLORIDE
32MG/100ML; 128MG/100ML; 234MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;
SODIUM PHOSPHATE
30MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/100ML; 500MG/100ML;
12MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 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
30MG/100ML; 37MG/100ML; 368MG/100ML;
526MG/100ML; 502MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
`
LOXITANE
(CAPSULE; ORAL)
SULFAMYLON
(CREAM; TOPICAL)
PLASMA-LYTE 56 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
ISOLYTES PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
APPLICANT NAME
LEDERLE LABS/AM CYAN
WINTHROP LABS/STERL
TRAVENOL LABS
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-525 3546226
02-25-75 12-08-87
16-763 3497599
01-24-69 01-26-88
19-047 8Ð¡
06-15-84 09-24-86
19-006 8Ð¡
04-04-84 09-24-86
17-637 8Ð¡
07-08-82 09-24-86
18-406 8Ð¡
07-08-82 09-24-86
19-024 8Ð¡
06-08-84 09-24-86
19-326
01-25-85
IVÂ69
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH S
METAPROTERENDL SULFATE
10MG
METAPROTERENDL SULFATE
0.65MG/INH
METAPROTERENOL SULFATE
10MG/5ML
METAPROTERENDL SULFATE
5%
METAPROTERENDL SULFATE
0.6%
METHYLDOPA
250MG
METHYLDOPA
500MG
METHYLPHENIDATE HYDROCHLORIDE
20MG
METOCLOPRAMIDE
EO 5MG BASE/5ML
METOCLOPRAMIDE HYDROCHLORIDE
EO 5MG BASE/ML
METOCLOPRAMIDE HYDROCHLORIDE
E0 10MG BASE
METOPROLOL TARTRATE
Ð‘0ÐœG
TRADE NAME
)DOSAGE FORM; ROUTE)
ALUPENT
(TABLET; ORAL)
ALUPENT
(AEROSOL; INHALATION)
ALUPENT
(SYRUP; ORAL)
ALUPENT
(SOLUTION; INHALATION)
ALUPENT
(SOLUTION; INHALATION)
METHYLDOPA
(TABLET; ORAL)
METHYLDOPA
(TABLET; ORAL)
RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)
REGLAN
(SYRUP; ORAL)
REGLAN
(INJECTABLE; INJECTION)
REGLAN
(TABLET: ORAL)
LOPRESSOR
(TABLET; ORAL)
APPLICANT NAME
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
CORD LABORATORIES
CORD LABORATORIES
CIBA/CIBA-GEIGY
AH ROBINS
AH ROBINS
AH ROBINS
GEIGY/CIBA-GEIGY
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
15-874 3422196
08-08-77 01-14-86
16-402 3422196
07-31-73 01-14-86
17-571 3422196
05-23-75 01-14-86
17-659 3422196
09-18-80 01-14-86
18-761 3422196
06-30-83 01-14-86
18-934
06-29-84
18-934
06-29-84
18-029 NDF
03-30-82 09-24-86
18-821 NDF
3-25-83 09-24-86
17-862 I-12; I-13;
02-07-79 I-14
09-24-86
17-854 1-4
12-30-80 09-24-86
17-963 3998790
08-07-78 12-21-93
IV-71
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 4-30-85 Ð10 NDA'S 1111 APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT(S)
ST RE NGT H S
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
250MG
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
250MG
ME T RONIDAZ OL E
250MG
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG
T RADE NAME
)DOSAGE FORM; ROUT E)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
PROT OST AT
(T ABL E T; ORAL)
PROT OST AT
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(INJE CT ABL E; INJE CT ION)
ME T RONIDAZ OL E IN PL AST IC
CONT AINE R
(INJE CT ABL E; INJE CT ION)
ME T RO I. V.  IN PL AST IC
CONT AINE R
(INJE CT ABL E; INJE CT ION)
ME T RONIDAZ OL E .
(INJE CT ABL E; INJE CT ION)
FL AGYL I. V.  RT U '-
(INJE CT ABL E: INJE CT ION)
FL AGYL I. V.  RT U
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
APPL ICANT NAME
DANBURY PHARMACAL
BARR L ABORAT ORIE S
BARR L ABORAT ORIE S
PAR PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S

ÐÐ¼  MCCAW /AM HOSP
E L KINS-SINN/AHROBINS
SE ARL E PHARMS
SE ARL E PHARMS
PAR PHARMACE UT ICAL
NDA NO.
APPROVAL DAT E
18-764
12-20-82
18-818
02-16-83
18-818
02-16-83
18-845
08-18-83
18-871
03-02-83
18-871
03-02-83
18-889
11-18-83
18-890
11-18-83
18-900
09-29-83
18-907
03-30-84
18-353
05-29-81
18-657
12-24-81
18-930
08-18-83
E XCL USIVIT Y
E XP.  DAT E
I-11
12-20-87
IÂ11
12-20-87
IV-73



bL-AI
98-2l-80 6Â¿-8l-0L
L9bl9b8 b9lÂ8l
16-10-01
bÂ¿96888
98-b2-60 06-02-20 b8-91-80
SN 999Â¿LÂ¿8 888-81
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N31IN03
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3T0ZVGIND81BN
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2925868
56-12-60â€˜
1202868
86-22-10
[929868
86-12-60
1202868
86-22-10
2925868
86-12-60
1202868
68-02-10
86016b8
28-02-10
86016b8
Â¿8-02-10
8601608
28-02-10
8601608
28-02-10
8601608
28-02-10
86016b8
98-21-80
1901908
3110 '8Ð¥3
111115013Ð¥3
'ON 113118
61-01-21
890-81
6L-01-21
890-81
6L-01-21
890-81
08-81-60
999-81
08-81-60
999-81
62-82-21
886-Â¿l
18-90-10
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0Ð¡-80-20
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02-80-20
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ll l-21
6L Â81Â01
091-81
3110 111ON881
'ON 101
SNOS GNV 881005 H3
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lNOdnO/S0HVHd
lNOdDO/SNHVHd
lNOd0O/SNHVHd
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lNOd0O
lNOd0O
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lNOd0O
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(1VHO ÃI31BVI)
OHV9HD3
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0HV9HD3

(1VHO ÃI31BVI)
OHV9HD3
(NOI133CNI 53181133C81)
3d HdHD0VH0O
(NOII33CNI 53181133C81)
3d HdHD0VH0O
(1VHO 531VH1N33NOJ)
NV8ON

(T VH0 ÃI31811)
Ð¼ 080Ð¸

(1VHD ÃI31BVI)
NV8O0

(1VHO ÃI318111
NV8O0

(1VH0 ÃI31BVI)
NV8O0

(T VH0 ÃI318111)
Nvaow
(T VH0 Ð³1Ð·1Ð°V1)
N3IINDT
(310ON E N8ON IOVSO0)
3111 30181
ON021
1DT00V8

ÑÐ¸Ð¾ Ð²Ð§
1DT00V8
ON0b
T DT OOVN
T N/OW L
3IVÃ¡10S 3NIHdHD0
1N/90S'0
3IV510S 3NIHdHO0
T N/ONO2
3OIHDT H3DHGAH 3NOGNIT D0
ON001

3OIHD1Ð30HDAH 3NOG81T D8
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G13V 31XIGIT VN
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
NALIDIXIC ACID
250MG/5ML
NALOXONE HYDROCHLORIDE 'Ð´
1MG/ML
NALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE
0.5MG; EO 50MG BASE
NALTREXONE HYDROCHLORIDE
50ÐœG
NAPROXEN
125MG
NAPROXEN
250MG
NAPROXEN
375MG
TRADE NAME
DOSAGE FORMl ROUTE
NEGGRAM
(SUSPENSION; ORAL)
NARCAN
(INJECTABLE; INJECTION)
TALWIN NX
(TABLET; ORAL)
TREXAN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
APPLICANT NAME
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR
SYNTEX PR
SYNTEX PR
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-430 3590036
04-17-73 06-29-88
16-636 NS
06-14-82 09-24-86
18-733 4105659 8Ð¡
12-16-82 08-08-95 09-24-86
18-932 8Ð¡Ð•
11-20-84 11-20-89
17-581 3998966 NS
03-11-76 12-21-93 09-24-86
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
17-581 3998966
03-11-76 12-21-93
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
17-581 3998966
07-18-80 12-21-93
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
IV-77



82-Ð1
98-b2Â60
3GN
98-b2-60
3GN
98-12-60
3GN
98-ÑŒ2-60
3GN
98-12-60
3GN
06-81-10
33N
26-11-90
338
98-12-60
58
3L V0 '8XI
AL IAIS01DXI
68-22-20
4290b98
26-60-60
261600b
26-60-60
1081000
86-12-21
9968668
26-60-60
2890068
26-60-60
1081000
26-60-60
2616000
86-12-21
9968668
3L V0 '8XI
'ON lNIL V8
88-08-80
229-81
88-08-80
229-81
28-90-10
129-81
88-82-21
889-81
88-91-90
289-81
18-18-21
28b-81
08-81-10
219-81
28-b1-90
699-81
08-00-60
b91-81
28-91-10
189-21
3L V0 T VAOV88V
'ON VGN
dNVX508-T HDd O
dNVN508-T HOd O
531H0IVH08VT NOIHVN
T ÂM/SIAVGÂ3XHVd
SHV/3H13 T V3111H3 NV
H3Z I3d/S8VT H3Z I3d
N3H3 M00/M00 T13HH3N
S31IN/SNHVHd S31IN
Hd X31NAS
Hd X31NAS
INVN L N13IT88V
(N01133CN1 5318VI33C81)
T V80H118
(N01133C81 5318VI33C81)
T V80H118
(N01133CN1 5318VI33C81)
018-0H118
(N01133CN1 5318VI33881)
1VI50H118
(N01133CN1 5318VI33C81)
1IG1H1
(1v80 531nSdv3)
VIGHV30Hd

(1VHD Ã98IM3H3 'N0O)
3113H0318

(1VH0 Ã3181M3H3 '1318VI)
30I30T31N
(T VHD 51318VI)
XDHdVNV
(1VHD 51318VI)
NASDHdVN
(I10OV 'NVOI 30V5001
INVN 301V1
T N/ONS
NIH33AT ODHIIN
T N/ONL
NIH33AT ODHlIN
T N/ONS
NIH33AT ODHlIN
T N/ONS
NIH33AT ODHlIN
T N/ONS'0
NIH33AT ODHIIN
ON01
3N1dI03318
3508 ON2 03
X31dN03 NIS3H 3N110318
9NO09
30INV50T31N
ONSÂ¿2
00IG05 N3XDHdVN
ON009
N3XDHdVN
(SIHL ONIVL S
(S)L NIIGIVDNI IAIL OV
NOIL VNVOINI AL IAIS01DXI GNV INIL V8 IL VIV8OV88V HL IM ST VGN GNV S8'GC'V 01 28'L '1 NOVI GIAOV88V ST VGN 'AI 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 ÐND NDAâ€˜S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
0.8MG/ML (INJECTABLE; INJECTION) 01-19-83 09-24-86
NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 8Ð¡Ð•
25ÐœG (CAPSULE; ORAL) 12-31-84 12-31-89
NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE
50MG (CAPSULE; ORAL) 12-31-84 12-31-89
NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5MG (TABLET; ORAL) 04-21-82
NORGESTREL OVRETTE NYETH LABS/AMHO 17-031 3666858
0.075MG (TABLET; ORAL) 10-23-73 05-30-89
3850911
11-26-91
3959322
11-26-91
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
EO 10MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
E0 25ÐœG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305
EO 10MG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
EO 10MG BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EO 10MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EO 25ÐœG BASE (CAPSULE; ORAL) 08-01-77 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
E0 75MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92
IV-79



08ÂAI
86Â82Â2l
33N
86-82'21
33N
86'82-21
33N
86Â82Â2l
33N
3110 '8XI
AL IAIS01OXI
26-22-Â¿0
8019688
Â¿8Â80-80
9l066b8
Â¿8-80-80
9l066b8
88Â90Âl0
2l28998
88-90-l0
2l28998
98-60Â21
l2288Ã¹8
98-60-2l
L2288b8
98-60Â21
l2288b8
98Â60Â2L
l2288b8
26Â60Â2l
1689268
16-82-90
8221288
26-20-60
8828068
26-92Tll
9082268
3110 '8XI
'ON L NIL V8
b8Â9lÂ01
b92-61
b6Â92-L0
8bO-Â¿l
l9-Â¿l-b0
222-21
l9-Â¿ L-bO
222-21
8Â¿ ÂblÂ60
SL0-Ll
2Â¿ Âb2-0l
SL O-Â¿ L
88Â82Â2l
99L Â81
88Â82Â2l
99l-8L
88Â82Â21
99L Â81
88Â82Â2L
99lÂ81
08-82-Â¿0
690Â81
6Â¿-blT90
8l0-81
3110 T VAOV88V
'DN VGN
G3NOHdAT
OHNV/S8VT 1SH3AV
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VNOZ XV/NONVOHD
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AOI3DÂVS13/V81O
AOI3DÂV81O/V81O
H3Z IÃ¡d/S81T H3Z I3d
Z00NVS/SNHVHd Z OGNVS
INVN L N13IT88V

(NOIl33CNI Ã318VI33CNI)
008 NVIN3d

(NOI133CNI Ã3T81133CNI)
NOT AVId3d

(1vHD ÃI31avI)
Ð·Ð¼ Ð¾ Ð°Ð¾ iÑ‡Ð½
(1VHD 51318VI)
3NOHGT VH

(NOI133CNI Ã318VI33CNI)
NO10AVd
(NOII3BCNI SBT OVI3OCNI)
NDTnAVd

(1VHD Ã31OSd13)
H03ISVHI

(1VHD Ã3105d13)
HD31SVHI

(1VHD Ã31Ã'ISd13)
H03ISVHl

(1VHD Ã3105d13)
H03ISVHI

(1VHD Ã31OSd13)
T ISNVA

(1VHD Ã3105d13)
HD13NVd
131D0V `NVOI IOVSOG)
INVN I01VL
T VIA/ONO08
31VNOI8135I 3NIGINVIN3d
T N/ONS2'D
NIH1SVOVlN3d
ON2
31VI33V 3NOSV813NVHVd
ONL
31VI33V 3NOSV813NVHVd
T N/ONl
30INDH8 N0INOH03NVd
T N/ON2
30INDHE N01NDH03NVd
ON09L
30IHDT H30HGAH T DT ON3HdXO
ON08
30IHDT H30HGAH T DT ON3HdXD
ONO0
3GIHDT H30HGAH T DT ON3HdXD
ONO2
30IHDT H30HGAH T DT ON3HdXD
Owosz
3NInOINNVXO
3518 ON09 D3
3GIHDT H30HGAH 3NIT AldIHlHON
(ST HL ONIVL Ã‰
(SIINIIGIVONI IAI13V
aiÐ¬. . i . _. . __. a
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
PE NT AZ OCINE L ACT AT E
E O 30MG BASE/ML
PE NT E T AT E INDIUM OISOOIUM,  IN-111
T MCI/ML
PE NT OXIFYL L INE
400MG
PHE NYL E PHRINE HYDROCHL ORIDE; PROME T HAZ INE
HYDROCHL ORIDE
5MG/5ML; 6.25MG/5ML
PIL OCARPINE
5MG
PIL OCARPINE
)T MG
PIL OCARPINE HYDROCHL ORIDE
4%
PIMOZ IDE
2MG
PINDOL OL
5MG
PINDOL OL
10MG
PINDOL OL
15MG
T RADE NAME
)DOSAGE FORM; ROUT E)
T AL W IN
(INJE CT ABL E; INJE CT ION)
MPI INDIUM DT PA IN 111
(INJE CT ABL E; INJE CT ION)
T RE NT AL
(T ABL E T.  CONT ROL L E D
RE L E ASE; ORAL)
PHE NE RGAN VC
(SYRUP; ORAL)
OCUSE RT PIL U-20
(INSE RT,  CONT ROL L E D
RE L E ASE; OPHT HAL MIC)
OCUSE RT FIL O-40
(INSE RT,  CONT ROL L E D
RE L E ASE; OPHT HAL MIC)
PIL OPINE HS
(GE L; OPHT HAL MIC)
ORAP
(T ABL E T; ORAL)
VISKE N
(T ABL E T; ORAL)
VISKE N
(T ABL E T; ORAL)
VISKE N
(T ABL E T; ORAL)
APPL ICANT NAME
W INT HROP L ABS/ST E RL
ME DI-PHYSICS
HOE CHST-ROUSSE L
NYE T H L ABS/AMHO
AL Z A
AL Z A
AL CON L ABORAT ORIE S
MCNE IL PHARM
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
NDA NO.
APPROVAL DAT E
16-194
07-24-67
17-707
02-18-82
18-631
08-30-84
08-604
04-02-84
17-431
07-29-74
17-548
07-29-72
18-796
10-01-84
17-473
07-31-84
18-285
09-03-82
18-285
09-03-82
18-285
09-03-82
PAT E NT NO.  E XCL USIVIT Y
DL P._DAT E Ð¨
4105659
08-08-95
8Ð¡Ð•
02-18-92
3737433 8Ð¡Ð•
06-05-90 08-30-94
391628
06-08-93
391628
06-08-93
NDF
10-01-87
NCE
07-31-94
3471515 NCE
10-07-86 09-03-92
3471515 8Ð¡Ð•
10-07-86 09-03-92
3471515 8Ð¡Ð•
10-07-86 09-03-92
IV-81



*I <â‚¬ <<v
26-90-b0
33N
26-90Âb0
33N
16-0lÂ2l
899623H
26-9l-2l
200Â¿268
96-Ll-20
Â¿b80Ulb
26Tl2Âl0
6L82988
68-b0-20
9Â¿8bÂ¿98
88-90-Â¿0
b891698
L6Â01Â2l
899623H
26-9lÂ2l
200Â¿268
96-LlÂÂ¿0
Â¿b8001b
26-L2-10
6182988
68-b0ÂÂ¿0
9Â¿8bÂ¿98
88-90-Â¿0
b891698
28ÂAI
b8-8L-Â¿0
ll0Â61 S8VT 3381NIVH8
28-90-b0
Â¿bl-8l 83ZI3d/S81T 83Z15d
28-90Âb0
Â¿bl-8l 83ZI3d/SEVT 83Z15d
31VG '8XI
3110 '8XI
ALIAIS0TOXI
'ON L03LV8
3110 TVAOV88V
'ON VGN INVN LNVOIT88V
(TVH0 ÃNDIITLLIISND33H
805 83GMOd)
AT31ATOO
(TVH0 53T05d13)
3N30T33
(TVH0 5310Sd13)
3N3GT3I
(31DO8 `NVOI IOVSOG)
INVN 30VVL
IO8/NObÂ¿'22
Ãi08/NO98'S
Ã10a/NObÂ¿â€˜9
ÃIO8/NOL6â€˜z
Ã108/NOO82
31VITnS NnI00S
53O18DTH3 NnI00S
531VNO88v3I8 NnI00S
Ã3018DTH3 NnISSV10d
50988 TO3ATO 3N31AÐ13ATDd
ON02
NV3IX08Id
OÐ˜0L
NV31X08Id
S HLO03VLS
(SILNIIGIVONI IAILOV
NOILVNVOINI ALIAISDTOXI GNV L03LV8 ILVIV8OV88V HLIM STVGN GNV SO'O1-V OL ZO-L-1 NOVI GIAOV88V STVGN
'AI 31811



TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 10 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH)S)
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
120GM/PACKET;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GÐœ/PAÐ¡ÐšÐ•Ð¢;
11.36GM/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
227.TGM/PACKET;
2.82GM/PACKET;
6.36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GÐœ/PACÐšÐ•Ð¢;
4.47GÐœ/PACÐšÐ•Ð¢;
10.086Ðœ/PACÐšÐ•Ð¢;
8.76GÐœ/PACÐšÐ•Ð¢;
34.08GM/PACKET
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 1ÐœG
TRADE NAME
(DOSAGE FORM; ROUTE)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
MINIzInE
(CAPSULE; ORAL)
APPLICANT NAME
EDLAW PREPARATIONS
EDLAW PREPARATIONS
EDLAW PREPARATIONS
PFIZER LABS/PFIZER
NDA NO.
APPROVAL DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986
06-13-80
EXCLUSIVITY
EXP. DATE
PATENT NO.
EXP. DATE
3511836
05-12-87
3663706
05-16-89
4130647
12-19-95
IV-83



88-Â¿L-20
089Â81
88-Â¿L-20
089-81
88-Â¿L-20
089-8l
88ÂÂ¿ l-ZD
089Â81
96-02-20 08-22-90
9SL0blb 098-Â¿L
98-b2-60 b8-02-Â¿0
3GN 968Â8l
96Â61Â2l
Â¿b908lb
68-9L-90
9028998
28-21-90 08-8L-90
9881198 986-Â¿L
96-61Â2l
Â¿b908lb
68Â9lÂ90
90Â¿8998
Â¿8â€”2L-90 08-81-90
988lL98 986-2L
3110 `8Ð¥3 3110 `8Ð¥3 3110 TVAOV88V
ALIAIS0TOXI 'ON LNILV8 'ON VGN
5811 TON3AV81
S8VT TON3AV81
S8VT TON3AV81
5811 T083AV81
N-8/NDSNHDC G13N
S31801VH081T 110881
H3ZI3d/S81T 83Z15H
83ZI3d/S8VT 83Z15d
INVN LNVOIT88V
(N01133CNI 5318VI33CNI)
H3NIVIN03 31lSVTd NI
03NOb 30IHDTH3 N01SSVIOd
GNV %6'0 301803H3 N0I00S
(N0Il33CNI Ã318V133CNI)
83NIVIN03 31lSVTd NI
03NO2 3018DTH3 N01SSVIOd
GNV %6'0 30IH0TH3 N0100S
(NOIl33CNI Ã318V133CNI)
83NIVIN03 31lSVTd NI
03NO2 30IH03H3 NnISSVIOd
GNV %6'0 301801H3 N0I00S
(ND1133CNI Ã3181133CNI)
H3NIVIND3 3IlSV1d NI
03H01 301801HO HnISSvIOd
GNV %6'0 301H03H3 wnI00S
(TVHD 53SV313H
G31TDHIN03 'l318VI)
XI8103X
(NDIl33CNI 5318VI33CNI)
H3NIVIND3 31lSVTd
NI 31VI33V N01SSVIOd
(TVH0 53T0Sd13)
3GIZININ
(TVHD Ã3105d13)
30IZININ
13100V 5NV03 3915001
INVN 301VL
TNO01/ONO06 53NO01/ONO08
301803H3 N0IDDS 5301803H3 80ISSVIOd
TNO01/ONO06 Ãâ€œ8001/OÐ091
30IHDTH3 N0100S E30IH01H3 N01SSViOd
TNOUl/ONO06 53NO01/ONO08
30IHDTH3 NnI00S Ã301801H3 N0ISSVIOd
3NDOl/ONO06 53NDD1/ONOSI
301801H3 N0100S 5301803H3 N01SSVIOd
03N01
30IHOTH3 N0ISSVIOd
TN/Oawz
3Iv133v N0ISSVIOd
ONS 5ONâ€˜Ð—'0
3018OTH308GAH NI50ZVHd Ã30IZVIH1ATOd
ON2 ÃONS'O
30IH03H308GAH NI50ZVHd Ã30IZVIHlATOd
S MLO03VLS
S LNIIGIVONI 301131
NOILVNVOINI ALIAIS0TOXI GNV L03LV8 ILVIV8OV88V HLIM STVGN GNV SO'OÃ®-V OL ZO'L'L NOVI GIAOV88V STVGN 'AI ITOVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S 1111 APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTH S (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ÐND ÐÐœ MCGA0/AM HOSP 18-722
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.15% 11-09-82
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
220MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST LABS/AMHO 18-799 NDF
300MG/ML â€œ (INJECTABLE; INJECTION) 12-13-82 09-24-86
PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 09-24-86
PRAZEPAM CENTRAX PARKE-OAVIS/W-L 18-144 NS
20MG (CAPSULE; ORAL) 05-10-82 09-24-86
PRAZIOUANTEL BILTRICIDE MILES PHARMS/MILES 18-714 4001411 NCE
600ÐœG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92
PRAZOSIN HYDROCHLORIDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
5MG (CAPSULE; ORAL) 06-23-76 05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
1V-85



98ÂÐ1
98Âb2Â60
91-1
98-12-60
SN
98Âb2Â60
SL-I
98ÂÐ¬2-60
9IÂI
98-b2-60
91-1
3110 '8Ð¥3
AL IAIS01OXI
Â¿8-l2-Â¿0
9260298
26ÂI2ÂI0
2882988
88-22-b0
8889298
96Â61-21
2190810
96-08-90
918260b
68Â9lÂ90
90Â¿8998
28-21-90
9881198
96-61-21
Â¿b908lb
96-08-90
SL8260b
68Â9IÂ90
9028998
28Â21-90
9881198
3110 '8Ð¥3
'01 113118
12-91-01
810-91
28-81-01
810-91
29Â81Â11
811Â91
12-91-01
81b-9I
29-81-11
811-91
69-22-20
982-91
22-10-20
989-21
92-82-90
2bb-21
92-82-90
2bbÂ21
3110 T VA V881
'ON VGN
OHNV/S81T ISH3AV
DHNV/S81T lSH3AV
DHNV/S8VT ISH3AV
DHNV/S8VT ISH3Ã€V
OHNV/S8VT ISH3AV
3H3OH VT-NNVNJ3OH
N3H3 MDD/MDG T13HH3N
H3Z IÐ—d/SE VT H3Z15d
H3Z I3d/S8VT H3Z15d
3111 111311881

(1VHD ÃI31BVI)
T VH30NI
(1VHD 51318VI)
T VH30NI

(1VHD ÃI31BVI)
T VH30NI

(1VHD ÃI318VI)
T VH30NI

(1vH0 ÃI31avI)
1vH30NI

(T VHD Ã3105d13)
3Nv1n1vw

(1VHD Ã1318VI)
0313HDT

(1VHD Ã3105d13)
SS3HdININ
(1VHD f3105d13)
SS3HdININ

(I10OV ÃNVDI IOVSOG)
3111 301V1
ONO8
30IHDT H30HGAH T DT ONVHdDHd
ONO9
30IHDT H30HGAH T DT ONVHdDHd
ON0b
30IHDT H30HGAH T DT ONVHdDHd
ONO2
30IHDT H30HGAH T DT ONVHdDHd
ONOI
30IHDT H30HGAH T DT ONVHdDHd
3SV8 ON09 03
3OINDT H3OuGAH 3NIzv8Hv3DHd
ONO92
T030BDHd
ON2
30IHDT H30HGAH NI50Z VHd
ONI
3GIHDT H30HGAH NISDZ VHd
(SIHL ONIVL S
(S)L NIIGIVONI 311131
NOIL VNVOINI AL IAIS01OXI GNV 113118 3111V80V881 HIIM 5.101 011 98'01'1 01 Z O'L 'L  NOVI GIAOV88V 5.101
'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH)S)
PROPRANOLOL HYDROCHLORIDE
80MG
PROPRANOLOL HYDROCHLORIDE
90MG
PROPRANOLOL HYDROCHLORIDE
120MG
PROPRANOLOL HYDROCHLORIDE
160MG
PROTEIN HYDROLYSATE
5%
PROTAMINE SULFATE
250MG/VIAL
PROTIRELIN
0.5MG/ML
PROTIRELIN
0.5MG/ML
PYRANTEL PAMOATE
EO 250MG BASE/5ML
RANITIDINE HYDROCHLORIDE
EO 150MG BASE
RANITIDINE HYDROCHLORIDE
EO 25ÐœG BASE/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
INDERAL LA
(CAPSULE. CONTROLLED
RELEASE; ORAL)
INDERAL
(TABLET; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
AMINOSOL 5%
(INJECTABLE; INJECTION)
PROTAMINE SULFATE
(INJECTABLE; INJECTION)
THYPINONE
(INJECTABLE; INJECTION)
RELEFACT TRH
(INJECTABLE; INJECTION)
ANTIMINTH
(SUSPENSION; ORAL)
ZANTAC
(TABLET; ORAL)
ZANTAC
(INJECTABLE; INJECTION)
APPLICANT NAME
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO
ABBOTT LABORATORIES
UPJOHN
ABBOTT LABORATORIES
HOECHST-ROUSSEL
ROERIG/PFIZER
GLAXO
GLAXO
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-553 NDF
04-19-83 09-24-86
16-418 NS
10-18-82 09-24-86
18-553 NDF
04-19-83 09-24-86
18-553 NDF
04-19-83 09-24-86
05-932
01-31-85
07-413 NS
08-02-84 09-24-86
17-638 3746697
11-05-76 07-17-90
18-087 3746697
07-18-78 07-17-90
16-883 3644624
12-30-71 02-22-89
3549624
12-22-87
18-703 4128658 NCE
06-09-83 12-05-95 06-09-93
19-090 4128658 NCE
10-19-84 12-05-95 06-09-93
IV-87



98-12Â60
dd
16Â10Â01
9186888
06Â12-60
0691928
98-ÑŒ2-60
8-1
86Â1L-10
8002921
16-82-90
1681800
26-Â¿2-90
0819888
86-81-10
1292868
98-12-60
d8
98-12-60
d8
98-21-11
1160108
98-21-11
1160108
98-21-11
1160108
3110 `8Ð¥3 3110 '8Ð¥3
11111501313 'ON 113118
88-10-90
868Â81
92-12-L0
Â¿69-Â¿ L
28-92-20
8Â¿9-81
8Â¿ Â92ÂII
l88ÂÂ¿l
I9-Â¿ L-90
986-Â¿0
6Â¿-I8-2l
128Â21
18Â62-90
600-81
08-22-80
266-81
08-22-80
166-81
08-22-60
089-81
08-21-21
089-81
08Â2lÂ21
999-81
3110 1110V881
`01 101
53IH01VH0811 110881
SNOS Ð¾ Ð¼ Ñƒ 881005 H3

5811 T D83ÐVH1
531H01VH0811 NOIH00
5811 110881
AO139-V813/V813
O8d/80113 H3IMHON
531H01VH0811 110881
531H01VH0811 110881
500Hd NHVHd VH1SV
500Hd NHVHd VH151
500Hd NHVHd VH1SV
3111 111311881
(N01133CN1 53181133C81)
H3N111803 311SVTd
NI 3111331 N01G05

(NOI133CNI Ã3181133CNI)

31Ð3N1Ð¥

(1131dD1 ÃNV3H3)
GSS

(113Id01 ÃNV3H3)
3N30VAT IS

(113Id01 ÃNOIlDT/DOdNVHS)
805135
(5003N1103H3d 53SV313H
031T DH1803 â€˜81151
dD3S-NH30SNV81
(NOI133CNI 53181133CN1)
8183HV5
(N01133C81 53181133C81)
%01 II NA50dIT

(NOI133CNI Ã3181133CNI)
' %02 II NA50dIT

(NOI133CNI Ã3181133CNI)
HVdD10A

(NOII33CNI Ã3181133CNI)
HVdDl0A

(1VH0 ÃI318v1)
Hvd01nA
(3100V E NVOI IOVSOG)
3111 301V1
T N/03N2
S0DHGAHNV â€˜3111331 00IG05
T VIA/ONS00'0
30IT13NIS
%I
3N1Z1IG15105 H3AT IS
%I

3N1Z1IG15105 H3Ð115
%S'2
3015105 801N3135
ONS'I
3NINVT Od03S
T N/3518 ON9'0 03
3111331 81SV1VH15
%9 5%9

110 NV38105 ÃT ID H3ÐœDT5515

%01 Ã%0I

T ID NV38A05 ÃT ID H3MDT33VS
T N/ONSL
30IH0T H30HGAH 3NIH001IH
T N/ONOI
30IH0T H30HGAH 3N1HG011H
ONOI
301803H308GAH 3N1HG01IH
S HL ONIVL S
(ST L NIIGIVONI 311131
101111V0311 AL IAIS01OXI GNV 113118 3111V80V881 HL IM 5.101 011 98'01'1 01 Z8'L 'L  NOVI GIAOV88V 5.101 'AI 31811



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S)
STRENGTH S
SODIUM CHLORIDE
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
SODIUM CHLORIDE
9MG/ML
SODIUM IODIDE. I-123
100 UCI
SODIUM IODIDE, I-123
200 UCI
TRADE NAME
)DOSAGE FORM; ROUTE)
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
SODIUM IODIDE I 123
(CAPSULE; ORAL)
APPLICANT NAME
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM
NDA N . PATENT NO. EXCLUSIVITY
APPROVALLDATE EXP. DATE EXP. DATE
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
19-218
07-13-84
18-671
05-27-82
18-671
05-27-82
IV-89



06ÂÐ1
98-12-60
82-1
98-12-60
SN
98-12-60
d8
98Â12-60
SN
68-82-Ll
962b028
19-08-11
988Â21
18-92-60
0Â¿6-81
18-b2-60
696Â81
88-62-90
982-81
88-91-20
892â€”81
28-92-20
099-8l
88Â62Â90 a
991-81
28-Â¿2-90
2L9-8L
88-l2-Â¿0
92Â¿ ÂÂ¿ L
88â€”01-90
268Â81
28-82-Â¿0
L89-8L
18-90-60
Â¿b6-8L
28-Â¿2-90
L Â¿9Â8l
3110 '8Ð¥3
3110 â€˜8XI 3110 T VAOV88V
AL IAIS0T OXI
'O
Ñ‡
I'm 'rÃ«l 'Ã®  Ð°â€˜:  .
'ON 113118 'ON VGN

18315/5811 d0HÐ181Ðœ
531801VH0811 110881
S318011HD811 110881

31103dV83Ð1 1Hd11

5811 T DN3ÐVH1
5811 T DN3AV81
31103dVH381 1Hd11
5811 T DN3AV81
5811 0NDH35
S31H01VH0811 110881

SN1808Ð1/88IS-SN1Ð¥13
S31H01VH0811 110881
8HVHd 83308 13103N38
3111 111311881
(T VH0 5131811)
T D81SN1Ðœ
(ND1133CN1 53181133CNI)
%02 III 815Od11
(ND1133CN1 53181133CNI)
zo[ III 815Od11
(ND1133CN1 53181133CNI)
%02 11311DS
(ND1133CN1 53181133CNI)
%02 NDIS10NVAV81
(ND1133C81 53181133C81)
%01 NDIS10NVAV81
(ND1133CN1 53181133C8I)
%0I 1131105
(801IVOIHHI 5ND110T D51
83N111ND3
31151Td 81 %8 T D118805
(ND1133CN1 53181133C8I)
2 8183111351
(ND1133CN1 53181133CNI)
838111ND3 311511d 81
S311Hd50Hd 801005
(ND1133CN1 53181133CNI)
3GIS50Hd08118 80IG05
(ND1133CN1 53181133CNI)
H3N111ND3 311511d
81 3111311 801005
(1VH0 5310Sd13)
821 1 301001 Ð˜01005
(3100V E NVOI IOVSOG)
3111 301VL
18/O89Â¿2
315180ND8

801GDS Ã31SV8IG '3IVHd
ON2
T DT DZ0NV15
%02
110 NV38105
%01
T ID NV38105
%02
T ID 8138105
%02
T ID NV38105
%01
T10 NV38105
%01
T ID NV38105
1Ð˜001/Ð˜98
T D118H05

111Ð/01 2
8Id0811805
5T N/ON2bL
Ðº311Hd50Hd
50Hd 801005
T VIA/ONOS
30IS50Hd08118 801G05
311
821-1 '30
T N/03N9
1311 801005
130 00b
IG01 801005
S 11003V15
S L NIIGIVONI 301131
101111V0301 AL IAIS0T OXI GN1 113118 3111V80V881 HL IM 5.100 001 SO-0Ã® -V OL 2O-L '1 00V3 0300V881 5.100
'AI 31011



" TABLE Iv.
NDA'S APPROVED FROM 1-1-82 TO 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH)S)
STREPTOZOCIN
1GM/VIAL
SUCRALFATE
1GM
SUFENTANIL CITRATE
EO 0.05MG BASE/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML: 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
80MG/ML; 16MG/ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; Ð—ÐžÐÐ•
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
2O0MG/SML; 40MG/5ML
Ð¨
(DOSAGE FORM; ROUTE)
ZANOSAR
(INJECTABLE; INJECTION)
CARAFATE
(TABLET; ORAL)
SUFENTA
(INJECTABLE; INJECTION)
BACTRIM
(TABLET; ORAL)
BACTRIM DS
(TABLET; ORAL)
BACTRIM
(SUSPENSION; ORAL)
BACTRIM PEOIATRIC
TSUSPENSION; ORAL)
BACTRIM
(INJECTABLE; INJECTION)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFATRIM PEOIATRIC
(SUSPENSION; ORAL)
SULFATRIM
(SUSPENSION; ORAL)
APPLICANT NAME
UPJOHN
MARION LABORATORIES
JANSSEN PHARMA
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
DRUMMER/PHOENIX
DRUMMER/PHOENIX
NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
0DA 0D. PATENT ND. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-961 NCE
05-07-82 05-07-92
18-333 3432489
10-30-81 03-11-86
19-050 3998834 NCE
05-04-84 12-21-93 05-04-94
17-377 RE28636
07-30-73 06-02-87
17-377 RE28636
03-01-78 06-02-87
17-560 RE28636 I-21
04-16-75 06-02-87 .09f24-86
17-560 R528636 I-21
12-10-79 06-02-87 09-24-86
18-374 3551564
06-23-81 12-29-87
RE28636
06-02-87
18-598
05-19-82
18-598
05-19-82
18-615
01-07-83
18-615
01-07-83
IV-91



26-Ð1Ð³
68-10-10
6181998
06-80-10 82-22-60
8199228 116-21
06-80-10
8199228
68-10-10 82-22-60
6181998 116-21
98-12-60 88-12-90
5GN 290-88
98-12-60 88-90-10
508 ELO-LD
18-01-80
916-81
18-01-80
916-81
88-60-90
198-81
88-60-90
258-81
88-01-90
218-81
88-82-10
218-81
3110 '8Ð¥3 3110 '8Ð¥3 3110 11103881
111115013Ð¥3 '01 113118 ' N VGN
Ð¥3H3N/0858
X3H3N/0858
1131103318HVH8 HV108
VI3VNHVHd/VI3VNHVHd
90HG H3H113Ð
90HG 83H1138
T13VNHVHd 1H08NV0
11318HV8d 1H08NV0
5811 15VH3018
5811 15VH3018
3111 111311881
(1VHD ÃI31BVI)
TIHONI13
(1VHD 5131811)
11H08113
(1VHD
5G3IV03 31H3183 â€˜1318111
3N1Z111SV5105
(1VH0
ÃG3.LV03 31H3183 l.L318VI)
38IG151021
(1VH0 5131811)
8IHdD813N1H1
8 3TD21Ð¥0813N15105
(1VH0 5131811)
81Hd0813N1H1
8 3TDZ1Ð¥0Ð13N15105
(1VH0 ÃI31BV.I.)
81983H15 318000 8IHdD813NIH1
GN1 3TD21Ð¥0813N15105
(1VH0 5131811)
81Hd0813N1H1
GN1 3TDZ1Ð¥0Ð13N15105
(1VHD 5801583d505)
31H11IG3d d81-285
(1VH0 5801583d505)
d81-Z85
(3100V `1V03 33VS001
3111 30131
ON002
31081105
ON091
31081105
ON009
3N1ZV11515105
9Ð˜009
381ZV11515105
ON091 5ON008
81Hd0813N1H1 53TDZVÐ¥DH13N15105
ON08 5ON000
81Hd0813N1H1 5310Z1Ð¥0Ð13N15105
98091 1ON008
81Hd0813NIH1 53TDZVÐ¥DH13N15105
ON08 5ON00b
8IHdD813N1H1 53TDZVÐ¥0Ð13NV5105
1NS/O801 53NS/O8002
8IHdD813NIH1 53TDZVÐ¥DH13NV5105
TNS/ON00 Ã3N9/ONOD2
NIHdOHl3NIHl 53TDZVÐ¥DH13NV5105
S 1LO13V15
S L03IGIVONI 301131
101111V0311 ALIAIS01OXI GNV 113118 3111V80V881 1111 5.101 011 98'01'1 01 ZO'L'L NOVI 0310V881 5.101 'AI ITGVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 4-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH S
SUTILAINS
82,000 UNITS/GM
TECHNETIUM, TCÂ99M SODIUM PERTECHNETATE
GENERATOR
0.22-2.22CI/GENERATOR
TECHNETIUM, TCÂ99M, ALBUMIN COLLOID
KIT
N/A
TECHNETIUM, TCÂ99M, DISOFENIN KIT
N/A
TECHNETIUM, TC 99M,
PYROPHOSPHATE KIT
N/A
TECHNETIUM, TCÂ99M, GLUCEPTATE KIT
N/A
TECHNETIUM, TCÂ99M, MEDRONATE
N/A
TECHNETIUM, TCÂ99M, MEDRONATE
N/A
TECHNETIUM, TCÂ99M, SUCCIMER KIT
N/A
TERBUTALINE SULFATE
0.2MG/INH
Ð¨
(DOSAGE FORM; ROUTE)
TRAVASE
(OINTMENT; TOPICAL)
MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)
MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; INJECTION)
PHOSPHOTEC
(INJECTABLE; INJECTION)
TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)
OSTEOLITE
(INJECTABLE; INJECTION)
AMERSCAN
(INJECTABLE; INJECTION)
MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)
BRETHAIRE
'^EROSOL; INHALATION)
APPLICANT NAME
TRAVENOL LABS
ER SOUIBB AND SONS
MED DIAG/NE NUCLEAR
MED DIAG/NE NUCLEAR
ER SOUIBB AND SONS
MS&D/MERCK
MED DIAG/NE NUCLEAR
AMERSHAM/RADIOCHEM
MEDI-PHYSICS
GEIGY/CIBA-GEIGY
NDA NO.
APPROVAL DATE
12-828
06-12-69
17-339
06-03-74
18-263
03-25-83
18-467
03-16-82
17-680
10-20-76
18-272
01-27-82
17-972
12-16-77
18-335
08-05-82
17-944
05-18-82
18-762
08-17-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3409719
11-05-85
I-31
09-24-86
NP
09-24-86
IÂ9
09-24-86
4208398 NP
06-17-97 09-24-86
4233285
11-11-97
3937838 NDF
02-10-93 09-24-86
4011258
03-08-94
IV-93



16-Ð1
zs-oE-zl
sbs-Ol
98-12-60 28-10-20
SN 011-81
ÑŒÐ²-Ð²Ð¾-ÑÐ¾
Ð·92110ÑŒ
86-01-20 10-08-11
8882868 129-81
16-80-80
0921100
86-01-20 92-L1-90
8882868 60B-Â¿L
vÃŸ-so-EO
sszllov
sÃŸ-ol-zo 92-Â¿l-so
8882868 evs-Ll
vs-so-Eo
8921100
86-01-20 92-22-10
8882868 819-21
vs-ao-Eo
8921100
95-01-20 92-22-ÑŒÐ¾
8882868 sla-Â¿l
ÑŒÐ²-Ð²Ð¾-ÑÐ¾
8921100
86-01-20 ÑŒÐ -́Ð·Ð³-ÑÐ¾
8882868 99b-Â¿L
ÑŒÐ²-Ð²Ð¾-ÑÐ¾
9921100
86-01-20 98Â6lÂ80
8882868 000-81
3110 '8Ð¥3 3110 '8XI 3110 11103881
11101$013Ð¥3 '01 113118 'ON VGN
N3H30IGVH/NVHSH3NV
531518d-IG3N
19139-1813/19139
19139-1813/19139
19139-1813/19139
83Ð3 MDG/MDG T13HH3N
N3H3 M00/MDD T13HH3N
N3H3 MDG/MDG T13HH3N
N3H3 M00/MDG TT3HH3N
3111 111311881
(N01133CN1 53181133C81)
102 11 30IHDTH3 50011181
(N01133CN1 53181133CN1)
102 11 30IHDTH3 50031VH1
(N01133CN1 53181133CN1)
3N1813H8
(TVHD ÃI31avI)
Ð·Ð¼1Ð½1Ð·Ð½Ð°
(1VH0 ÃI31BVI)
3N1813H8
(1VH0 ÃI31811)
118131H8
(11HD 1131811)
11813188
(801133CN1 53181133C81)
118131H8
(NOIIVTVHNI ÃT050H311
118131H8
131D0V 51V01 3015001
3111 301V1
3N/13Ð˜1
102-11 '30IH01H3 Sn01TVÐ1
3N/13N2
102-11 '30IH03H3 500311Ð1
3115105
3115105
3115105
3115105
3115105
3115105
3115105
1N/ON1
3N111108831
ONS
38111108831
ON9'2
3N111108H31
ONS
3N111108H31
98S'2
3N111108H31
TN/ONL
3N111108H31
Ð81/O82'0
3N111108831
S HLO03VLS
151113103VON1 301131
101111V0311 111015013Ð¥3 011 113118 3111V80V881 HLIM 5.101 011 98'01'1 01 ZO'L'L NOVI 0300V881 5.101
'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-O2 TO 4-30-85 ÐND NDAâ€˜S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
5MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
10MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
20MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11~89
T3CAINIDE HYDROCHLORIDE TONOCARD MS&D/MERCK 18-257 4218477 NCE
400MG (TABLET; ORAL) 11-09-84 08-19-97 11-09-89
4237068
12-02-97
TOCAINIDE HYDROCHLORIDE TONOCARD MS&D/MERCK 18-257 4218477 NCE
600MG (TABLET; ORAL) 11-09-84 08-19-97 11-09-89
4237068
12-02-97
TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894
100MG (TABLET; ORAL) 11-02-84
TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894
250MG (TABLET; ORAL) 11-02-84
TOLAZAMIDE TOLAZAMIDE ZENITH LABORATORIES 18-894
500MG (TABLET; ORAL) 11-02-84
T3LAZOLINE HYDROCHLORIDE PRISCOLINE CIBA/CIBA-GEIGY 06-403
25MG/ML (INJECTABLE; INJECTION) 02-22-85
IVÂ95



26-91-11
338
26-91-11
338
26-91-[1
338
98-12-60
508
3110 `8Ð¥3
86-61-01
290Â¿868
86-11-60
0610868
86-61-01
290Â¿868
86-11-60
0610868
86-61-01
290Â¿868
86-11-60
0610868
26-82-21
908Â¿268
26-90-80
6222688
06-12-b0
8996228
06-12-b0
8996228
06-12-b0
8996228
06-12-b0
8996228
06-12-b0
8996228
06-11-80
9282928
06-11-80
9282928
3110 `8Ð¥3
11111SD13Ð¥3
'ON 113118
28-91-11
268-Â¿ L
28-91-11
268-Â¿ L
98-92-b0
268-Â¿ L
88-82-b0
Â¿ L1-81
92-81-b0
629-Â¿ L
82-90-01
996-21
12-61-10
229-Â¿ L
82-92-10
0b8-Â¿ L
12-02-01
126-91
98-92-80
202-81
62-08-01
180-81
92-12-80
829-Â¿ L
3110 1110V881
'ON 100
880Cd0
880Cd0
880Cd0

83H0H Ð NV1111Ðœ

1131103318HVHd 0Ð180

113110331Ð˜HVHd 0Ð1H0

1131103318HVHd 0Ð1H0

1131103318HVHd 0Ð1HD

T V31ln33VNHVHd 0Ð1HO
8-8/ND5880C 013N
S31801VH0811 113N38
S31801VH0811 T I3N3N
3111 111311881

(T VH0 ÃlL3181. L)
ND13TvN

(T VH0 ÃI318VI)
NDI31VH

(T VHD ÃI318V1)
ND13T VH
(N0IIVT VHNI 53050H311
18D3VNZ V
(T13Id01 5339)
1-81138
(T13Id01 5139)
1-81138

(T13Id01 ÃN13H3)
1-81138

(T13Id01 ÃN13H3)
1-81138
(113Id01 5ND11030S)
1-81138

(T1HD ÃI318VI)
13HAS3G

(T VH0 Ã310Sd13)
5G 81133T D1

(T VH0 ÃI318V1)
81133T D1
131D0V â€š1V03 3015001
3111 301V1
ONS'0
NV1DZ1181
ON92'0
NV1DZ11H1
ON921'0
NV1DZ1181
HNI/ON92'O
301ND1331 38030813NV1H1
%920'0
810811381
%I0'0
8108113H1
%90`0
810811381
%L'0
8108113H1
%90`0
8108113H1
ON091
301HDT830H018 3NDGDZ VH1
3SV8 ON00b 03
801005 8113NT D1
3518 ON002 03
801005 8113NT D1
S HL ONIVL S
S L03IGIVONI 301131
10111NV0311 11111SD13XI GN1 113118 3111V80V881 HL IM ST VGN GNV 9O'01'1 01 Z O'L 'L  10VI 0300V881 5.1GN
'AI 31011



wT ABL E IV.  NDA'S APPROVE D T RON 1-1-82 Ñ‚Ð¾  4-30-85W AND NDA'S NIT H APPROPRIAT E PAT E NT AT DE NOL VSIVIT V INFORMAT ION
ACT IVE INGRE DIE NT L S)
ST RE NGT H S
T RIL OST ANE
30MG
T RIL OST ANE
60MG
T RIME T HOPRIM
200MG
T RIME T HOPRIM
200MG `
T RIME T HOPRIM
100MG
T RIMIPRAMINE MAL E AT E
E O 100MG BASE
VE CURONIUM BROMIDE
10MG/VIAL
VE RAPAMIL HYDROCHL ORIDE
80MG
VE RAPAMIL HYDROCHL ORIDE
120MG
VE RAPAMIL HYDROCHL ORIDE
80MG
VE RAPAMIL HYDROCHL ORIDE
120MG
VE RAPAMIL HYDROCHL ORIDE
2.5MG/ML
T RADE NAME
(DOSAGE FORM; ROUT E)
MODRAST ANE
(CAPSUL E; ORAL)
MODRAST ANE
(CAPSUL E; ORAL)
PROL OPRIM
(T ABL E T; ORAL)
T RIMPE X 200
(T ABL E T; ORAL)
T RIME T HOPRIM
(T ABL E T; ORAL)
SURMONT IL
(CAPSUL E; ORAL)
NORCURON (NC-45)
(INJE CT ABL E; INJE CT ION)
ISOPT IN
(T ABL E T; ORAL)
ISOPT IN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
0INT HROP L ABS/ST E RL
W INT HROP L ABS/ST E RL
BURROUGHS 0E L L COME
HOFFMANN-L A ROCHE
BIOCRAFT L ABS
IVE S L ABS/AMHO
ORGANON/AKZ ONA
KNOL L PHARMACE UT ICAL
KNOL L PHARMACE UT ICAL
SE ARL E/SE ARL E PHARMS
SE ARL E/SE ARL E PHARMS
SE ARL E PHARMS
NDA N .  PAT E NT NO.
APPROVAL DAT E E XP.  DAT E
18-719
12-21-84
18-719
12-21-84
17-943
07-14-82
17-952
11-09-82
18-679
07-30-82
16-792
09-15-82
18-776 3553212
04-30-84 01-05-88
4237126
12-02-97
4297351
10-27-98
18-593
03-08-82
18-593
03-08-82
18-817
09-10-84
18-817
09-10-84
18-925
03-30-84
E XCL USIVIT Y
E XP.  DAT E
NCE
12-21-89
NCE
12-21-89
NS
09-24-86
NS
09-24-86
NS
09-24-86
NCE
04-30-94
NR
09-24-86
NR
09-24-86
NR
09-24-86
NR
09-24-86
IVÂ97



ONTVEHslTY 0F MICH|GAN
3 9015 07293 1903
26-l0-0l
33N
26-l0-0L
33N
Ð¹
S.'-
R.
ILVG 'VXI
28-60-80
Â¿28-8l
28-60-80
Â¿28-8l
28-10-01
989-8l
28-l0-0I
989-8l
b8-20-80
2Â¿0-61
28-Â¿2-0L
208-8l
28-Â¿2-Ul
108-8l
28-08-90
289-81
88-Â¿L-10
969-8l
b8-08-80
880-6l
3110 â€˜8XI 3110 TVAOV88V
AlIAIS0TOXI
'ON L03LV8 'ON VGN
IG08H3NITTVN
I00HN3NITTVN
I00HX3NITTVN
IG08X3NITTVN
dSOH NV/MVO3N NV
S3IH01VH08VT II0881
S318DIVHD8VT II088V
S8VT TON3AVHI
S8VT TON3AV81
SNHVHd 31HV35
INVN LN13IT88V
(N0IIVTVHNI ÃSVO)
88l 3X NON3X
(N0IIVTVHNI ÃSVO)
88l 3X NON3X
(NDIIVTVHNI ÃSVO)
Â¿2l 3X NON3X
(N0IIVTVHNI ÃSVO)
Â¿2l 3X NON3X
(V/N 50100IT)
83NIVIND3 3IlSVTd NI
N0I133CNI H03 83IVM 311H315
(V/N ÃGI00IT)
83NIVIND3 31lSVTd
NI 83IVM 3IIVISOI8313V8
(V/N ÃGI00IT)
83NIVIND3
3IISVTd NI 83IVM 3118315
(V/N ÃGIO0IT)
83NIVIN03
3IlSVTd NI H31VM 3118315
(V/N 5GIO0IT)
83NIVIN03 3IISVTd NI
NDI133CNI 803 83IVM 3118315
(8OI133C81 5318Vl33CNI)
NVTV3
(310OV \NVOI IOVSOG)
INVN I01VL
TVIA/IONOZ
88l-3X 'NDN3X
TVIA/IOND(
88(-3X 'NDN3X
TVIA/13NDL
Â¿2l-3X 'NON3X
TVIA/13NS
Â¿2l-3X 'NON3X
%00l
3118315 'NGI133CNI H03 831VM
%00L
311H315 'NDI133CNI 803 831VM
%001
3118315 'NDI133CNI 803 83IVM
%001
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