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

The List cannot be used effectively without the current cumulative

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

A. DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made
since August 1, 1984. Each subsequent cumulative supplement replaces the
previous month's cumulative 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 n:m.anm«mum:a*o 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 Tocating the proper place in the
Drug Product List for the revision. (Strength(s) zsﬁon mwxmma« 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 >_app > to the left of the line on which new
information exists. The >_Aoo > symbol is dropped in subsequent cumulative
supplements for that item.
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n.

Products Federal Register Reference

(continued)

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

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire 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
1984."
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity. : .

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as. (1) 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 ronth 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 mo1ety (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 1ist 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.
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

AMITRIPTYLINE EYDBQLIL%ID_E (PAGE 3-10)
TABLET; ORAL
RIP
BP AM THERAPEUTICS 25MGx
BP 50MGH
BP 75MGx
BP ljooMGH
BP PAR PHARMACEUTICAL 10MGX
BP 25MGx
BP 50MGx
BP 75MGx
BP 100MGX
BP 150MGx
>_ADD_> AB @ PUREPAC/KALIPHARMA 10M6
>_ADD > AB ) 25M6G
>_ADD > AB 9 50MG
>_ADD > AB 9 7546
>_ADD_> ° 00OME
TRR SI0RR L ABORAYORLES) 110R
i, it
i Ve
75 el
i, e
AB SIDMAK LABORATORIES 10MGXM
AB : 25MGx
AB 50MGH
AB 75MGH
AB TooMen
AB 150MGX
BP SUPERPHARM 10MGx
BP 25M6X
BP 50MGxX
BP 75MGx
BP 100MGX
AMMONIUM LACTATE (PAGE 3-12)
LOTION; TOPICAL
AMMONIUM LACTATE
BRISTOL-MYERS EQ 127 ACIDX
AMOXICILLIN (PAGE 3-12)
CAPSULE; ORAL
UTIMOX
> ADD > AB 9 PARKE-DAVIS/W-L 250M
>_ADD > AB 9 500M6

Google
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19155

62107
62107

AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13)

POWDER FOR RECONSTITUTION; ORAL
AUGMENTIN '125°
BEECHAM LABS/BEECHAM 125MG/5ML;
EQ 31.25M6 ACID/5MLR
AUGMENTIN '250°

N 50575

BEECHAM LABS/BEECHAM 250MG/5ML3EQ 62.5M6 ACID/S5MLX N 50575

TABLET; ORAL
AUGMENTIN '250°

N 50564
N 50564

N 83901
N 83901

N 62565
N 62565

N 61387
N 61387

N 86231

N 85441

N 89025

BEECHAM LABS/BEECHAM 2sons.sa 125M6 ACIDX
AUGMENTIN '500°
BEECHAM LABS/BEECHAM 500MG;EQ 125M6 ACIDX
AMPHETAMINE SULFATE (PAGE 3-13)
TABLET; ORAL
AMPHETAMINE SULFATE
LANNETT 5MEXN
10M6%
MPICILLY (PAGE 3-16)
INJECTABLE; INJECTION
AMPICILLIN SODIUM
AP ELI LILLY EQ 500M6 BASE/VIALKN
AP 6M _BASE/VI
AMPICILLIN/AMPICILLIN TRIHYDRATE (PAGE 3-14)
CAPSULE; ORAL
AMPICILLIN
AB 9 DRUMMER/PHOENIX 250M6 BAS
AB 2 EQ 500M6 BASE
ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-16)
CAPSULE; ORAL
BUTALBITAL W/ ASPIRIN AND CAFFEINE
CHELSEA LABORATORIES 325MG;50MG;40MGX
TABLET; ORAL
BUTALBITAL COMPOUND
AB ZENITH LABORATORIES 325MG;50MG;40MGX
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE COMPOUND 65
AA LEMMON 38916532 .4M6;65M6n
AA ZENITH LABORATORIES 389MG;32.4MG;65MGH

N 83077
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DRU6 PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

CODEINE PHOSPHAT

3 PHENYLEPHRINI
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PHENERGAN VC W/ CODEINE
WYETH LABS/AMHO 1OMG/5ML s EME/5ML36.25M6/5ML N 08306

AA
PROMETH _VC W/ CODEINE
AA - NATL PHARM MFG/BARRE 10MG/5ML;SMG/5ML;6.25MG/5MLX N 88764

PROMETHAZINE VC W/ CODEINE
AA BAY LABORATORIES 10MG/5ML ; 5ME/5ML 6. 26MG/5MLM N 88896

TE; PROMETHAZINE HYDROCH (PAGE 3-46)

SYRUP; ORAL
PHENERGAN W/ CODEXNE

AA WYETH LABS/AMHO 10MG/5ML ;6 , 25MG/5ML N 08306
PROMETH W/ CODETINE

AA NATL PHARM MFG/BARRE 1OMG/5ML;6.25MG/SMLM N 88763

METHAZINE W/ €OD
AA BAY LABORATORIES 10MG/5ML ;36 . 25M6/5MLY N 88875
ATE; ROCHLORTODE; TRIFROLIDIN
- HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL

ACTIFED W/ CODEYNE :

AA BURROUGHS WELLCOME  1OMG/SML;30MG/5ML;1.25M6/5ML N 12575
PSEUDODINE C

AA BAY LABORATORIES 10MG/5ML 3 30MG/5ML ;1. 25MG/5MLK N 88833

JRIACIN-C
AA NATL PHARM MFG/BARRE 10MG/5ML;30MG/5ML;1.25MG/5MLX N 88704

INE; PR CID (PAGE 3-47)

TABLET; ORAL )
PROBENECID AND COLCHICINE
BP  DRUMMER/FHOENIX 0.5MG;500M6 N 86130

PROBENECID W/ COLCHICINE' Y .
/B8R OROIER/PROENIR/  /8.5NeiB8dNe/ IN'BE138/
CORTICOTROPIN (PAGE 3-47)
INJECTABLE; INJECTION
CORTICOTROPIN
AP CARTER-GLOGAU LABS 40 UNITS/VIALX N 88772
TISONE ACETATE (PAGE 3-47)
TABLET; ORAL
CORTISONE ACETATE
BP 9 VITARINE/PHOENIX  25MG N 80333

Google

CROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS LY
CYCLOPHOSPHAMIDE (PAGE 3-50)
INJECTABLE; INJECTION

8 TR oeVaY

D

REEE BEEE

donsVEAL
L

SN

L

NIVIAL/
100MG/VIAL
200MG/VIAL
500MG/VIAL

16M/VIAL
26M/VIAL

SN,

BRISTOL LABS/B-M

TABLET; ORAL

CYTOXAN
[READ. JONNSOVBAY  /2one/

/5916/
CYTOXAN
BRISTOL LABS/B-M 25M6
50MG
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL
CYPROHEPTADINE HOL
AA AM THERAPEUTICS 4M6n
>_ADD > AA ® DRUMMER PHOENIX aMe
ES NE 3 Y DE (PAGE 3-52)
TABLET; ORAL
ENDURONYL

BP ABBOTT LABORATORIES 0.25MG;5MG
ENDURONYL FORTE

BP ABBOTT LABORATORIES 0.5MG;5MG
METHYCLOTHIAZIDE AND DESERPIDINE

BP BOLAR PHARMACEUTICAL 0.25MG;5MGX

BP 0.5MG;5MGX

DESONIDE (PAGE 3-53)

CREAM; TOPICAL

DESOREN

AB ONEN LABS/DERM PRODS 0.057%
JRINESILON

AB MILES PHARMS/MILES 0.05%Z

N 18155

N 88798
N 87284

N 12775
N 12775

N 88486
N 88452

N 19048

N 17010
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE

DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 3-58)

INJECTABLE; INJECTION
LIDOCAINE HCL W/ DEXTROSE

P ABBOTT LABORATORIES 7.5%;5% N 83914
TRILBEAINE, "HEL, W, ﬁﬁﬁﬂdﬁ?
XYLOCAINE W/ DEXTROSE
ASTRA PHARM PRODS  7.5731.5% N 16297
XYLOCATNE W/ GLUCOSE
AP ASTRA PHARM PRODS  7.5%:5%Z N 10496
EXTROSE; MAGNESIUM CHLORIDE; POTASSI ORIDE; POTASSIUM

PHOSPHATE, DIBASIC; SODIUM ACETATE (PAGE 3-58)

INJECTABLE; INJECTION
ISOLYTE P W/ DEXTROSE 57 IN PLASTIC CONTAINER
AM MCGAW/AM HOSP 56M/100ML;31M6/100ML;130MG/100ML 3

26MG/100ML; 320MG/100MLx N 19025
DEXTROSE; OXYTOCIN (PAGE 3-59)
INJECTABLE; INJECTION
XYTOCIN 10 USP UNITS IN D SE 57
AP ABBOTT LABORATORIES 5GM/100ML;1 USP UNIT/100MLM N 19185
AP EGM/100ML;2_USP_UNITS/100ML® N 19185
OXYTOCIN 20 USP UNITS IN DEXTROSE 52
AP ABBOTT LABORATORIES 5GM/100ML;2 USP UNITS/100MLM N 19185
OXYTOCIN 5 USP UNITS IN DEXTROSE 5%
AP ABBOTT LABORATORIES 5GM/100ML;1 USP UNIT/100MLE N 19185

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60)

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 1O0MEQ IN DEXTROSE 57 AND SODIUM

CHLORIDE 0.97Z IN PLASTIC CONTATINER
TRAVENOL LABS 5GM/100ML; 75M6/100ML 5

200MG/100MLR N 19308
AP GM/100ML3150MG/100ML 5
900MG/100MLX N 19308
POTASSTIUM CHLORIDE 20MEQ YN DEXTROSE 57 AND SODIUM
CHLORIDE 0.97 IN PLASTIC CONTAINER
AP TRAVENOL LABS 5GM/100ML;150MG/100ML;
900MG/100MLYM N 19308
AP 56M/100ML ; 300MG/100ML 5
900MG/100MLI N 19308
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 5Z AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
TRAVENOL LABS 5G6M/100ML;224MG/100ML ;
S00MG/100MLY N 19308
POTASSTUM CHLOPTDE GOMEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.97Z IN PLASTIC CONTAINER
AP TRAVENOL LABS 56M/100ML ; 300MG/100ML 5
9001G/100MLx N 19308

Google

~

'85 11
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60)
INJECTABLE; INJECTION
ASSTIUM 0! E D
CHLORIDE 0.97Z IN PLASTIC CONTAINER
AP TRAVENOL LABS GM/100ML ; 150M6/100ML ;
900"9/100ﬂkl N 19308
DEXTROSE 3 THEOEﬂ!LLINE (PAGE 3-62)
INJECTABLE; INJECTION
EOPHYLLINE YA
AP TRAVENOL LABS 56M/100ML ;40M6/100ML N 18649
AE §§N/100HL;80MG/100NL N 18649
AP 5GM/100ML ; 160MG/100ML N 18649
AP 56M/100ML 3200MG/100ML N 18649
AP 56GM/100ML ;400MG/100ML N 18649
THEOPHYLLYINE TN DEXTROSE 57 IN PLASTIC CONTAINER
AP ABBOTT LABORATORIES 5GM/100ML;40MG/100ML) N 19211
AP 56M/100ML ; 80MG/100MLY N 19211
AE 5GM/100ML;160MG/100MLY N 19211
AP 56M/100ML;200MG/100MLX N 19211
AP 56M/100ML ;400MG/100ML3 N 19211
T"EOPHYLLINE o.o‘z AND DEXTROSE 57 IN PLASTIC GONTAINEB
AE AM MCGAW/AM HOSP 56M/100ML; QONG/IOOHLH N 19083
THEOPHYLLINE 0.087 AND DEXTROSE 57 IN PLASTIC CONTAINER
AP AM MCGAW/AM HOSP 56M/100ML ; 80MG/100MLX N 19083
THEOPHYLLINE 0.167 AND DEXTROSE 57 IN PLASTIC CONTAINER
AP AM MCGAW/AM HOSP 5GM/100ML;160MG/100ML3 N 19083
EOPHYLLINE 0.27 AND DEXTROSE 57 IN PLASTIC CONTAIN
AP AM MCGAW/AM HOSP 56M/100ML ;200MG/100ML3X N 19212
OPHYLLINE 0.67 AND DEXTROSE 57 LASTIC
AP~ AM MCGAW/AM HOSP  5GM/100ML;400MG/100MLR N 19212
DIATRIZOATE MEGLUMINE (3-62)
INJECTABLE; INJECTION
144/ b i AT IN' 16483/
re, N32a83
HYPAQUE MEGLUMINE 307
AP WINTHROP-BREON/STERL 30% N 16403
HYPAQUE MEGLUMINE 607
AP WINTHROP-BREON/STERL 60%Z N 16403
SOLUTION; URETHRAL
>_ADD > CYSTOGRAFIN DILUTE
>_ADD > ER SQUIBB AND SONS 187n N 10040
E-
%ﬂ%ﬂﬁ?’ﬁﬁ#ﬁfﬂﬁ.ﬁ/ IN18483
WINTHROP-BREON/STERL 30Z N 16403
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DOXYCYCLINE HYCLATE (PAGE 3-70)
CAPSULE; ORAL

DOXY-LEMMON
AB LEMMON EQ_50MG BASEM
0
AB HALSEY DRUG EQ_50MG BASEM
AB EQ _100MG BASEN
AB PAR PHARMACEUTICAL EQ 50MG BASEX
AB SUPERPHARM EQ 50MG_BASEX
AB EQ _100MG BASEN
AB WEST-WARD EQ_50MG_BASEX
AB ZENITH LABORATORIES EQ 50MG BASEM
AB EQ_100MG BASEM
TABLET; ORAL
DOXY-LEMY
LEMMON EQ 100MG BASEX
DOXYCYCLINE HYCLATE
AB SUPERPHARM £9Q 100MG BASEX
AB ZENITH LABORATORIES EQ 100MG BASEM

DOXYLAMINE SUCCINATE (PAGE 3-70)

TABLET; ORAL
DECAPRYN

AA MERRELL DOW/DOW CHEM 25MG
DOXYLAMINE SUCCINATE

AA QUANTUM PHARMICS 25MEx
DRONABINOL (PAGE 3-70)
CAPSULE; ORAL
MARINOL
UNIMED 2.5M6M
5MGX
10MGx
; R

INJECTABLE; INJECTION
LIGNOSPAN FORTE

DEPROCO EQ 0.02M6 BASE/ML;2Zm
LIGNOSPAN STANDARD
DEPROCO EQ 0.01M6 BASE/ML;27x

ERGOCALCIFEROL (PAGE 3-72)
CAPSULE; ORAL

RISDO
TR LA J&1EAL 03008 80/
WINTHROP-BREON/STERL 50,000 IU
VITAMIN D
VITARIN&HOENIX [ 50,000 TU JU

BB

N 62497

N 62119
62119
62434
626469
62469
62396
62500
62500

ZZZZZZZ

62581

62494
62505

zZZ

N 06412
N 88603

18651
18651
18651

zZZZ

(PAGE 3-72)

N 88389
N 88390

/N'83444/

N 03444

N 84053

13
ERYTHROMYCIN (PAGE 3-73)
OINTMENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS  2um
SOLUTION; TOPICAL
SANSA
AT OWEN LABS/DERM PRODS 21
SWAB; TOPICAL
ERYCETTE
ORTHO PHARMACEUTICAL 2%
ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)
SUSPENSION; ORAL
oMYC
AB PHARMAFAIR 00M6
AB EQ_400M6 BASE/SMLYX
RYTHR ONATE (PAGE 3-75)
INJECTABLE; INJECTION
HROMYC
AP ELKINS-SINN/AHROBINS EQ _500M6 BASE/VIALX
AP EQ_16M BASE/VIALN
OBIONAT
AP ABBOTT LABORATORIES EQ 500MG BASE/VIAL
AP EQ_16M BASE/VIAL
ESTROGENS, CONJUGATED (PAGE 3-76)
TABLET; ORAL
CONJUGATED ESTROGENS
BS  ZENITH LABORATORIES 0.3MGX
ACRYNA (PAGE 3-78)
INJECTABLE; INJECTION
EDECRIN , ) .
>_DLY > /iSSP MERCK/ JEQ 5006, BASE/VIAL/
>_ADD > MS&D/MERCK EQ 50M6 ACID/VIAL
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-78)

TABLET; ORAL-21
ERULEN/
DEMULEN 1/50-21

TABLET; ORAL-28

/BEOLEN-28/

DEMULEN 1/50-28

N 50584

N 62522

N 5059

N 62559
N 62558

N 62563
N 62563

N 50182
N 50182

N 88569

IN1E893/

N 16093
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HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE (PAGE 3-98)
TABLET; ORAL
/3IOLLBE/
TIMOLIDE 10-25
HYDROCHLOROTHIAZIDE; TRIAMTERENE (PAGE 3-98)
TABLET; ORAL
MAXZIDE
MYLAN PHARMS 50MG; 75MGx
HYDROCORTISONE (PAGE 3-99)
CREAM; TOPICAL
HYDROCORTISONE
AT THAMES PHARMACAL  2.5/n

/8¢/ %mmmm-msn /8.82/

OINTMENT; TOPICAL
u%‘e’nﬁmmonen-mcusn /6.8

POWDER; FOR RX COMPOUNDING

I N BRRRER LASORATOR IS/ 1603/

TORCH LABORATORIES 100Z

/&Y

R! TISON! TE (PAGE 3-102)

JRERBSOLS YORICAY/
& mé%ﬁ#ﬁ#l{ PARIS/ 12/

ROCORTISONE ACETATE; PRAMOXINE HYDROCHLORID!

AEROSOL; TOPICAL
EPIFOAM
REED&CARNRICK PHARMS 1%Z31%Z

HYDROFLUMETHIAZIDE (PAGE 3-104)

TABLET; ORAL

HYDROFLUMETHIAZIDE
AB CHELSEA LABORATORIES 50M6EX
AB PAR PHARMACEUTICAL 50MGN

Google

N 19129

N 88799
N 80472

N 80474

/N'87834/

N 87834

IN86451/

(PAGE 3-103)

N 86457

N 88528
N 88850

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)

TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE
BP ZENITH LABORATORIES 50M6;0.125MGx

HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)

TABLET; ORAL
HYDROXYZINE HCL

PUREPAC/KALIPHARMA  10MGX
25161
50HGK
10MGn
25MGH
AB 50MGn

SUPERPHARM

(145

YDR 1 A (PAGE 3-106)
CAPSULE; ORAL

ﬂ_pA! L lzsll

AB LEMMON EQ _25M6 HCLx

IBUPROFEN (PAGE 3-106)
TABLET; ORAL

>_ADD > IBU
>_ADD_> AB BOOTS PHARMACEUTICAL 600MGXM
RUEEN
AB BOOTS PHARMACEUTICAL 400MGXM
AB 600MGH
AB 600MGX
IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)

TABLET; ORAL
IMIPRAMINE HC!
AB 3 DRUNHER/PHOENIX MG

10MG
agy TR aswaroeses! [
zaa#

AB SK&F LABORATORIES 10M6
AB 3_
BP 50M6

INDOMETHACIN (PAGE 3-108)

CAPSULE; ORAL
OMETHAC
AB PAR PHARMACEUTICAL  25MGx
AB 50MGx

17

N 88932

N 88120
N 88121
N 88122
N 88794
N 88795
N 88796

N 88713

N 70556

N 70083
N 70088
N 70099

N 18829
N 18829
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LIDOCAINE HYDROCHLORIDE (PAGE 3-115)
SOLUTION; TOPICAL
LIDOCAINE HCL
AT ROXANE LABORATORIES 4z» N 88803
LINDANE (PAGE 3-116)

LOTION; TOPICAL

LINDANE
AT BAY LABORATORIES 17 N 88190
SHAMPCO; TOPICAL
LINDANE
AT BAY LABORATORIES 17n N 88191

LOXAPINE HYDROCHLORIDE (PAGE 3-118)

CONCENTRATE; ORAL
>OLT > /LOXETANE/

>_ADD > LOXITANE C
INJECTABLE; INJECTION
>OLT > /IGRITANE/
>_ADD > LOXITANE IM
MAGNESIUM CHLORIDE; POTASST LORIDE; SOD CETATE;

CHLORIDE; SODIUM GLUCONATE (PAGE 3-119)

SOLUTION; IRRIGATION
PHYSTOLYTE IN PLASTIC CONTAINER
AP ABBOTT LABORATORIES 30MG/100ML;37MG/100ML;370MG/100ML;

530MG/100ML;500MG/100ML N 19024
SYNOVALYTE IN PLASTIC CONTAINER
AP TRAVENOL LABS 30MG/100ML ; 37MG/100ML ; 368MG/100ML ;
526MG/100ML ;502MG/100MLX N 19326
MEDRYSONE (PAGE 3-122)
SUSPENSION; OPHTHALMIC
HMS
ALLERGAN PHARMS 1% N 16624
MENOTROPINS (PAGE 3-122)
INJECTABLE; INJECTION
PERGONAL
SERONO LABS 150 IU/AMP N 17646
> _ADD > 300 IU/AMPHR N 17646

Google

EPERID IDE (PAGE 3-122)

INJECTABLE; INJECTION
MEPERIDINE HOL
AP ABBOTT LABORATORIES 1OMG/MLM
AP INTL MEDICATION SYS 1O0MG/ML

SYRUP; ORAL
DEMEROL
AA WINTHROP LABS/STERL 50OMG/5M
MEPERIDINE HCL
AA ROXANE LABORATORIES OMG/!

TABLET; ORAL

MEPERIDINE HCL
AA BARR LABORATORIES 100MEx

MEPHENTERMINE SULFATE (PAGE 3-123)

INJECTABLE; INJECTION
“VRVETR TABSIAS  JASReY
* TR

WYETH LABS/AMHO EQ 15MG BASE/ML
EQ 30MG BASE/ML

MEPIVACAINE HYDROCHLORIDE (PAGE 3-123)

INJECTABLE; INJECTION
CARBOCATNE

AP BREON LABS/STERLING 2%
MEPIVACATNE HOL
AP CARTER-GLOGAU LABS 1%
AP 27
POLOCATNE
AP ASTRA PHARM PRODS  3/u
SCANDONEST PLAIN
AP DEPROCO 3un
MEPROBAMATE (PAGE 3-123)
TABLET; ORAL
EPROBAMA
/%%/ 733.3333’ /ggggg;
184/ /

19

N 88432
N 86332

N 05010
N 88744

N 88640

24,
7
248
268

N
ZZZZ
© oo,
0 0 XD

N 12250

N 88769
N 88770

N 88653
N 88387
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POTASSIUM CLAVULANATE; TICARCILLIN DISODIUM (PAGE 3-158) PROCATNAMIDE HYDROCHLORIDE (PAGE 3-163)
INJECTABLE; INJECTION CAPSULE; ORAL
TIMENTIN PROCATNAMIDE HCL
BEECHAM LABS/BEECHAM EQ 100M6 ACID/VIAL; AB ROXANE LABORATORIES 250MGM N 88989
EQ 36M BASE/VIALN N 50590 AB 500MGH N 88990
EQ 200MG ACID/VIALS
EQ 36M BASE/VIALX N 50590 INJECTABLE; INJECTION
PROCATNAMIDE HOL
AP SOLOPAK LABORATORIES 100MG/MLY N 88530
PREDNISOLONE (PAGE 3-159) AP 500MG/MLX N 88531
AP 500MG/MLK N 88532
TABLET; ORAL o
PREDNISOLONE TABLET, CONTROLLED RELEASE; ORAL
BX  SUPERPHARM 5MGR N 88892 PROCATNAMIDE HCL
AB BOLAR PHARMACEUTICAL 250MGM N 88533
AB 500MGX N 88534
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM (PAGE 3-160) AB 750MGH N 88535
PROCAN SR
OINTMENT; OPHTHALMIC AB 250M6 N 86468
PREDSULFAIR AB 500MG N 86065
AT PHARMAFAIR 0.5%310% N 88032 AB 750MG N 87510
VASOCIDIN /B¢/  PARKE-DAVIS/W-L  /50016/ /N'88865/
AT COOPERVISION PHARMS 0.57;10/% N 88791 1GMx N 88489
PREDNISONE (PAGE 3-161) PROCHLORPERAZINE EDISYLATE (PAGE 3-164)
SOLUTION; ORAL CONCENTRATE; ORAL
PREDNISONE PROCHLORPERAZINE EDISYLATE
ROXANE LABORATORIES 5MG/5MLK N 88703 AA BAY LABORATORIES EQ_10MG BASE/MLX N 88598
PREDNISONE INTENSOL
ROXANE LABORATORIES 5MG/MLX N 88810 SYRUP; ORAL
PROCHLORPERAZINE EDYISYLATE
TABLET; ORAL AA BAY LABORATORIES EQ 5MG BASE/SMLX N 88597
PREDNISONE
BX  SUPERPHARM 5MG N 88865
BX 10MGX N 88866 PROCHLORPERAZINE MALEATE (PAGE 3-164)
BX 20MGK N 88867
CAPSULE, CONTROLLED RELEASE; ORAL
COMPAZINE
PRILOCAINE HYDROCHLORIDE (PAGE 3-162) ® SK&F LABORATORIES EQ 75MG BASE N 11000
INJECTABLE; INJECTION
CITANEST PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)
9 ASTRA PHARM PRODS 1% N 14763
? 27 N 14763 SYRUP; ORAL
? 37 N 14763 /BAYMETHAZEuié/
147/ IN'14163/ PROMETHAZINE PLAYN

CITANEST PLAIN
ASTRA PHARM PRODS 47 N 14763
PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)

CAPSULE; ORAL
PROPOXYPHENE HCL
AA LEMMON 65MGx N 88615

Google




YLBLT N

15694X N/

T668T N

26681 N

969981 N

198791/

0858T N
08S8T N

198N/

61068 N
02068 N

Ry

65260 N
649260 N

/ggz69. N/
52260 N

b2

ST AS139-VAI2/VEID
_ ) d0IS-WAIASNVAL
S IETY/

/& -HH#SN;&/

SNOINVINJY3d ¢3SVA13Y QIT10ULNOD ‘WIId
(bL1-€ 39Vd) INIAVIOd0IS

RZ0T¢Z0T S3ITAOLVAOGV] Llogav
Z02 II NASOdIT
n/G¢Z6 SaT¥oivioavl iioagv
- ZO0T II NASOdIT
NOILJ3AMNI ¢3718VLIIACNI

(521~ 39vd) TIO NV3EAOS {110 d3IM0144VS

SWOT  SOO¥d WAVHJ valsy  /dy/

, dvdoinA
1991/ / 18y/
W 3“”“'9}; /
fiaav
RIN/9UST

/SHOT  SOONd WHVH vaisy  /dy/
UVAOLAA

[T7owE/

S5, SNEHADLER/ |
NOI.I.O!I‘NI $I1GVLIICNI

(€2T-£ 39vd) IATA0THOOUGAH INIJGOLTA

noUG2° 0 d9
RONT"0 NOWW3a1 dg
ANIdY3SIY
Ivdo fi3navl

(2L1-£ 39vd) INIJE3STY

/;/jgg §f/rw¢w FEANSC, TYANS/ ﬁg;

SNOS S3Td0LVd0aV 19! 404 dG

NI410M
/ﬁﬂ?ﬁ//t‘#ﬂﬁ;‘*ﬁﬂﬁl‘ . IY?NW /dﬁ/
S31401VH0
FHETr

VY0 €13719vL
(T41-€ 39Vd) VNILIN3dd¥3S vidioMnva

0606T N

£L698 N

/58268, N/

284988 N

- €228 N
84988 N

S1589 N
20988 N

09888 N

1r5sg8. N/

L6588 N

g /‘f;fH ##ﬁﬁgggggﬁéﬁ M.‘Z‘;fl‘ ﬁNrﬂITﬁﬂ##/

-
®/3SVa 9WS2 b3 oxv1e
OVINVZ
NOILOAFNI ¢31GV.123rNI
(TLT-£ 39vd) JAIU0THOOJAAH ANIGILINVA
n9K002 WAVHd¥3dNS av
aiva NI

[F9P7/ SITuOLYHOGYT 113M0A
PrpoE/ LLELCL %/
WE0 f1aavL

(0LT-£ 39vd) JIVAING INIGININD

wSUYeE SWYVHd dSOH 10JSV av <aav <
FLVNOIN19 and

VY0 ¢3SVITIY GITTI0NULNOD ‘13T4vi
(0L1-€ 39vd) FIVNOIN19 ANIGININD

nOHG 2 ¢OH09 S3TAOLVAHOGVT HLIN3Z w

RSNG " ¢ {OH09 WAVHJY¥3dNS W
J0H ANTUGAd300NaA6d GNY 10H aNIAI1034xdl

nG ¢ SWAVHd NO¥IM3N W
NoaiITal

®SWS - 2 ¢SH09 S31d04vVH0GY1 Q¥O0D W
03Hd309

#ONG " 2¢5H09 SNOILVINWNOA 3LVAINd W
[EFFERRT)

IVY¥0 f137GVL

/Xy eiyad/ 5§/

XIHG/79HS2 " T4 TS /9N
NOH.I.I1IH.I.
AVH0 ¢{dNAUAS

(69T1-£ 39Vd)

30TE0THO0HAAH INIGI103d181 30180 1HOO4AAH 3NIYA3IRd30aN3Sd

2£6490 N

£THZ0 N

w9 S3Idoiviodv L1iogav
ZS T0SONIWY
NOILJAMNI ¢319VLJAMNI

(891-€ 39vd) FIVSA108GAH N13103d
HIVIA/9U0S2 NHOrdN

31v4INS IANIWVLONd
NOILJ3MNI ¢371GVLJ3CNI

(89T~ 39vd) 3LVAINS INIWVIOdd

§8. 3INNC - $8. 1SNANV / 0T UIQNN INIWIATdANS IAILVINWND / LSIT 1INA0Ud 9Nia

gle



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)

SECOBARBITAL SODIUM (PAGE 3-174)
CAPSULE; ORAL
SECOBA A

AA O DRUMMER/PHOENIX 10046

AA ® VITARINE/PHOENIX 100MG

SODIUM CHLORIDE (PAGE 3-176)

INJECTABLE; INJECTION
ACTERIOSTATIC SODIUM CHLORIDE 0.97
ABBOTT LABORATORIES 9MG/ML
INVENEX LABS/LIFE SMG/MLR
SMG/MLR

CHLORIDE PLASTIC CONTAIN

AM MCGAW/AM HOSP Q00MG6/100ML
INVENEX LABS/LIFE QME/MLK

BE & BEE

SLUSH; IRRIGATION

SODIUM CHLORIDE 0.97Z IN STERILE PLASTIC CONTAINER

TRAVENOL LABS 900M5/100MLX
SOOIUM TODIDE, I-131 (PAGE 3-178)
SOLUTION; ORAL
SODIUM IODIDE I vass
>DLr > /SYNM Irh‘;/ 118, 9eX =B8R ML/
>_ADD > 50MCI/ML
SODIUM LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES SMEQ/MLM
SOOIUM NITROPRUSSIDE (PAGE 3-178)
INJECTABLE; INJECTION
PRUSSIDE
AP LYPHOMED 50MG/VIALX
SOOIUM_POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORAL, RECTAL
KAYEXALATE
AA BREON LABS/STERLING 453.66M/BOT

D POLYSTYRENE SULFONATE
AA BAY LABORATORIES 453.66GM/BOTX

Google

SODIUM CHLORIDE 0.9% IN PLASTIC CONTATNER

N 85898
N 86273

AINER

N 18800
N 88909
N 88911

IN'17464/

N 17464
N 88912

N 19319

L7318/
N 17315

N 18947

N 70031

N 11287
N 88786

>_ADD > AB

>_ADD > AP

SUSPENSION; ORAL, RECTAL
0DIUM PO ON

AA BAY LABORATORIES 156M/60MLX N 88717
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYN XTI 10Z
AP ABBOTT LABORATORIES 107X N 18969
LIPOSYN IIT 207
AP ABBOTT LABORATORIES 202x N 18970
SPIRONOLACTONE (PAGE 3-180)
TABLET; ORAL
ONOLA
9 PUREPAC/KALIPHARMA  25MG N 88053
SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)
INJECTABLE; INJECTION
ANECTINE
® BURROUGHS WELLCOME N 08453
/ %WW INA828Y/
1% INasied)
SULFABENZAMIDE; SULFACEVAMIDE; SULFATHIAZOLE (PAGE 3-181)
TABLET; VAGINAL
SULTRIN
AT  ORTHO PHARMACEUTICAL 184MG;143.75M63172.5M6 N 0579%
PLE SU|
AT E FOUGERAZALTANA  184MG;143.75MG;172.5MGN N 88463
AT PHARMADERM/ALTANA 184MG3143.75MG5 172, SMGR N 88462
SULFACETAMIDE SODIUM (PAGE 3-181)
SOLUTION/DROPS; OPHTHALMIC
SULFACETAMIDE SODIUM
PHARMAFAIR % N.M%7
181 (AR Vi, IN"&334%/
AT mmmnm 107m N 87949
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.JETRACYCLINE HYDROCHLORIDE (PAGE 3-188)

CAPSULE; ORAL
BRISTACYCLINE

/48/ ~ BRISTOL LABS/B-M  /dddvd IN'é8211/
JETRACYCLINE HCL

AB SUPERPHARM 250M6X N 62540

AB 500MGxR N 62540
THEOPHYLLINE (PAGE 3-190)

CAPSULE; ORAL
SOMOPHYLLIN-T

BP  FISONS 100M6X N 87155

BP 200MGN N 87155

250MGK N 87155

CAPSULE, CONTROLLED RELEASE; ORAL
ELIXOPHYLLIN SR

BC BERLEX/SCHERING 125M6n N 86826

BC 250M6xn N 86826
SLO-BID

BC WILLIAM H RORER 50M6x N 88269

BC lo0MGn N 87892

BC 200M6x N 87893

BC 300MGx N 87894
SLO-PHYLLIN

BC WILLIAM H RORER 125M6 N 85203
SOMOPHYLLIN-CRT

BC FISONS 50MGX N 87763

BC 200MGX N 88382

BC 300M6x N 88383
THEO-24

BC SEARLE/SEARLE PHARMS 200M6 N 87943

BC 300M6 N 87944
THEOBID

BC GLAXO0 260MGx N 85983
THEOBID JR.

BC GLAXO 130M6x N 87854
THEOCLEAR L.A.-130

BC CENTRAL PHARMS 130M6 N 86569
THEOPHYL-SR

BC MCNEIL PHARM 125M6x N 86480

BC 250M6x N 866471
THEOPHYLLINE

BC CENTRAL PHARMS 125M6x N 88654

BC 250M6x N 88689
THEOVENT

BC SCHERING 125M6x N 87010

BC 250MGx N 87910

TABLET, CONTROLLED RELEASE; ORAL

THEOCHRON

BC FOREST LABORATORIES 100MGX N 88320

BC 200MGx N 88321

Google

THEOPHYLLINE (PAGE 3-190)
TABLET, CONTROLLED RELEASE; ORAL

THEOPHYLLINE
BC ~ FOREST LABORATORIES 100MGX
BC 200MGx
AB 300M6N
THIORIDAZ, ROCH (PAGE 3-192)

TABLET; ORAL
JHIORIDAZINE HOL
AB BARR LABORATORIES  150MGM
AB 200MGN
AB BIOCRAFT LABS lomMex
AB 100MGH
B CORD LABORATORIES  100MGK
AB DANBURY PHARMACAL  150MGR
AB 200MEN
AB ROXANE LABORATORIES 100MGM

TOBRAMYCIN (PAGE 3-194)
SOLUTION/DROPS; OPHTHALMIC

TOBREX
ALCON LABORATORIES 0.37Zx

TOCAINIDEvHYDROCHLORIQE (PAGE 3-194)
TABLET; ORAL

TONOCARD
MS&D/MERCK 400MGN
600MGR
TOLAZAMIDE (PAGE 3-194)
TABLET; ORAL
TOLAZAMNIDE
AB ZENITH LABORATORIES 100MGH
AB 250MGx
AB 500MGK
TOLINAS
AB UPJOHN 100MG
AB 250M6
AB 500MG

JOLAZOLINE HYDROCHLORIDE (PAGE 3-194)

INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIGY 25M6/MLe

ZZZZTZZZZ

ZZTZ ZZ2Z

88503
88504
88505

88737
88738
88493
88456
88135
88869
88872
89048

62535

18257
18257

1889
18894
1889%

15500

15500
15500

06403
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

VERAPAMIL, HYDROCHLORIDE (PAGE 3-202)

TABLET; ORAL
CALAN
AB SEARLE/SEARLE PHARMS 80MGM
AB 120MGx
P
AB  KNOLL PHARMACEUTICAL 80MG
AB

120M6

VINCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION

Vet LAy [
HHER TRHEA)
ELI LILLY 1IMG/ML

WARFARIN SODIUM (PAGE 3-203)

TABLET; ORAL
WARFARTN SODTIUM
>_ADD > AB  COLMED LABORATORIES 2MGH

WATER _FOR_INJECTION, STERILE (PAGE 3-204)
LIQUID; N/A

TERILE WATER FOR INJECTY AS
AP TRAVENOL LABS 100%

STERILE WATER TN PLASTIC CONTAINER
188/ " [IRAVENSL LABS/ /18877

Google

N 18817
N 18817

N 18593
N 18593

N 88719

N 18632

IN18632/
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DESI PENDING LIST - ‘EXEMPT'
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

DIPYRIDAMOLE (PAGE AD&)

TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25M6
50MG
75M6
PHARM BASICS 50MG
SIDMAK LABORATORIES 25MG
50M6
75MG

/1ddsontne ‘'diNItRATE/ (PAGE AD5)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)
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NITROGLYCERIN (PAGE AD7)
JEAPSOLE,. CONTROLLED. RELEASES, ORAL/

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

JTRBLET,. CONYROVVES, 'REXEASE S, ORAL/

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

PENTAERYTHRITOL TETRANITRATE (PAGE ADS8)

CAPSULE, CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE

® VITARINE/PHOENIX 80M6
] 80MG
9 80MG

Google

N 88945
N 88800
N 87432
N 88822
N 88683
N 88684
N 88685

IN'87564/

IN'87545/

IN'88428/

N 86305
N 87529
N 87531

(COURT ORDER) CATEGORY
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

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

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

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

2) the mvvdﬂomn*oz number and approval date for each drug vwoa:oﬂ
approved from January 1, 1982; and

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

The Approved Prescription Drug Products with Therapeutic Equivalence
m<m~=mmﬂo=m. ition, P) and its monthly supplements will be used to
satisfy this new requirement.

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

(1) A new drug application approved between January 1, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years

from the date of the approval of the original appTication.
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DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-1V 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)
| NEW INDICATION (SEE REFERENCE, BELOW)

REFERENCES

NEW DOSING SCHEDULE

ONCE A DAY APPLICATION

ONCE DAILY DOSING

SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE

TEN DAYS/ELEVEN DAYS DOSING SCHEDULE

SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING

INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE I[N ADULTS

NARCOTIC OVERDOSE IN CHILDREN

POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
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ACETAMINOPHEN; ASPIRIN;
BUTALBITAL ;

CAPSULE OR TABLET; ORAL
160=-165MG; 160~165MG; 50MG

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

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL ; CAFFEINE

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

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

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

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

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE

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

650MG; 50MG; 40MG

Google

TABLE I. F_DRUG PROD
AVAILABILITY QNLY IF PRODUCT FAIL

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; S0MG

650; S0MG

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; S50MG; 40MG;

650MG; S50MG; 40MG;

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

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODE INE PHOSPHATE

TABLET; ORAL

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

ASPIRIN; CARISOPRODOL
TABLET; ORAL
325MG; 200MG

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

TRATE IN VI

ACHIEVE ADEQUATE DISSOLUTION

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG

CHLOROTHIAZ IDE
TABLET; ORAL
250MG

ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL

0.4MG; 200MG

0.4MG; 400MG

HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL

10MG

25MG

50MG

100MG
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TABLE II. OTC DRUG PRODUCTS HHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETIN

ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-401
120MG (SUPPOSITORY; RECTAL) 11-07-68
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES ' 17-756
650MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756
120MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
120MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
650MG (SUPPOSITORY; RECTAL) 04-22-80
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
120MG (SUPPQSITORY; RECTAL) 09-12-83
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
80MG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
8MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
12MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 04-02-84
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG
II-1

Google



98-v2-60
SN

V0 "3 1Y "dX3
MINGATO O INALVG

08-v0-20
660-81

v8-v1-G0
966-81

8L-81-0L
8€9-L0

8L-81-0L
8€9-L0

8L-11-S0
69€-L1

8L-11-G0
69€-L1

18-£2-80
€2v-81

9L-L1-60
89L-L1

v8-ve-2l
eL-6l

v8-ve-2l
G2L-61

08-€2-S0
00€-81

8L-81-2L
6v0-81

V0 TAQ¥ddY
"ON YO

¢-11

INS/SIWVE 3 AIINIW

ONIYIHIS
INIYIHIS
INIYIHIS

ANS/SIWVYE B ATINIW

ANS/SIWVC 3 AIINIW
SVITY3IWY 121
SVITYIWY 121
SAVT WNIYLLX
SAV1 WNIYLLX
SVIIY¥3WY IJ1

SVIIY¥3WY 121

I INVOTTda¥

(V40 3Sv3I1Y
G377041N0D 31NSdVI)
JVINOD

(Ivd0 :3Sv3ITN
@377041NOD “13178V1)
NIZVW3a

(VY40 :3SV3ITN
G317041N0D ‘1378V1)
NOL3IWIY1-YO0THI

(V40 *3SvI1Y
0377044N0D “1378V1)
NOL3WIYL-Y0THD

(V40 :3SvV3IT1
037704LNOD “3TNSdVI)
NI¥@T3L

(V0 :3SV3I 1Y
03770¥1N0D “3INSdVI)
NI¥013L

(Iv21d0Ll -39NOdS)
SN31JI891H

(1v31d01 *NOILNTOS)
SN3T1JI8IH

(Iv21d0L :70S0¥3V)
INIQIX3

(Iv2140L -NOILNT0S)
3INIOIX3

(1v21d01 NOILNT0S)
1VISISIH

(V21401 *3ANLINIL)
3INVLIQIH

100 +HA04 39500
NN J0WL

9WSL -9W8

30T¥0THIONAAH
INIWVIONYdO¥d TAN3Hd
$31VITVW INIWVYINIHJYOTHD

9WSZ ‘OWp
30IY0THIONAAH

INIWVIONVdOdd TANIHd
*3LVITVW INIWVIINIHNOTHD

9IWZlL
31VITVW INIWVYINIHYO0THD

9W8
J1V3TVW INIWVYINIHJYOTHI

IWelL
J1VITVW INIWVYINIHJYOTHD

IW8
J1VITVW INIWVYINIHAYO0THI
yi4
31VNOINT9 3NIGIX3IHYOTHD
¥i4
3J1YNOJNT9 3INIAIX3HYOTHI
w
JLVNOONTY INIAIXIHAIOTHI
L34
31VYNOONT9 3INIAIX3HYOTHI

%570
3J1VNOJNTO9 3INIAIX3HYO0THI

%5°0
3J1YNOINTO INIAIXIHIOTHI

HLONZYL
(STINTTG3YONT IATLIY

ONTLIVEWH 30 NOTTTONGD V SV SNOTIVAT1ddv (3A0%ddV JUTN03Y ATINI0eN) MOIAA SLONG0Wd A0 10 11 J18V1

Google



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



98-r2-60
SN

98-v2-60
SN

98-v2-60

JON

98-12-60
01y

98-v2-60
0Ly

98-t2-60
0Ly

98-v2-60
40N

ALV0 "dX
ALTAISATX3

£6-60-60
8LLIZLY

16-60-60
8LLLZZY

V0 "dX3
"IN IN3LVd

LL-80-20
626-L1

v8-81L-S0
210-61

v8-81-50
686-81

8-90-01
990-81
S8-L1-90
L0-61

18-£0-80
v15-90

28-80-01
869-81

28-€1-60
€8v-€l

28-€1-60
€8v-€l

09-€0-90
v6e-2l

v8-v0-10
050-81

V0 TVADYddY
R

=11

OAON-88INdS
ONI¥NLIVINNYW NHOCAN
OHWY/SEYT TIVHILIHM

43Z13d

T=M/SIAVA-3INYVd

T-M/SIAVE-INYVd

WYVHd LTVMNN3d

INIYIHIS

INIYIHIS

INIYIHIS

WYVHd 1TVMNN3d

NN INYITddY

(NOILJ3CNI :3718V1D3CNI)
NITNSNI 3IINITIW3S

(Ivd0 ‘1318V1)
NI¥dNN

(vy0 ‘1318V1)
TIAQY

(w30 :1318vV1)
WOSINN

(V40 *NOILN10S)
NITAN3E

(V40 *dNAAS)
NITAN3g

(V0 :3SV3I13Y
0377041NOD “NOISNIJSNS)
WAS13a

(w0 ‘3SvIT1
03770¥1N0D ‘1378VL)
T0¥Hd0SIa

(V40 *3SvV3I13Y

0377044N0D ‘1378V1)
IVY0XI¥a

(Iv40 ‘13178v1)
T0¥Hd0SIa

(VY0 - dNYAS)
WASY0D

J1N0Y -Wd04 39¥S00
VN J0WL

IW/SLINN OF
4338
*INVHIOSI ‘NOISNIdSNS NITNSNI

9W002
N340¥dngI

9W002
N3303dN891

9NS2
31VNIJONS 3INIWVIAXOQ

TWS/IWOE  TWS/INS 2L
30I¥0THIOYGAH 3INIYA3IHA30AN3Sd
$3QTY0THIOYAAH INIWVYGAHNIHAIO

THS/IWS " 2L
3JAIY0THIOYAAH INIWVIAAHNIHJLIA

TNG/¥8H 9W0E 03
X37dWO0D NISI¥ NVHIYOHLIWOY1X3IQ

9WOZL -9W9
31v4INS 3INIYG3IHA300N3Sd
$31VITVW INIWVYINIHAWONEXIA

9WO0ZL “9W9
31v4INS 3NIY¥A3IHA300N3Sd
$31VITIVW INIWVHIINIHIWOYEX3A

9W09 9WZ
31v4INS 3INIYA3IHII0ANISd
$31VITIVW INIWVIINIHdWONEX3IA

TWS/TIDH 9WS " LE 03
$IWNS/ILYITIVH 9WY O3

X3YI1SIT0d 3INIWVIONVAOdd TANIH
$XINUILSIT0d INIWVIINIHIYOTHD

HIN3L
(STINITORONT ATV

ONTIINEWN 30 NOTLTONO] ¥ SV SNOTIVOT1ddV Q3A08daV 39IN038 ATIN3qen) AOTHR SLINGOEd M0 0 11 316V

Google



ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN SUSPENSION, ISOPHANE,
BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML

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

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

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML

"~ INSULIN SUSPENSION, PROTAMINE

ZINC, MIXED BEEF AND PORK;
40 UNITS/ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

SEMILENTE INSULIN
(INJECTABLE; INJECTION)

HUMULIN N
(INJECTABLE; INJECTION)

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

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

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)

PROTAMINE, ZINC & ILETIN I

(BEEF-PORK)
(INJECTABLE; INJECTION)

-
TABLE II. (OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

APPLICANT NAME

SQUIBB-NOVO

ELT LILLY

LILLY RES LABS DIV

LILLY RES LABS DIV

ELI LILLY

NORDISK

ELI LILLY

SQUIBB-NOVO

NORDISK

ELI LILLY

NDA NO.
APPROVAL DATE

EXCLUSIVITY
EXP. DATE

PATENT NO.
EXP. DATE

17-929
02-08-77

18-781
10-28-82

17-936
02-08-77

17-936
02-08-77

18-479
06-12-80

18-194
01-16-80

18-345
12-05-79

18-623
07-30-81

18-195
01-16-80

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

INSULIN ZINC SUSPENSION, PROMPT,

PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

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

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURTFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED 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

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

SEMILENTE
(INJECTABLE; INJECTION)

LENTE ILETIN II
(INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)

LENTE :
(INJECTABLE; INJECTION)

NOVOLIN R
(INJECTABLE; INJECTION)

HUMULIN R
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE; INJECTION)

INSULIN NORDISK QUICK
(PORK)
(INJECTABLE ; INJECTION)

TABLE II. (QTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

APPLICANT NAME

SQUIBB-NOVO
ELT LILLY
SQUIBB-NOVO
ELT LILLY
SQUIBB—NOVO
SQUIBB-NOVO

ELT LILLY
SQUIBB-NOVO
SQUIBB-NOVO
ELT LILLY

NORDISK INSULIN LABS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

18-382
03-17-80

18-477
06-12-80

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80
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TABLE IT. 0OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETING

ACTIVE INGREDIENT
STRENGTH(S)

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; 1.25MG/SML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5SML; 1.25MG/5SML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; 1.25MG/SML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
120MG; 5MG

PSEUDOEPHEDRINE SULFATE
120MG

Google

TRADE NAME
(DOSAGE FQRM: ROUTE)

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-SUDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL

AND PSEUDOEPHEDRINE HCL

(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL)

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

TRIPOSED
(SYRUP; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

HALSEY DRUG

BURROUGHS WELLCOME

SCHERING

NDA ND. PATENT NO.

APPROVAL DATE EXP. DATE

88-116
03-04-83

85-024
01-10-84

88-112
01-20-83

88-115
03-04-83

88-213
03-30-84

88-118
01-26-84

88-192
05-01-84

88-318
01-13-84

88-213
05-01-84

18-996
06-17-85

18-191
10-30-80

EXCLUSTVITY
EXP. DATE

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE TT1. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

ACT N T TRADE NAME APPLICANT NAME NDA NO.
TREN {DOSAGE FORM: ROUTE) APPROVAL DATE
ANTICOAGULANT CITRATE DEXTROSE NONE CUTTER BIOL/MILES 10-102
SOLUTION USP (INJECTABLE; INJECTION) 12-14-61
ANTICOAGULANT CITRATE DEXTROSE NONE DELMED ’ 11-912
SOLUTION USP (INJECTABLE; INJECTION) 9-2-59
ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOL LABS 10-855
SOLUTION USP (INJECTABLE; INJECTION) 06-11-59
ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOL LABS 16-918
SOLUTION USP (INJECTABLE; INJECTION) 3-17-78
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-77
PHOSPHATE DEXTROSE ADENINE-1 (INJECTABLE; INJECTION) 11-6-80
SOLUTION
‘ANTICOAGULANT CITRATE PHOSPHATE NONE DELMED 78-519
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 4-23-80
ANTICOAGULANT CITRATE PHOSPHATE NONE TERUMO AMERICA 82-528
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 11-3-82
ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL LABS 77-420
DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 5-12-78
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 16-527
PHOSPHATE DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-22-70
ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-222
PHOSPHATE DEXTROSE SOLUTION (INJECTABLE; INJECTION) 8-23-82
usp
ANTICOAGULANT CITRATE PHOSPHATE NONE DELMED 16-907
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 5-15-73
ANTICOAGULANT CITRATE PHOSPHATE NONE ) TERUMO AMERICA 78-1211
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-10-81
ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL LABS 17-401
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 12-6-77
ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL LABS 81-1012
DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-28-83
III-1

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-

ACTIVE INGREDIENT
STRENGTH(S)

ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG; EQ 25MG BASE

ACETIC ACID, GLACIAL
250MG/ 100ML
ACETOHYDROXAMIC ACID
250MG

ACYCLOVIR
5%

ACYCLOVIR
200MG

ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL

ALBUTEROL
0.09MG/INH

ALBUTEROL
0.09MG/INH

Google

TRADE NAME
DOSAGE FORM: ROUTE

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)

AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME

SCHERING

GLAXO

IvV-1

NDA NO.
APPROVAL DATE

PATENT NO.
EXP. DATE

18-917
12-28-84

18-917
12-28-84

18-458
09-23-82

18-523
02-19-82
18-749
05-31-83

18-604
03-29-82

18-828
01-25-85

18-603
10-22-82

17-559
05-01-81

18-473
05-01-81

3726919
04-10-90
3857952
12-31-91

3726919
04-10-90
3857952
12-31-91

4105659
08-08-95

4199574
04-22-97

4199574
04-22-97

4199574
04-22-97

3644353
02-22-89
3705233
12-05-89

3644353
02-22-89
3705233
12-05-89

EXCLUSIVITY
EXP. DATE

NCE
12-28-89

NCE
12-28-89

NC
09-24-86

NCE
05-31-93

NCE
03-29-92

NCE
03-29-92

NCE
03-29-92

1-22
09-24-86
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ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25MG

ALPRAZOLAM
0.5MG

ALPRAZOLAM
MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

AMILORIDE HYDROCHLORIDE;

HYDROCHLOROTHIAZIDE
5MG; S0MG

AMINO ACIDS
6.9%

Google

TRADE NAME
DOSAGE FORM: ROUTE

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%

(INJECTABLE; INJECTION)

APPLICANT NAME

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL

UPJOHN
UPJOHN
UPJOHN

LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN

MS&D/MERCK

AM MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

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

TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

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

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

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

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

EXCLUSTVITY
EXP. DATE

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMITRIPTYLINE HYDROCHLORIDE
10MG : .

AMITRIPTYLINE HYDROCHLORIDE
25MG

AMITRIPTYLINE HYDROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
10MG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; SMG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; 10MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
10MG; 4MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL

(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET; ORAL)

Iv-7

APPLICANT NAME

MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA NO.
APPROVAL DATE

12-703
04-07-61

12-703
07-05-74

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76

112-703

09-17-76

12-704
04-1.1-61

16-949
12-23-77

16-949
12-23-77

14-713
12-30-65

PATENT NO.

EXP. DATE -

EXCLUSIVITY
EXP. DATE

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4316897
02-23-99

4316897
02-23-99

3428735
02-18-86
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TABLE IV. NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE
0.6MG/5ML

BETAMETHASONE
0.2%

BETAMETHASONE ACETATE;
BETAMETHASONE SODIUM PHOSPHATE
3MG/ML; EQ 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
£Q 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE. DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
£Q- 0.1% BASE

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

CELESTONE
(SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)

DIPROLENE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

DIPROSONE
(OINTMENT; TOPICAL)

DIPROSONE
(LOTION; TOPICAL)

DIPROSONE
(AEROSOL; TOPICAL)

Iv-13

APPLICANT NAME

SCHERING
SCHERING

SCHERING

SCHERING
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK~GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

SCHERING

NDA_NO.
APPROVAL DATE

14-215
04-18-64

14-762
04-10-64

14-602
03-03-65
18-741
07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

17-536
01-29-75

17-691
04-15-76

17-781
02-01-77

17-829
05-24-77

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT N0, EXCLUSIVITY
EXP, DATE  EXP. DATE

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

D-1
09-24-86

D-1
09-24-86

D-1
09-24-86

D-1
09-24-86
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TABLE IV, NDA'S APPROVED FROM 1-1-§2 T0 6-3

ACTIVE INGREDIENT(S)
STRENGTH(S)

CAPTOPRIL
25MG

CAPTOPRIL
50MG

CAPTOPRIL
100MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 25MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
S0MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
50MG; 25MG

CARBAMAZEPINE
200MG

CARBAMAZEPINE
100MG

Google

TRADE NAME
DOSAGE FQRM: ROUTE

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOZIDE
(TABLET;

CAPOZIDE
(TABLET;

CAPOZIDE
(TABLET;

CAPOZIDE
(TABLET;

TEGRETOL
(TABLET;

TEGRETOL
(TABLET,

ORAL)
ORAL)

ORAL)

25/15
ORAL)

25/25
ORAL)

50/15
ORAL)

50/25
ORAL)

ORAL)

CHEWABLE; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-23

APPLICANT NAME

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

NDA NO.
APPROVAL DATE

18-343
04-06-81

18-343
04-06-81

18-343
04-06-81

18-709
10-12-84

18-709
10-12-84

18-709
10-12-84

18-709
10-12-84

16-608
03-11-68

18-281
12-14-81

PATENT NO.
EXP. DATE

4105776
08-08-95

4105776
08-08-95

4105776
08-08-95

4105776
08-08-95
4217347
08-12-97

4105776
08-08-95
4217347
08-12-97

4105776
08-08-95
4217347
08-12-97

4105776
08-08-95
4217347
08-12-97

4409212
10-11-00

4409212
10-11-00

EXCLUSIVITY
EXP. DATE

1-20
09-24-86
D-7
10-12-87

1-20
09-24-86
D-7
10-12-87

1-20
09-24-86
D-7-
10-12-87

NC
10-12-87

NC
10-12-87

NC
10-12-87

NC
10-12-87
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ACTIVE INGREDIENT(S)
STRENGTH(S

CHENODIOL
250MG

CHLORDIAZEPOXIDE
25MG

CHLORDIAZEPOXIDE
5MG

CHLORDIAZEPOXIDE
10MG

CHLORDIAZEPOXIDE

30MG
CHLORDIAZEPOXIDE HYDROCHLORIDE
- 5MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
10MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
25MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
100MG/AMP

CHLORDIAZEPOXIDE HYDROCHLORIDE;
CLIDINIUM BROMIDE
SMG; 2.5MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG; 0.2MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG; 0.4MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
10MG; 0.4MG

Google

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)

Iv-25

APPLICANT NA

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS
HOFFMANN-LA ROCHE

HOF FMANN-LA ROCHE

HOFFMANN-LA ROCHE
HOF FMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA NO.
APPROVAL DATE

18-513
07-28-83

13-071
10-31-66

13-071
10-31-66

13-071
10-31-66

17-813
09-12-83
12-249
02-24-60

12-249
02-24-60

12-249
02-24-60

12-301
07-21-61

12-750
05-02-61
14-740
10-27-69

14-740
10-27-69

14-740
10-27-69

MMW.W@WWWWM%&WHHHM@SWHMMWHMMMHMWWMwmm

PATENT NO.
EXP. DATE

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99
4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99
4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

EXCLUSTVITY
EXP. DAT

NCE
07-28-93

NDF
09-24-86
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ACTIVE INGREDIENT(S)
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

Google

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

TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND_vNDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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

LUSTVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM.1-1-82 TO 6-

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTRIMAZOLE
1%

CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
10MG/SML; 5MG/SML; 6.25MG/SML

CODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
10MG/5SML; 6.25MG/SML

CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
10MG/SML; 30MG/5SML; 1.25MG/SML

COLESTIPOL HYDROCHLORIDE
SGM/PACKET

COLESTIPOL HYDROCHLORIDE
500GM/BOT

COPPER
89MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC W/ CODEINE
(SYRUP; ORAL)

PHENERGAN W/ CODEINE
(SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID ,
(GRANULE; ORAL)

Cu-7
(INTRAUTERINE DEVICE;
INTRAUTERINE)

AND NDA'S WITH APPROPRIATE PATENT AND EX

Iv-31

APPLICANT NAME

SCHERING

WYETH LABS/AMHO

WYETH LABS/AMHO

BURROUGHS WELLCOME

UPJOHN

UPJOHN

SEARLE PHARMS

NDA 0.
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

IVITY INFORMATI

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

EXCLUSTVITY
EXP, DATE

1-24
09-24-86

1-24
09-24-86



£(8-€0-01
40N

98-12-60
40N

98-v2-60
22-1

p6-11-01
829€S0v
€6-L1-80
9EGSL6E
58-1€-2l
8LS61HE
68-22-80
€E0LLLE
68-2¢-80
ZLv989¢

r6-L1-0L
829€S0Y
€6-L1-80
9ESSL6E
S8-1€-2L
8LS61LYE
68-22-80
€E0LLLE
68-22-80
21¥989¢

€6-81-S0
G964S6€
$8-1E-¢l
8LS61pE
68-22-80
€E0LLLE
68-22-80
21989¢

26-62-10
66£8234
18-10-21
80E£08E
16-80~10
198€8LE
¥6-60-80
LLYOYOY
88-91-20
SE2E9SE

EITINTE!
ALTAISAX

v8-€0-01
SSL-8L

£€8-81-€0
90¢-81

€4-02-90
066-91

6L-91-80
502-81

V0 IG  3IN0 IVAQAAY

"ON IN31Yd

NOTIWWOINT ALTATSATOX3 ONV IN3LVd 3IVTNdO0NddY HIIR SN ONV SB-0€-9 OL 26-1-T W GANAQY SN °

Google

"ON YN

SNOSIJ

SNOSTI4

SNOST4

SWiVHd 3T73V3S

N INYOTddY

2E-A1

(JIWIVHLIHJO NOILNT0S)
WO¥IILdO

(IYSYN :NOILNTOS)
WOY¥ITVSYN

(NOILVIVHNI :3InSdvD)
"~ WVINI

(3INTYILNVYINI
*3DIA30 INIYILNVILINI)
1-WN1vl

JIN0Y +W§0439¥500
I 3L

w
WNIA0S NATOWOY¥D

L4
WNIA0S NATOWO¥D

9W0Z
WNIGOS NATOWOYD

9W021
43dd0)

(STHINRILS
INJIQIONT JATLIY

N T18V1



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



v8-€1-L0
222-61

¥8-61-60
€26-81

28-€2-¢€0
r95-81

28-€2-€0
€95-81

28-€2-€0
295-81

28-€2-€0

19S5-81

06-v2-v0 28-22-60
89562LE 566-L1

06-v2-v0 8L-L2-V0
89G62L€ G566-L1

$8-92-10
SPE-61

58-G2-10
9reE-61

G I
I 3 CON IN3LY

3L¥0 TVAOYddY

"N YON

oo

S$31301vy08v1 L1088V

S$3I¥01Vy08V1 11098V

S31301vy08YT1 11088V

S$31¥01vy08v1 11088

S31301vy08vY71 11089V

S3I1¥01vy08VT 11098V

dSOH WY/MVIIW WY

dSOH WY/MY9IW WY

S$3I1¥01vy08v1 11098Y

$31¥01vy08v1 11088V

JWWN INYOTddV

9€fAI,

NOTIYWIONT ALTATSTTOXS ONY' IN3LVd IIVING0¥ddY HIIW S\VON ONV SG=0-9 O B-1-T W0dJ (3AD¥daY S VN

Google

(NOILJ3CNI :3718V1J3ICNI)
YINIVINOD
JILSVId NI %S 3S0¥1X30

(NOILJ3CNI :378V1J3CNI)
YINIVINOD
JI1SV1d NI %S°8€ 3S0¥iX30

(NOILI3CNI :3718V1J3CNI)
YINIVINOD
JI1SVId NI %02 3S0¥1X3a

(NOILJ3CNI. 2318V1I3CNI)
YINIVINOD
JI1SV1d NI %0S 3S0¥1X3a

(NOILJ3CNI °378V1J3ICNI)
Y3INIVINOD
JI1SV1d NI %0v 3S0¥1X30

fNOIlJHCNI £318V1J3CNI)
“Y3INIVINOD
JI1SVId NI %0, 3S0¥1X30

(NOILI3CNI :378VIJ3CNI)
%09 350¥1X30

(NOTLD3CNI $378Y1I3CNI)
¥INIVINOD
JLISY1d NI %09 3S0¥1X3Q

- (NOILJ3CNI $378V1J3CNI)
YINIVINOD JILSVId NI
%0€ 3S0¥1X30

(NOILJ3CNI £3718V1J3CNI)
¥INIVINOD JILSVId NI
%09 3S0¥1X3d

JL00Y +WH04_39¥S00
NN J0VL

TW/9IW0S
3S0¥1X30

TWO0L/WIS" 8E
3503¥1x30

W00 1L /W902
3S0¥1X3a

TWO00L/WO0S
3S0Y1X30
WOOL/WO0Y
350¥1X30
W00 L/WI0L
35041X30
W00 /W909
350¥1X30

TWO0L/W909
35081X30

THOO0L/WI0E
3S0¥1x30

THOO0L /W09
35031%30

(STHIONRLS
(STINITORINT JATLTV

AL 316Vl



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



58-0€-10
L16-81

$8-L2-¢0
6£€-61

S8-0€-10
L16-8L

58-62-€0
pEL-61

58-12-€0
6£€-61

58-L2-€0
6E€-61

G8-0€-10
L16-81

IO IVCIE 3V TVAQddY

NINSTOR 0N I3[V

NOTIWEOINT ALTATSTONT ONY INAIYd IIVTHd08ddY HLIK S YON ONV G8-0E=9 0L 28-[-T WOHJ C3A0¥GaY S VW

Google

“ON VN

S$3IY01Vy08VT 11088V

S31Y01Vy08YT 11088V

S3TY01VY08VT 11098V

dSOH WY/MVOIW WY

S3I¥01Vy08YT L1088V

S3I301vy08v1 L1089V

S31¥01vy09vY 11089Y

NN INVOTddV

8E-AI

(NOILI3ICNI -3718VLJ3CNI)
%S 3S0Y¥1X30 NI

S1INN 000°S2
WNIQOS NIY¥Vd3IH

(NOILJ3CNI “318VLID3CNI)
Y3INIVINOD JII1SY1d NI
%S 3S041X30 NI
SLINN 000°0l

WNIQ0S NIY¥Vd3IH

(NOILJ3CNI :318VLD3CNI)

%S 3S0¥1X30 NI
SL1INN 000°0L
WNIQOS NIY¥Vd3H

(NOILJ3CNI -378V1J3CNI)
Y3INIVINOD JIiSVId NI
%S 3S0Y¥1X30 NI
SL1INN 000S¢
WNIA0S NIYVd3IH

(NOILJ3CNI -318VLI3CNI)
Y3INIVINOD JIL1SVId NI
%S 3S041X30 NI
SLINN 000°S2
WNIQ0S NI¥YVd3IH

(NOILI3CNI -3718VIJ3CNI)
Y3INIVINOD JI1SVId NI
%S 3S0¥1X30 NI
SLINN 00S°2t

WNIG0S NIYVd3IH

(NOILJD3CNI :318V1J3CNI)
%S 3S041X30 NI
SLINN 00S°2L

WNIQ0S NIYVd3H

J1N0Y +HY04 J9V500
NN 3L

TWOOL/SLINN 000°0L :WO0L/WOS
WNIA0S NIY¥Vd3IH :3S0¥1X3a

TWOOL/SLINN 000°0L :TWOOL/WIS
WNIA0S NI¥VdIH :3S0¥1X3A

TWO0L/SLINN 000°0L :IWOOL/WOS
WNI00S NIY¥VdIH :3S0¥1X3A

TWO0L/SLINN 000°S - TWOOL/WIS
WNIQ0S NI¥VdIH :3S0¥LX3d

TWOO0L/SLINN 000°S - TWOO0L/WIS
WNIQ0S NI¥VAIH :3S0Y1X30

TWO0L/SLINN 000°'S :TWOOL/WIS
WNIGOS NI¥VA3IH :3IS0¥IX3a

TWOOL/SLINN 000°S :TWOOL/WOS
WNIQO0S NI¥VAIH :3S0¥1X30

HLINIYLS
(STINATOIHNT IATLV

‘A 318V



TABLE V. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; HEPARIN SODIUM
S5GM/100ML; 10,000 UNITS/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/T00ML; 800MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
S5GM/100ML; 200MG/100ML

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML

DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML; 31MG/100M®;
130MG/100ML; 26MG/100ML ;
320MG/100ML

Google

TRADE NAME
(DQSAGE FQRM: 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%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ISOLYTE P W/

DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOiT LABORATORIES
TRAVENOL LABS

AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA 0. PATENT NO.
APPROVAL DATE  EXP. 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
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT
STRENGTH

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 300MG/100ML; 900MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

POTASSIUM CHLORIDE

SMEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

T10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

30MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

40MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-4i

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

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

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT
STRENGTH(S)

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

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 300MG/100ML; 330MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

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

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

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

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1v-43

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

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

PATENT NO.
EXP, DATE

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)

DICYCLOMINE HYDROCHLORIDE
10MG/ML

DICYCLOMINE HYBROCHLORIDE
10MG/5SML '

DIFLORASONE DIACETATE
0.05% - :

DIFLORASONE DIACETATE
0.05% .

DIFLUNISAL
250M6 .

LS

DIFLUNESAL
500M6

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

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

BENTYL
(INJECTABLE; INJECTION)

BENTYL

“(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

+FLORONE

(OINTMENT; TOPICALY

DOLOBID -
(TABLET; ORAL)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
UPJOHNv
UPJOHN

MS&D/MERCK
MS&D/MERCK

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

Iv-47

NOA 0.
APPROVAL DATE

08-370
10-15-84

07-961
10-15-84

T 17-1m

09-14-77

17:994

03-01-78

18-445
04-19-82

18-445
04-19-82

18-118
07-26-82

18-118
07-26-82

18-118
09-24-84

18-118
07-26-82
18-885

11-30-84

PATENT 0.
EXP. DATE

- 3980778

09-14-93

3980778
09-14-93

3714226
08-01-89
3674870

07-04-89

3714226
08-01-89
3674870
07-04-89

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95

4451458
05-29-01
4402949
09-06-00

EXCLUSIVITY
EXP. DATE

NCE
04-19-92

NCE @& iooouns

04-19-92

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

NDF
09-24-86

NC
11-30-87
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
DIVALPROEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE
EQ 500MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86
: ORAL)
DOBUTAMINE HYDROCHLORIDE DOBUTREX ELI LILLY 17-820 3987200
EQ 250MG BASE/VIAL (INJECTABLE; INJECTION) 07-18-78 10-19-93
DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132
80MG/ML (INJECTABLE; INJECTION) 07-09-82
DOPAMINE HYDROCHLORIDE DOPAMINE ELKINS-SINN/AHROBINS 18-398
8OMG/ML (INJECTABLE INJECTION) 03-22-82
DOPAMINE HYDROCHLORIDE DOPAMINE HCL BRISTOL LABS/B-M 18-549
40MG/ML (INJECTABLE; INJECTION) 03-11-83
DOPAMINE HYDROCHLORIDE DOPAMINE ASTRA PHARM PRODS 18-656
40MG/ML - (INJECTABLE; INJECTION) 06-28-83
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 25MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 50MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 10MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 100MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 75MG BASE (CAPSULE; ORAL) 06-04-76 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 150MG BASE (CAPSULE; ORAL) 03-15-78 01-07-86
DOXEPIN HYDROCHLORIDE ADAPIN PENNWALT PHARM 16-987 3420851
EQ 10MG BASE (CAPSULE; ORAL) 01-31-72 01-07-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6~

ACTIVE INGREDTENT(S)
STRENGTH(S)

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/ML

FLURANDRENOL IDE
0.004MG/SQ CM

FLURAZEPAM HYDROCHLORIDE
15MG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
20MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

LIDEX
(SOLUTION; TOPICAL)

LIDEX
(CREAM; TOPICAL)

VASODERM
(CREAM; TOPICAL)

LIDEX
(OINTMENT; TOPICAL)

PROLIXIN DECANOATE
(INJECTABLE; INJECTION)

"PROLIXIN ENANTHATE

(INJECTABLE; INJECTION)

CORDRAN
(TAPE; TOPICAL)

DALMANE
(CAPSULE; ORAL)

DALMANE
(CAPSULE; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-55

APPLICANT NAME

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS

SYNTEX LABS/SYNTEX
ER SQUIBB AND SONS
ER SQUIBB AND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS

ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABORATORIES
SUPERPHARM
SUPERPHARM

ZENITH LABORATORIES

NDA NO.
APPROVAL DATE

18-849
04-06-84

16-908
06-30-71

19-117
06-26-84

16-909
09-22-71

16-727
06-20-72

16-110
03-15-67

16-455
07-29-69

16-721
04-07-70

16-721
04-07-70

18-369
05-14-82

18-369
05-14-82

18-370
02-10-83

18-370
06-26-84

18-413
11-30-83

PATENT NO.
EXP. DATE

3888995
07-13-88
3592930
07-13-88

4017615
04-12-94

3394131
07-23-85

3394131
07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT N).  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE P. DATE

FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753

20MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753
40MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FUROSEMIDE BARR LABORATORIES 18-790
40MG (TABLET; ORAL) 11-29-83
FUROSEMIDE : FUROSEMIDE ROXANE LABORATORIES 18-823
20MG (TABLET; ORAL) 11-10-83
FUROSEMIDE FUROSEMIDE ROXANE LABORATORIES 18-823
40MG (TABLET; ORAL) 11-10-83
FUROSEMIDE FUROSEMIDE KALAPHARM 18-868
20MG (TABLET; ORAL) : 06-28-83
FUROSEMIDE FUROSEMIDE . KALAPHARM 18-868
40MG (TABLET; ORAL) ’ 06-28-83
FUROéEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
20MG (TABLET; ORAL) 05-07-74 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
40MG (TABLET; ORAL) 07-01-66 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
80MG (TABLET; ORAL) 04-24-78 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 17-688 43247179
10MG/ML (SOLUTION; ORAL) ' 03-08-77 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-363 4324779
10MG/ML (INJECTABLE; INJECTION) 03-20-68 04-13-99
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 18-902
10MG/ML i (INJECTABLE; INJECTION) 05-22-84
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 19-036
10MG/ML (INJECTABLE; INJECTION) 08-13-84
Iv-57

Google



¥6-10-S0
N

v6=-10-S0
30N

v6-10-S0
30N

r6-80-S0
N

v6-80-50
30N

V0 "dX3
ALTAISATX

26-12-v0
196£0S€
26-12-v0
vS6L0S€E
26-12-v0
SEIYSHE
26—-12-v0
£9092v€

26-12-v0
L96£0S€
26-12-v0
¥S6£0SE
26-12-v0
SEOYSHE
26-12-v0
£9092v€

26-12-v0
196£0S€
26—-12-v0
vS6.0S€
26-12-v0
SEIYSHE
26-12-v0
£9092ve

26-12-v0
996699¢

26-12-v0
996699¢

68-1v0-L0
9EBYLIE

68-v0-L0
9€8YL9€

A1V0 "dX3
"0N IN3IVd

v8-10-S0
86v-L1

v8-10-50
86v-L1

v8-10-50
86v-L1

¥8-80-50
€8L-L1

v8-80-50
€8L-L1

18-12-¢l
28l

18-12-2l
2ev-81

A1V0 TVAQ¥daY
"ON VN

NHOCdN

NHOCdN

NHOCdN
Y43714d/91930¥
Y3714d/919304

T-M/SIAVQ-INYVd

T-M/SIAVQ-3INYVd

JWWN INYOTddV

8G-AI1

(Ivy0 <13178vV1)
ISYNOYIIN

(vy0 -1318V1)
ISYNOYIIW

(Iv¥0 -1318v1)
ISYNONIIW

(Iv¥0 f1318vl)
1041000719

(Iv¥0 ‘1318vV1)
103100n719

(V40 :37nSdvI)
a1d01

(V40 :37nSdvI)
a1d01

100 +Wa04 39500

NN 30%iL

WS
3013NGATD

ING" 2
3013N8AT9

INGZ" L
30a13N8A79

IWOL
301Z1d1719

IKWS
301214179

9IW00E
11Z0Y¥813W39

9W002
11Z0¥914W39

HLN3L
(STINITOIINT IATLV

NOTIVRG0INT ALTATSTIONS GNV INAIVd JLVI0a08ddv HLIR S:VON ONV S8-05-9 0L 281~ WOWJ G3N0ddV Sovam Al JTaV1
Go 3[@



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



98-52-20 18-v2-60
bL862VE 98L-L1
98-52-20 18-v2-60
bL862YE 9gL-LL
%-62-2L  18-51-2L 28-62-2!
30N LS6LbSE poL-81
26-62-2! 18-51-21 28-62-21
3N LS6LPSE y0L-81
26-10-60  68-52-v0 28-L0-60
3N £66859€ £85-81
26-10-60  68-52-00 28-£0-60
0N £66859€ 18581
p8-51-20
910-L1
p8-12-21
9L0-L1
56-62-80
8EVOL LY
26-08-60  £6-08-€0 28-0£-60
3N 695Lv6¢ g21-81
56-62-80
8EVOLLY
26-06-60  £6-0E-€0 28-06-60
ERY 695Lv6€ g2(-81
V0 dX3 V0 CaXd 3LY0 TYAQHddY
ALTAISMOX  "ON IN3LVd "ON VON

NOTLYWAOINT ALTAISTIOXS ONY IN3LVG 3LVTHd0YddY HLIN SiYON ONV

Google

09-AI

INIYIHIS

INIYIHIS

NHOCdN

NHOCdN

OHWY/S8VT H13AM
OHWY/S8VT HL3IAM
Sav ﬁVDOTD-HBlHVJ

SAv1 NV9019-3313V)
OHWV/S8VT 1S¥3AV

OHWV/S8VT 1SY3AV

NN INVOTTddY

(Iv40 ‘13178v1)
WYdIXVd

(Ivy0 :1378v1)
WYdIXVd

(Iv¥0 :1378v1)
T3407TAH

(Ivy0 :1378v1)
T3Y0TAH

(Ivy0 ‘1378v1)
NISN3LAM

(v¥0 :1318v1)
NISNILAM

(NOILJ3CNI -318VLIJ3CNI)
NIJOY¥10QVYNOD JINOIYOHD

(NOILI3ICNI :378VLII3CNI)
NIJOY10QVYNOD JINOINOHD

(NOILI3ICNI :378VIJ3CNI)
13412V

(NOILJ3CNI :378VIJICNI)
13819v4

JLN0Y -WY04 39V500
VN 3001

9Woy
WYd3ZVIVH

9W0Z
WYd3ZVIVH

INSZ
31v4INS 133QVYNVNYD

OWOo L
J1V4INS T3¥AVYNVN9

ISva 98 03
31V139V ZNIBYNVND

asve 9wy 03
31V13JV ZN3FVNYN9

IVIA/SLINN 000°St
JINOIYOHI ‘NIJOY¥L0QYNOD

IVIA/SLIND 000°2
JINOINOHD ‘NIJO¥10QVYNOD

IYIA/3SVE 9WS°0 03
30130 THIOYAAH NIT3J0AYNOY

IVIA/3SvE 9WZ°0 03
JQIY0THIOYOAAH NITIJOQVNOD

 TSTHIENRAS
TSTINTTORONT JNLLY

€9 0L ¢8-L-1 WO C3AQ¥ddY S.¥ON “AI 316V



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-3

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
0.5MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
2MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
5MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
10MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 NS
20MG (TABLET; ORAL) 02-02-82 04-15-86 09-24-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-922 3438991
EQ 2MG BASE/ML (CONCENTRATE; ORAL) 04-12-67 04-15-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-923 3438991
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 05-18-71 04-15-86
HEPARIN SODIUM HEPARIN LOCK FLUSH INVENEX LABS/LIFE 17-029
10 UNITS/ML (INJECTABLE; INJECTION) 05-06-82
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-911
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-30-85
. (INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-916
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-31-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5,000 UNITS/100ML; 450MG/100ML IN SODIUM CHLORIDE 0.45% 01-31-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IvV-61
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TABLE [V. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM

25000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

HEPARIN SODIUM 25,000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

Iv-63

APPLICANT NAME

TRAVENOL LABS
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA NO. PATENT NO.
APPROVAL DATE  EXP. DATE

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01-31-84

18-911
01-30-85

18-911
01-30-85

18-911
01-30-85

EXCLUSIVITY
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NIJVH13WOONI

9W0S
NIJVH13IWOONI

IWSZ
NIJVH13WOONI
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-

ACTIVE INGREDIENT(S)
STRENGTH(S)

IODOXAMATE MEGLUMINE
9.9%
IODOXAMATE MEGLUMINE
40.3%

ISOFLURANE
99.9%

ISOTRETINOIN
10MG

ISOTRETINOIN
20MG

ISOTRETINOIN
40MG

KETOCONAZOLE
200MG

LABETALOL HYDROCHLORIDE
200MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

CHOLOVUE
(INJECTABLE; INJECTION)

CHOLOVUE
(INJECTABLE; INJECTION)

FORANE
(GAS; INHALATION)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

NIZORAL
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-67

APPLICANT NAME

ER SQUIBB AND SONS
ER SQUIBB AND SONS

ANAQUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

JANSSEN PHARMA

SCHERING

NDA NO.
APPROVAL DATE

18-076
08-14-81

18-077
08-14-81

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

18-662
05-07-82

18-533
06-12-81

18-687
08-01-84

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE

3654272
04-04-89

3654272
04-04-89

3535425
01-24-93
3535388
01-24-93

4200647
04-29-97
4322438
03-30-99
4464394
08-07-01

4200647
04-29-97
4322438
03-30-99
4464394
08-07-01

4200647
04-29-97
4322438
03-30-99
4464394
08-07-01

4335125
06-15-99

4012444
03-15-94
4066755
01-03-95

NCE
05-07-92

NCE
05-07-92

NCE
05-07-92

1-25
09-24-86
NCE
08-01-94
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-3

ACTIVE_ INGREDIENTI(S)
STRENGTHLS)

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; SOOMG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE;
SODIUM GLUCONATE
30MG/100ML; 37MG/100ML; 368MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25MG/100ML;
800MG/100ML; 8.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

MAPROTILINE HYDROCHLORIDE
50MG

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUDIOMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-7

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

NOA NO.

PATENT 0.

EXCLUSIVITY
EXP. DATE

APPROVAL DATE  EXP. DATE

17-637
07-08-82

18-406
07-08-82

19-024
06-08-84

19-326
01-25-85

18-508
02-19-82

18-613
08-02-82

17-543
12-01-80

17-543

12-01-80

3399201
08-27-85

3399201
08-27-85

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NCE
08-02-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)

METAPROTERENOL SULFATE
0.6%

METHYLDOPA
250MG

METHYLDOPA
500MG

METHYLDOPA
250MG/SML

ME THYLPHENIDATE HYDROCHLORIDE
20MG

ME TOCLOPRAMIDE

EQ-'5MG .BASE/SML
METOCLOPRAMIDE HYDROCHLORIDE
EQ 5MG BASE/ML

METOCLOPRAMIDE HYDROCHLORIDE
EQ 10MG BASE

METOPROLOL TARTRATE
50MG

METOPROLOL TARTRATE
-100MG:. -

METOPROLOL TARTRATE
TMG/ML

Google

TRADE NAME

DOSAGE FORM: ROUTE

ALUPENT

(SOLUTION; INHALATION)

METHYLDOPA

(TABLET; ORAL)

METHYLDOPA

(TABLET; ORAL)

ALDOMET

(SUSPENSION; ORAL)

RITALIN-SR

(TABLET, CONTROLLED
RELEASE; ORAL)

REGLAN
(SYRUP; ‘ORAL)

REGLAN

(INJECTABLE; INJECTION)

REGLAN

(TABLET; ORAL)

LOPRESSOR

(TABLET; ORAL)

LOPRESSOR

(TABLET; ORAL)

LOPRESSOR

(INJECTABLE; INJECTION)

ANDEA‘S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

BOEHRINGER INGELHEIM
CORD LABORATORIES
CORD LABORATORIES
MS&D/MERCK

CIBA/CIBA-GEIGY

AH ROBINS

AH ROBINS
AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

Iv-73

NDA NO.
APPROVAL DATE

18-761
06-30-83

18-934
06-29-84

18-934
06-29-84

18-389
08-28-81

18-029
03-30-82
18-821
3~-25-83
17-862
02-07-79

17-854
12-30-80

17-963
08-07-78

17-963
08-07-78

18-704
03-30-84

PATENT M0,  EXCLUSIVITY

EXP. DATE  EXP. DATE

3422196

01-14-86

4404193

09-13-00
NDF
09-24-86
NDF
09-24-86
I-12; I-13;
1-14
09-24-86
I-4
09-24-86

3876802

04-08-92

3998790

12-21-93

3876802

04-08-92

3998790

12-21-93

3876802 NDF

04-08-92 09-24-86

3998790

12-21-93

-5 .
Py
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ACTIVE INGREDIENT

STRENGTH(S)

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
S00MG/100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/100ML
METRONIDAZOLE

S00MG

METRONIDAZOLE
250MG

TABLE IV. NDA'S APPROVED FROM 1-1-§2 T

Google

TRADE_NAME
DOSAGE FORM: ROUTE

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

METRONIDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

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

METRONIDAZOLE
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
(INJECTABLE; INJECTION)

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

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

IV-75

APPLICANT NAME

BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES

ABBOTT LABORATORIES
AM MCGAW/AM HOSP

ELKINS-SINN/AHROBINS
SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

LNK INTERNATIONAL

NDA NO.
APPROVAL DATE

18-818
02-16-83

18-845
08-18-83

18-871
03-02-83

18-871
03-02-83

18-889
11-18-83

18-890
11-18-83

18-900
09-29-83

18-907
03-30-84

18-353
05-29-81

18-657
12-24-81
18-930
08-18-83

19-029
04-10-84

PATENT NO.  EXCLUSIVITY

EXP. DATE  EXP. DATE
-1
12-20-87
-1
12-20-87
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-3

ACTIVE INGREDIENT(S)

STRENGTH(S)

NITROGLYCERIN
5MG/ML

NITROGLYCERIN
1MG/ML

NITROGLYCERIN
5MG/ML

NITROGLYCERIN
0.8MG/ML

NOMIFENSINE MALEATE

25MG

NOMIFENSINE MALEATE

50MG

NORETHINDRONE ACETATE

5MG

NORGESTREL
0.075MG

NORTRIPTYLINE HYDROCHLORIDE

EQ 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE

EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE

EQ 10MG BASE/SML

NORTRIPTYLINE HYDROCHLORIDE
EQ' 10MG BASE/S5ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

NITRO-BID
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

NITROL .
(INJECTABLE; INJECTION)

MERITAL

_{CAPSULE; ORAL)

MERITAL
(CAPSULE; ORAL)

AYGESTIN
(TABLET; ORAL)

'OVRETTE

(TABLET; ORAL)

AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(SOLUTION; ORAL)

PAMELOR
(SOLUTION; ORAL)

Iv-81

APPLICANT NAME

MARION LABORATORIES

G POHL;BOSKAMP
G POHL—BOSKAQP
KREMERS-URBAN
HOECHST—#OUSSEL
HOECHST-ROUSSEL
AYERST LABS/AMHO

WYETH LABS/AMHO

ELI LILLY
ELI LILLY

ELT LILLY

SANDOZ PHARMS/SANDOZ

NDA NO.
APPROVAL DATE

18-621
01-05-82

18-672

08-30-83

18-672

'08-30-83

18-774
01-19-83

18-224
12-31-84

18-224
12-31-84

18-405
04-21-82

17-031
10-23-73

14-684

'11-06-64

14-684
11-06-64

14-685
11-06-64

18-012
08-01-77

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

EXP. DATE

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

3922305
11-25-92

3922305
11-25-92

3922305
11-25-92

3922305
11-25-92

NDF

- 09-24-86

. NDF
' 09-24-86

NDF
09-24-86

NDF
09-24-86

NCE
12-31-89

NCE
12-31-89
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
120GM/PACKET ;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
227.1GM/PACKET;
2.82GM/PACKET ;
6.36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET ;
8.76GM/PACKET ;
34.08GM/PACKET

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

0.5MG; MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

Iv-85

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

NOA 0.

APPROVAL DATE

18-983
10-26-84

18-983
10-26-84

18-983
10-26-84

17-986
06-13-80

PATENT NO.
EXP. DATE

EXCLUSTVITY
EXP. DATE

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT N0.  EXCLUSIVITY

TRENGTH DOSAGE FQRM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
) IN 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
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND . AM MCGAW/AM HOSP 18-722
: 11-09-82

220MG/100ML; 900MG/100ML . POTASSIUM CHLORIDE 0.22%
A ' IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SQDIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0,3% 11-09-82
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST LABS/AMHO 18-799 3629425 NDF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 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-DAVIS/W-L 18-144 . NS
20MG (CAPSULE; ORAL) 05-10-82 09-24-86
PRAZIQUANTEL BILTRICIDE MILES PHARMS/MILES 18-714 4001411 NCE
600MG (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
Iv-87
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

PROPRANOLOL HYDROCHLORIDE
80MG

PROPRANOLOL HYDROCHLORIDE
90MG

PROPRANOLOL HYDROCHLORIDE
120MG

PROPRANOLOL HYDROCHLORIDE
160MG

PROTEIN HYDROLYSATE
LYA

PROTAMINE SULFATE
250MG/VIAL

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

RANITIDINE HYDROCHLORIDE
EQ 150MG BASE

RANITIDINE HYDROCHLORIDE
EQ 25MG BASE/ML

Google

TRADE NAME
DOSAGE FQRM: 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)

Iv-89

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.
APPROVAL DATE

18-553
04-19-83

16-418

10-18-82

18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-413
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12-30-71

18-703
06-09-83

19-090
10-19-84

PATENT NO.
EXP. DATE

4138475
02-06-96

4138475
02-06-96

4138475
02-06-96

3746697
07-17-90

3746697
07-17-90

3644624
02-22-89
3549624
12-22-87

4128658
12-05-95

4128658
12-05-95

EXCLUSIVITY

AP, DATE

NDF
09-24-86

NS
09-24-86
I-15
09-24-86

NDF
09-24-86

NOF
09-24-86

NS
09-24-86

NCE
06-09-93
I1-35
06-28-88

NCE
06-09-93
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ACTIVE INGREDIENT(S)
TRENGTH

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SULINDAC
150MG

SUL INDAC
200MG

SUTILAINS
82,000 UNITS/GM

TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR
0.22-2.22CI/GENERATOR

TECHNETIUM, TC-99M, ALBUMIN COLLOID
KIT
N/A

TECHNETIUM, TC-99M, DISOFENIN KIT
N/A

TECHNETIUM, TC-99M, GLUCEPTATE KIT
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

TECHNETIUM, TC-99M, SUCCIMER KIT
N/A

Google

TRADE NAME
DOSAGE FORM: ROUTE

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)

CLINORIL
(TABLET; ORAL)

CLINORIL
(TABLET; ORAL)

TRAVASE
(OINTMENT; TOPICAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; INJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOLITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)

Iv-95

PHARMACIA/PHARMACIA 07-073
04-06-83
BOLAR PHARMACEUTICAL 88-052
05-24-83
MS&D/MERCK 17-911
09-27-78
MS&D/MERCK 17-911
09-27-78
TRAVENOL LABS 12-828
06-12-69
ER SQUIBB AND SONS 17-339
06-03-74
MED DIAG/NE NUCLEAR 18-263
03-25-83
MED DIAG/NE NUCLEAR 18-467
03-16-82
MS&D/MERCK 18-272
01-27-82
MED DIAG/NE NUCLEAR 17-972
12-16-77
AMERSHAM/RADIOCHEM 18-335
08-05-82
MEDI-PHYSICS 17-944
05-18-82

TABLE 1V, NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT N0.
EXP. DATE

3654349
04-04-89
3725548
04-03-90

3725548
04-03-90
3654349
04-04-89

3409719
11-05-85

4208398
06-17-97
4233285
11-11-97

EXCLUSIVITY

EXP. DATE

NDF
09-24-86

© NDF

09-24-86

I-31
09-24-86

NP
09-24-86

NP
09-24-86
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ACTIVE INGREDIENT(S)
STRENGTH(S)

TERFENADINE
60MG

THALLOUS CHLORIDE, TL-201
2MCI/ML

THALLOUS CHLORIDE, TL-201
IMCI/ML

THEOPHYLLINE
300MG

TIMOLOL MALEATE
SMG

TIMOLOL MALEATE
10MG

TIMOLOL MALEATE
20MG

TIMOLOL MALEATE
EQ 0.25% BASE

TIMOLOL MALEATE
EQ 0.5% BASE

Google

TRADE NAME
DOSAGE FORM: ROUTE

SELDANE
(TABLET; ORAL)

THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)

THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)

QUIBRON-T/SR
(TABLET, CONTROLLED RELEASE;
ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

TIMOPTIC
(SOLUTION; OPHTHALMIC)

TIMOPTIC
(SOLUTION; OPHTHALMIC)

1v-97

APPLICANT NAME

MERRELL DOW/DOW CHEM

MEDI-PHYSICS
AMERSHAM/RADIOCHEM

MEAD JOHNSON/B-M

MS&D/MERCK
MS&D/MERCK
MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NDA NO.
APPROVAL DATE

18-949
05-08-85

18-110
02-01-82

18-548
12-30-82

87-563
06-21-83
18-017
11-25-81

18-017
11-25-81

18-017
11-25-81

18-086 .
08-17-78

18-086
08-17-78

TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

3806526
04-23-91
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98

4465660

- 08-14-01

3655663
04-11-89

3655663
04-11-89

3655663
04-11-89

4195085
03-25-97
3655663
04-11-89

4195085
03-25-97
3655663
04-11-89

EXCLUSIVITY
EXP. DATE

NCE
05-08-90

NS
09-24-86
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