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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
5th Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list," The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August l, 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 the therapeutic equivalence code is
followed immediately by the addition of the revised one.)
Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol >Ð00 â€º to the left of the line on which new
information exists. The >ÂÂÃ@_,symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol > mx > (DELETE) to the left of the
line containing the overstruck print. The >0Ð¸Ñ‚> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (n) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUM: DESI Pending List
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Products
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, Ð‘Ð°Ð·Ðµ Ð¾Ð¿ additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Federal Register Reference
1984 (49 FR 25681)
1984 (49 FR 31151)
1983 (48 FR 32395)
JUN 22,
AUG 3,
JUL 15,
dicyclomine hydrochloride
isosorbide dinitrate
nandrolone decanoate
(continued)
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Former Applicant (Name)
Products
Federal Register Reference
(continued)
neomycin sulfate with either: MAR 26, l984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologie use]
neomycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP l7, 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
New Applicant (Name) New Abbreviated Name
OHIO MEDICAL ANESTHETICS
D.
ANAQUEST ANAQUEST
ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
l984."
111



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



REPORT OF COUNTS FOR THE DRUG PRODUCT
LIST
A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTED JULY '84 (BASELINE)
DRUG PRODUCTS LISTED 74|5
SINGLE soURcE 2005 (27.01)
MULTIsoURoEI" 54|o (72.95)
THERAPEUTICALLY EoulvALENT 4393 (59.21)
Ð¼Ð¾Ñ‚ THERAPEUTICALLY EQUIVALENT 999 (|3.4z)
ExcEPTloNsIZ) |8 â€¹ 0.3%)
NEW MOLECULAR ENTITIES APPROVED â€”
NUMBER OF APPLICANTS 295
2045 (26.9%)
(73.|$)
4497 (59.11)
IO32 (I3.5$)
26 ( O.31)
'85
7746
2077
(26.81)
5669 (73.25)
3O4
Ð’. ACTIVITY FOR SUPPLEMENT NUMBER 7
i'Ã©FEB '85
DRUG PRODUCTS ADDED: 44
NEWLY APPROVED 43
DESI EFFECTIVE I
REMARKETED O
DRUG PRODUCTS REMOVED: I
WITHDRAWN APPROVAL O
RX Ð¢Ðž OTC SWITCH I
DISCONTINUED MARKETING O
NET GAIN IN DRUG PRODUCTS 43
SINGLE SOURCE PRODUCTS APPROVED 6
MULTISOURCE DRUG PRODUCTS APPROVED 38
NEW MOLECULAR ENTITIES APPROVED: Ðž
AS THE ENTITY 0
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY O
MAR '85
53
53
Ðž
O
I
O
O
I
52
9
44
O
Ðž
O
4598 (59.41)
|O38 (I3.4$)
23 ( O.3%)
9
CUMULATIVE
97
96
I
Ðž
2
O
I
I
95
I5
82
Ðž
O
O
(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE
/
Iâ€”5 OF THE LIST)
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APPROVED PRESCRIPTION DRUG PRODUCTS
_DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 â€” MARCH â€˜85
ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHENÃ¬ HYDROCODONE BITARTRATE (PAGE 3-2)
CAPSULE; ORAL
SECTRAL
IVES LABS/AMHO`
TABLET: ORAL
HYnROOnnONE BITARTRATE wf AOETAMINOPHEH
EQ Ð³Ð¾Ð¾Ð¼Ðµ BASEn N 18917 Â¿A BARR LABORATORIES sooMÂ§;Â§MÂ§n
EQ 400MB Ð‘ÐÐ—Ð•! N 18917
ACETAMINOPHENE OXYCODONE HYDROCHLORIDÂ§ (PAGE 3-2)
CAPSULE; ORAL
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
TABLET; ORAL TYLOX
BUTALBITAL AND ACETAMINOPHEN Â» MCNEIL PHARM S00MGISMGI
DANBURY PHARMACAL 325MGÂ§50MGI N 87550 TYLOXâ€”325
MCNEIL PHARM 325MGÂ§5MGI
ACETAMINOPHEN; BUTALBITALÃ® CAFFEINE (PAGE 3-1) TABLET; ORAL
/dddÃ¡Ã©Ã©Å•/
CAPSULE; ORAL ` OxYOET
> ADO > BUTALBITAL, AOETAHINOPHEN, OAFPEINE AA HALSEY DRUG 325MG;Â§_Â§H
> ADD > AB DM GRAHAM LABS 325MB;50HG;40MGH N 88758
> Ann > AB 325MG;50MG;S0MGn N 88765
55559 ACETIC ACID2 GLACIAL (PAGE 3-3)
â€º ADD > AB GILBERT LABORATORIES 325MG;50MG;60MGH N 88825
soLUTION/DROPS; OTIC
TABLET; ORAL ACETIC ÐÐ¡Ð•!)
ggglg Â¿I THAMES PHARMACAL 22u
AQ GILBERT LABORATORIES 325MG;50MG;40MGH N 87629
FIORIOET
Ag SANOOz PHARMS/SANOOZ 325Ð¼Ðµ;50Ð¼Ð·;40Ð¼Ð²Ð¿ N 88616 ACETIC ACID2 GLACIALÃ¬ HYDROCORTISONE (PAGE 3-3)
REPAH
Â¿_ DM GRAHAM LABS 325MB;50MG;40MGH N 87804 SOLUTION/DROPS; OTIC
> ADO > HYOROOORTISOHE AMD AOETIC ACID
> ADO > AI THAMES PHARMACAL 2Â¿;1Â¿n
ACETAMINOPHEN; COOEINE PHOSPHATE (PAGE 3-1)
TABLET; ORAL ACYCLOvIR (PAGE 3-4)
ACETAHIHGPHEH AND CODEIPE PHUSPHATE
Â¿A ZENITH LABORATORIES 300M8;60MG N 87083 CAPSULE; ORAL
ACETAHIHOPHEN w/ CGOEINE 92 ZOVIRAX
> ADO > Â¿A LEMMON 3ooMG;15MGn N 88627 BURROUGHS NELLCOME zooMGn
> Aon > ACETAMINOPHEH N/ GOBEINE 83
> Aon > Â¿A LEMMON SAoMs;soMGn N 88628
AOETAHINOPHEN H/ OOOEIHE an ALLOPURINOL (PAGE 3-5)
> AOD > Â¿A LEMMON ggoMG;6oMGn N 88629
/ÃOETÃHIHQQHEN'NÃ'OOUEINE SÃ«Ã±Ã¤Ã¯Ã¡'Ã¡Ã¡/ l TABLET; ORAL
/AÃ©/ ÑˆÐ¸Ñˆ. IÃSPRAIISRIES//IMLIE;6.61115/ Ñ‚. 87.693/ ÑˆÐ¾Ñ€Ð½Ð¸ÐºÐ¾Ð²
AQ BOLAR PHARMACEUTICAL IooMGn
AQ Ð·Ð¾Ð¾Ð½ÐµÐ¸
ACETAMINOPHEN; HYOROCODONE BITARTRATg (PAGE 3-2) AQ CHELSEA LABORATORIES IooMGu
AB ' Ð·Ð¾Ð¾Ð¼ÐµÑ†
CAPSULE; ORAL _ Ag DANBURY PHARMACAL IooMGu
> AOB > AGETAMIHOPHEH AHB HYOROCOBONE BITARTRATE AQ 3ooMGu
> ADD > A CENTRAL PHARMS B0oMG;Â§MÂ§n N 88898
222222
88577
88790
88246
87463
88638
88759
18828
18241
18241
18785
18785
18832
18877



54505
54505
45999
95999
55999
95999
25999
99999
49999
99999
59999
99999
29999
20499
10499
00499
66999
96999
46999
54999
94999
24999
24999

N l1H5/013V SN5â€˜29 0351N5/ÐN052 ÐVÐÐBB9/59V1 NVÐÐBÐ9
.052.  NIlNBNSnV
N lÃ® NS/GIOV SN52â€˜12 03
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1V60 fNOIL0l IlSNODS8 8O3 630Ðœ06
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N ISN0I H8VHd8ZdnS 69
N ISN0SI 69
N Ð¿ ÐN001 69
N Ð¿ ÐN54 69
N RSNOS 69
N HSNSZ 69
N ÐŸÐN0Ð¢ 531601'60971 NVN0IS 69
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N lSN001 69
N ISNS4 69
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N 1191452 da
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 â€” MARCH '85
AMOXICILLINÃ¬ EOTASSIUM CLAVQLANATE (PAGE 3-13)
â€˜ TABLET; ORAL
Ð³ Ð¸ `AUGMENTIN '250' "
BEECHAM LABS/BEECHAM 250MGÂ§EQ 125MG ACID! N 50564
AUGMENTIN '500'
BEECHAM LABS/BEECHAM S00MGÂ§EQ 125MG ACID! N 50564
AMPHETAMINE SULFATE (PAGE 3-13)
TABLET; ORAL
AMPHETAMINE SULFATE
LANNETT 5MG! N 83901
10HG! N 83901
ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-16)
CAPSULE; ORAL
>
> ADD > . BUTALBITAL N/ ASPIRIN AND CAFFEINE
> CHELSEA LABORATORIES 325MGÂ§50MGÂ§40MGH N 86231
TABLET; ORAL
BUTALBITAL coHPouHu
Ag ZENITH LABORATORIES 325MG;5oMG;aoMGu N 85441
ASPIRINÃ¬ CAFFEINEÃ¬ PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE COHPOUND 65
> ADD > A_ LEMMON 389MG;32.4MG;65MGB  ̀N 89025
_A ZENITH LABORATORIES 389MGÂ§32.4MG;65MG! N 83077
PRDPOXYPHENE HCL Nl ASPIRIH ÐÐâ€œ CAFFEINE
AA CHELSEA LABORATORIES 389NGÂ§32.4MG365MGU N 85732
ASPIRIN; METHOCARBAMOL (PAGE 3-17)
TABLET; ORAL
/MÃ‰ÃHÃ“CÃƒRÃ‰ÃHÃ“E'NI'ÃSPÃRÃN/
METHOCARBAHOL AND ASPIRIH
BENZOYL PEROXIDEÃ¬ ERYTHROMYCIN (PAGE 3-21)
GEL; TOPICAL
_BENZAMYCIN
DERMIK/RORER 5Ð¸;Ð·Ð¸Ð¿ N 50557
/Ã‰Ã‰NÃÃHÃÃÃÃÃšÃ‰f'RÃ‰Ã‰Ã‰RPfNÃ‰/(PAGE 3-21)
/ÃÐBLÃ‰ÃÃÃPRÃ„L/ _
/Ã‰INÃ‰ÃˆNÃ‰BÃÃ‘S/ /SÅ„Ã±Ã©ÃÃŸÃŸÃ¯Ã¡Ã¡Å„Ã©l /NfiÃ¡Ã³Ã¡Ã /̄
BETAMETHASONE DIPROPIONATE (PAGE 3-22)
OINTMENT; TOPICAL
ALPHATREX
AQ SAVAGE LABS/BYK-GLDN EQ 0.052 BASE!
_ BETAMETHASOME DIPROPIOHATE
AQ E FOUGERA/BYK-GLDN EQ 0.05% BASE!
AQ PHARHADERM/BYK-GLDN EQ 0.052 BASE!
DIPROLENE
BX SCHERING EQ 0.052 BASE!
DIPROSOHE
AQ SCHERING EQ 0.052 BASE!
BETAMETHASONE VALERATE (PAGE 3-22)
CREAM; TOPICAL
BETATREx
/ÃÃ‰/ 7Ã‰Ã„Ã‘ÃƒEÃ‰ÃÃ„Ã„PS/PYKÃ‰Ã‰LÃšN/Ã‰QLÃ‰LIR'Ã¡Ã¡Ã©Ã©/
AQ SAVAGE LABS/BYK-GLDN EQ 0.12 BASE
!Â£L!Ãª9
AQ NMC LABORATORIES EQ 0.12 BASE!
OINTMENT; TOPICAL
XAEEAQ
AQ NMC LABORATORIES EQ 0.1Z BASE!
BITOLTEROL MESYLATE (PAGE 3-24)
AEROSOL; INHALATION
TORNALATE
NINTHROP-BREON/STERL 0.37MG/INHI
BROMODIPHENHYDRAMINE HYDROCH ORIDEâ€™ CODEINE PHOSPHATE
(PAGE 3-24)
SYRUPS ORAL
ÐÐœÐ‘Ð?
AA BAY LABORATORIES 12.5MG/5MLI10MG/5MLI
AMBENYL
I;
BROMAHYL
lÂ»
BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-25)
SYRUP; ORAL
BIPHETANE D0
AA BAY LABORATORIES 2MG/5MLÂ§10MG/5MLI
1215Ð¿925Ñ†1Ðº
BROMANATE nc
AA NATL PHARM MFG/BARRE 2MG/5MLÂ§10MG/5MLÂ§
lÃªÃ Ã¤Ã¼Ã« Ã¡Ã¢Ã¼Ã¨â€œ
MARION LABORATORIES 12.5MG/5MLÂ§10MG/5ML
NATL PHARM MFG/BARRE 12.5MG/5MLÂ§10MG/5MLI
N 19143
N 19141
N 19140
N 18741
N 17691
/N'Ã¯Ã©Ã³ÃŸÃ¡/
N 18862
N 70050
N 70051
N 18770
N 88626
N 09319
N 88343
N 88904
N 88723
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 â€” MARCH '85 5
CARBACHOL (PAGE 3-31) cEFTRIAxoNE SODIUM (PAGE 3-33)
Ð¼Ð°ÑˆÐ¸Ð½/881555.â€˜Ð¿Ñ€Ð¸ÑˆÐ¸Ñ‚Ñ‹ INJECTABLE: INJECTION
INJECTABLE; INJECTION ROCEPHIN
HOFFMANN-LA ROCHE EQ 250MG BASE/VIALE N 50585
> ADD > EQ 250MG BASE/VIAL: N 62510
CEPORANIBE (PAGE 3-33) EQ 500MG BASE/VIALE N 50585
> A00 > EQ 500MG BASE/vIALn N 62510
INJECTABLE; INJECTION EQ IGM BASE/vIALn N 50585
PRECEF > A00 > EQ IGM BASE/VIALE N 62510
BRISTOL LABS/B-M 500MG/vIALu N 62579, EQ Ð³ÐµÐ½ BASE/VIALE N 50585
1GM/vIALu N 62579 E0 I0GM BASE/vIALn N 50585
aGM/vIALn N 62579
loGM/vIALn N 62579
zoGM/vIALn N 62579 CELLULOSE SOOIUM PHOSPHATE (PAGE 3-34)
Ð Ð¾Ð¼Ð°Ð½Ð°; ORAL
cEPOxITIN SOOIUM (PAGE 3-33) CALCIBINO
MISSION PHARMACAL Ð·Ð¾Ð²ÐµÐ¼/Ð²Ð¾Ñ‚: N 18757
INJECTABLE; INJECTION
MEPOxIN
> A00 > Ð¼Ð·Ð´Ð°/Ð¿Ð°Ð¿Ð¾Ðº EQ I0GM BASE/vIALn N 50517 CHLORDIAzEPOxIOE HYOROCHLORIOE (PAGE 3-371
CAPSULE; ORAL
cEPOxITIN Ð·Ð¾Ð½Ñ‚Ð¾Ð¼; BEXTROSE (PAGE 3-33) OuLOnnzAzEPOxInE HCL
AB LEMMON gggâ€œ N 88705
INJECTABLE; INJECTION AQ Ionen N 88706
MEFOxIN IN DExTROSE 52 IN PLASTIC CONTAINER Ag 25H8: N 88707
Ð¼Ð·Ð´Ð°/Ð¸Ð³Ñ€ÐµÐº EQ Ð³Ð¾Ð½Ðµ BASE/ML;50MG/MLu N 50581
EQ 40MG BASE/MLssoMG/MLB N 50581 '
CHLORPROMAzINE HYDROCHLORIDE (PAGE 3-40)
CEFOxITIN SODIUMÃ¬ SODIUM CHLORIDE (PAGE 3-33) CONCENTRATE; ORAL
cHLoRPROMAzINE HOL l
INJECTABLE; INJECTION > OLT >/Ã®Ã®/ _ â€š IES//AANA/NE /NISBISj/
MEFOxIN IN sOOIuM CHLORIOE 0.92 IN PLASTIC CONTAINER > OLT >/__/ / Ia Ð•/ /NjÃŸÃŸisÃŸ/
MsaD/MERCK EQ Ð³Ð¾Ð½Ðµ Ð²ÐÐ·Ð²/Ð¼1;9Ð½Ðµ/Ð¼1Ð½ N 50581 > AOD > cHLoRPROMAzIHE HOL :NTENSOL
EQ 40MG BASE/ML;9MG/MLn N 50581 > A00 > AA ROxANE LABORATORIES 30MG/ML N 88157
> Ð´Ð¾Ð¿ â€º AA 100MG/Hh N 88158
CEFTIZOXIHE SODIUN; DEXTROSE (PAGE 3-33) TABLET; ORAL
> DLT > ÐœÐœ INE! â€š
Ñ…ÑˆÐ•ÑÑ‚ÐÐ²ÑŒÐ•: INJECTION >_ DLT > /PP/ ÑˆÐ¸Ñˆ. IAAARAIARIAS/ /Ã¯sirifÃ¢/ /N 9,643.4/
CEFIzOx IN OEXTROSE sz IN PLASTIC CONTAINER > DLT > /BP/ /ZSMG/ /Nf80439/
SKaF LABORATORIES EQ Ð³Ð¾Ð½Ðµ BASE/ML;50MG/MLM N 50589 > DLT > /BP/ /SOMG/ /NjÃŸdÃ¡jÃ¡/
EQ 40Ms BASE/ML;50MG/MLn N 50589 > OLT > /BP/ /IOOMG/ /NÃ¡ÃŸÃŸÅ„jÃ©/
>Ñ‰> /Å„Å•/ Ð¨Ð˜ÐÐ« Ñ‚. 59.439/
CHLORPROMAZINE HCL
> AOD > BP CORD LABORATORIES. 10MB N 80439
> ADD > BP 25MG N 80439
> ADO > BP 50M@ N 80439
> A00 > BP 100MG N 80439
â€º ADD > BP 200MG N 80439
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9931150Ð¢ÐÐžÐ•1Ð« (PAGE 3-47)
lINJECTABLES INJECTION
QORIEOOTROPIN
AB CARTER~GLOGAU LABS 40 UNITÂ§ÃVIALI
QROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 428
l
CYCLOPHOSPHAMIDE (PAGE 3-50)
INJECTABLE; INJECTION
Ð² Ñ‚ Â°Ñ…^ÐÐÑˆÐ½Ð½$Ð¿ÑˆÑ‚
â€º OLT >/Ã¢3/ /IdÃ³Å•clvÅ•dÃº/
> DLT >/z3/ /z d CÃUIÃƒE/
> DLT >/ZB/ /ECOTEÃPIAL/
> OLT >/__/ /ICH/(ÃAE/
> Ð¾Ð¿ â€º ÑˆÐ¸ÑˆÐ¸
â€º A00 > Ag BRISTOL LABS/B-M 100MB/VIA;
> AOO > Ag zoons/VIAL
> A00 > Ag 500MG/VIAL
> ADD > Ag IGM/VIAL
> Ð´Ð¾Ð¿ â€º ` ZGM/VIAL
TABLET; ORAL
CTTOXAN â€š
>_E_LT_> INEM. â€šÐ¨Ñ‚/ÐÐ– /AAAA/
>_P_L_I_> ÐÐœ!
>_Â¿gg_> BRISTOL LABS/B-H 25H6`
> AOD > 50MB
QYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL
SIEESEEEIAEENE_UCL I
Â¿A â€  ̃AM THERAPEUTICS Ñ‰Ð¸
SERP NEâ€™ METHY LOTHIA ID (PAGE 3-52)
TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES 0.25MGS5MG
ENDURONYL FORTE
BP ABBOTT LABORATORIES 0.5MGÃ®5MG
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MG55MGI
BP 0.5MGS5MGI
N 88772
N 18155
N 88798
N 12775
N 12775
N 88486
N 88452
9559519; (PAGE 3-53)
CREAMS TOPICAL
BEGIN-:EN
AQ ONEM LABs/DERM PRODS o,osxx N 19048
TRIOESILON _
A8 MILES PHARMS/MILES 0.0 Ð  ̧N 17010
DESOXIMETASONE (PAGE 3-53)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594
DEXAMETHASONEE NEOMYCIN SULFATEi POLYMYXIN Ð• SULFATÂ§ (PAGE 3-55)
OINTMENT; OPHTHALMIC
DEXACIDIH
AI COOPERVISION PHARMS 0.122EQ 3.5M@ BASE/GM;
191000 UNITS/GMI N 62566
SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN
AI COOPERVISION PHARMS 0.12Ã®EQ 3.5MG BASE/ML;
10.000 UNITS/MLB N 62544
DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC
â€  ̃DEXAMETMASOME SODIUM PHOSPHATE
AI CARTER-SLOGAU LABS EQ 0.12 PHOSPHATE! N 88771
Ð’Ð•Ð¥ÐÐœÐ•Ð¢ÐÐÐ—ÐžÐœÐ• SODIUM PHOSPHATEi NEOMYCIN SULFATE (PAGE 3-56)
sOLUTION/DROPS; OPHTHALMIC
NEOUECADRON
A1 Ð¼Ð·Ð´Ð°/Ð½Ð°Ñ€ÐµÐº Eg 0.12 PHOSPHATE;
Eg 3.5MG BASE/ML N 50322
NEOMYOIH SULPATE-OEXAMETHASBNE Ð²Ð²Ð¾Ð·Ð¸Ð¼ PHOsPHATE
AI PHARMAFAIR Â§9_9112_gBQÂ§EBAIÂ§Â§
EQ 3.5MG BASE/MLB N 62539
/UÃ‰XBROMPHÃ‰NÃRÃƒHÃNÃ‰'HÃ„Ã‰Ã‰Ã„TÃ‰{fÅ•Ã¡Ã©dÅ„dÃ©Å•Å„Ã©dÅ„Å•Å„Ã©'SUEPÃ„TÃ‰/(PAGE 3-56)
ÐŸÐÐ’Ð•Ð›/ÐœÐÐ›
987886
/ 211145' Â£15119/ Ñ‚Ñ…Ñ…Ð³Ñˆ/



M290 N Inu/suor Ð¸Ð·Ð½Ð· Ð¼Ð¾Ð /̧Ð¼Ð¾Ð  ̧â€˜Ð¿Ð°Ð½Ð½Ð°Ð¼ 111N38 N0113BÐ“NI 5318113BÐ“NI 60940 N RSN0I N3ÐÐ— MO0/M00 113663" 111N38 1160 231056V3 (b9-2 3SVd) Ã‰GIBOTHOO8GAH BNIN0131Ð10 21261 N Ð¿Ñ‡Ð¸Ð¾Ð¾Ñ‚/ÑÐ½Ð¾Ð¾ÑŒÐ³1Ð¸Ð¾Ð¾Ñ‚/Ð¸ÑÑ dSOH NV/NVSDH NV 61 63Ð111Ð00 0118116 NI ZS 38061Ð¥30 GNV 29'0 Ð—Ð1111Ð603Ð1 21261 N Ð¿1N001/SÐ00251Ð001/Ð95 dSOH NV/MVSDN NV 61 Ð°Ð·Ð½Ð¿ÑˆÐ¾Ð¾ oÃ l̄sv'ld NI ZS ÑÐ·Ð¾Ñ‰Ñ…Ð·Ð° uNv '/.2'0 BNI'HAHAQSHL Â£9061 N Ð¿1Ð 0̃01/9N09151N001/NS5 680Ð N1/M1ÐÐN NV 61 83Ð111Ðœ00 0115116 NI 25 35061Ð¥30 uNv Z91 0̀ Ð—Ð1111Ð603Ð1 28061 N Ð¿1Ð001/SN0851Ð001/Ð95 dSOH NV/MVS0N NV 61  ̀ESNIVLNOO 0115116 NI ZS 35081Ð¥30 GNV 280'0 Ð—Ð1111Ð603Ð1 29061 N Ð¿ÑˆÐ¾Ð¾Ñ‚/ÑÐ¸Ð¾ÑŒÐ¿Ð¸Ð¾Ð¾Ñ‚/Ð¸ÑÑ dsoH

NV/MVSDN HV Ð™ ' 6̀3Ð111Ð00 0115116 NI ZS 3SOHLXBO Ã»Nv 290'0 3H111AHd03H1 11261 N Ð¿Ñ‡Ð¸Ð¾Ð¾Ñ‚/Ð·Ð½Ð¾Ð¾ÑŒÐ³Ñ‡Ð¸Ð¾Ð¾Ñ‚/Ð¸ÑÑ av 11261 N Ñ1N001/9Ð 0̃0251Ð001/Ð55 av 11261 N Ð¿1Ð001/ÐÐ09151Ð001/ÐS5 E? 11261 N Ð¿1Ð001/SÐ0851Ð001/N95 E? Ð¿Ð³ÑŒÑ‚ Ð½ â€žÑ‚ÐµÑ‚ Ð·Ð·ÑˆÐ¾ÑˆÐ¸Ð¾Ð°Ð¿ 110891 Â«W HBNIVLNDO 0I15V1d NI ZS 35061Ð¥30 NI Ð—Ð1111Ð603Ð! 69981 N 1Ð001/ÐÐ009f1Ð001/N95 Ev 69981 N 1N001/9N00351N001/NSS 61 69981 N 1Ð001/ÐN09151N001/NÐ5 E? 69981 N 1Ð001/ÐN0811Ð001/ÐÐ5 a? 69981 N 1Ð001/ÐN0951Ð001/NS5 5811 1ÐžNÐÐ1Ð1 Ev HBHIVLNOO 0115116 NI ZS Ð—$061Ð¥30 GNV Ð—Ðœ1111Ð603Ð1 ' NÐž11ÐÐÐ“N1 831811ÐÐÐ“N1 (Z9-2 3SV6) BNI111Ð6ÐžBÐ1 138061360  ̀59161 N l1N001/11Nn dS0 ÃÃÃ®N00I/NSS 5316011609V1 11089V E? < 001 <

Ð¹Ð•'Ñ‘Ð•Ð±Ð•11ÐÐ±'ÐŸÐ•'Ð•ÐÐ•ÐÐ‘'Ð•ÐÐ•'Ð'ÐŸÐÐ—Ð‘Ð•Ð•ÐÐ• < 00V < 58161 N lÃ®N0ÃœI/SLIND Â¿Sn Ã2Ã®NO0Ã/NSS 531801180811 110991 EV < 00V < ZS BSORLXEU NI 51:Ð½Ð¿`Ð½Ð²Ð¿ 02 Ð10011Ð¥0 < 001 < 59161 N HTN00I/SLIND 680 251Ð001/NS5 E? < 001 < 59161 N II'IH00I/.LIÃ‘Ã dSn I2'IN00I/HSS 5318011609V1 11089V 1W < 001 < ZS Ð·Ð·Ð¾Ð°1Ñ…Ð·Ð° NI SLIN0 650 01 NIOOLAXO < 001 < NOIL0BFNI 2B18113BÐ“NI < 001 < (65-2 3SV6) N13011Ð¥0 135061Ð¥30 < 001 < 52061 N l1H001/SN022!1N001/SN93 21N001/SN02121H001/SH1251N001/H9Â§ dSOH NV/MVSDH HV 8ZNIV1NOD 0115116 NI ZS 35061Ð¥30 /H d 3111051 Ð01133Ð“N1 2319V133Ð“N1 (QS-Ã® 3SVd) 3111301 "01005 53181810 lalVHdSOHd 1551106 .301601Ð0 1551106 .301601Ð3 "015 N81N -35061Ð¥30 02161 92161 62261 62261 11691 02161 62261 11681 02161 62261 11691 99261

22691 12541 59261 99899 29188 59211 N n1uoot/s11N0 oooâ€ t̃s1uoot/ues dsoH uv/Nveou uv u3N1v1N03 3119v1d NI xs asoalxau Ð¾Ð¼Ñƒ 911Ð¼Ð¿ ooos u0rAos NÑ…uvdan N Ñ†Ñ‚Ð¿Ð±Ð±Ñ‚7Ñ‘Ñ‚Ñ‚Ð¿Ð¿'Ð±Ð±Ð±Ñ‚Ñ‘ÑŠÑ‚Ð¿Ð±Ð±Ñ‚7Ð¿Ñ‘Ñ‘ Ð°Ð·Ð¾Ð½ Nv/Nveau uv Ã¤Ã®Ã¼Ã®vÃ®Ã¼Ã¶Ã¶ azLsv1a N1 zs asoaiXau Nr slrN0 ooosz w0rAos Nzavdan N Ð¿Ñ‚Ð¿Ð±Ð±Ñ‚7Ñ‘Ñ‚Ñ‚Ð¿Ð¿ÂÐ±Ð±Ð±Ñ‚Ð±Ñ‚Ð·Ñ‚Ð¿Ð±Ð±Ñ‚7Ð¿5Ñ‘ N nÃ¯Ã¼Ã¶Ã¶Ã¯7Â§Ã¯Ã®Ã±Ã±-Ã¶Ã®Ã¶fÂ§:Ã®Ã¼Ã¶Ã¶Ã®7Ã¼Â§s s31u01vuoav1 lloasv HHNIVLNOQ orlsv1a N1 xs Ð·Ð·Ð¾Ð°ÑŠÑ…Ð·Ð° Ð½: slrNn oooâ€ s̃z Nnzuos Nzavdan N Ð¸Ñ‚Ð¿Ð±Ð±Ñ‚7Ñ‘Ñ‚Ñ‚Ð¿Ð¿ÂÐ±Ð±Ð±Ñ‚Ð±Ñ‚Ð·Ñ‚Ð¿Ð±Ð±Ñ‚7Ð¿5Ð³ Ð·Ð·Ñ…Ð¸Ð¾Ñ‰ÑƒÐ°Ð¾Ð°ÑƒÑ‡ llossv xs asoaixaA N1 sizNn Ð¾Ð¾Ð¾â€˜ÑÐ³ NnÃ¯Aos Nxavdan N uÃ¯Ã¼Ã¼Ã±Ã¯7Â§Ã¯Ã®Ã¼Ã±-Ã¶Ã¶Ã®sÃ¯Ã¼Ã®Ã¼Ã®Ã®Ã¼Ã¤s

Ð°Ð·Ð¾Ð½ uv/Nvsau uv Ã¤Ã®Ã±Ã®Ã®Ã®Ã¼Ã¶Ã¶ 5Ã®Ã®sÃ®Ã®iÂÃ®Ã¼Ã®Ã®EÃ®Ã¯Ã®EÃ¶EÃ®Ã®Ã¤Ã¼'Ã¬EÃ®'Ã«Ã®Ã®Ã¬Ã±-EÃ¼Ã¶Ã®'iÃ±Ã®Ã®6Â§'Ã¬Ã®Ã¤Ã®Ã¤ii N Ð¸Ñ‚Ð¿Ð±Ð±Ñ‚7Ñ‘1Ñ‚Ð¿Ð¿'Ð±Ð±Ð±Ñ‚Ñ‘:Ñ‚Ð¿Ð±Ð±Ñ‚7Ð¿Ñ‘Ñ‘ saÃ¯uolvaoav1 llossv Ã¤Ã®Ã¼Ã®Ã®Ã®Ã±Ã¶Ã® oÃ¯xsv1d NI zs asoaxxan NI SLINn oos'zt Nnxuos NravaaÃ¼ N n1uoot/911Nn oooâ€ s̃:1uoot/ues saxaolvaoav1 lloaav Ð¸Ð· Ð·$Ð¾Ð°1Ñ…Ð·Ð¾ NI slINn oosâ€ z̃t unÑ…uos NIavdaH N xÃ®Ã¼55Ã®7s11Nn oÃ¶Ã®fÃ¯Ã¼Ã¯Ã¶Ã¯7Ã¼Â§Â§ Ð°Ð·Ð¾Ð½ uv/nveou uv Ã¤Ã®Ã¼Ã®Ã®Ã®Ã¼Ã¬Ã¶ Ð¾: sv1a Ð½: zs Ð·Ð²ÐµÐ·Ð´Ð½Ð°Ñ Ð¾Ð½Ð  ̧SLIN0 non: nnznus Nxavdau N nÃ¯Ã¼Ã¼Ã¶Ã®7Â§Ã¯Ã®Ã±Ã±â€”Ã¼Ã¶Ã¼fÃ±â€”sÃ®Ã¼Ã¶Ã¶Ã®7Ã¼Â§Â§ saxuolvaoav1 110801 Ã¤Ã®Ã»Ã®Ã¯Ã®Ã¬Ã¬Ã® axisv1a N1 xs ssoalxau NI sizNn Ð¾Ð¾Ð¾â€˜Ð¾: unxuus

Nruvaan N RÃ®NO0I/SLINQ 000201f1H001/N95 531601160811 110881 l ZS HSÃœHLXBG NI S 000 01 "01005 "16163" NÐž1133Ð“N1 2319V13BÐ“NI â€  ̃' D D D. 6:1 Â«l 'A'A ' ' ' â€  ̃' (85-2 3SV6) "01005 NI6163Ð 538061Ð¥30 nÃ¯Ã¼Ã¶Ã®Ã¯7Ã¼Â§Ã®Ã® SBI8OLVBOQVT 110881 63Ð111Ð00 0115116 NI 209 35061Ð¥30 ÐŸ1N001/N85'82 531601160811 11089V 63N111Ð03 0115116 NI ZÂ§ 9̀2 35061Ð¥30 1Ð001/NS02 8811'1ON3A161 ÐŸ1Ð001/Ð802 531601160811 110881 63Ð111Ð00 0115116 NI 202 38081Ð¥30 Z 2? Z Z Ð01133Ð“NI 23181133Ð“N1 EV Ã¢lÃ¤l (4Â§â€”Â£ 3SVd) 35061Ð¥30 N ÐŸ1Ð5/8Ð52'951Ð5/SÐ 5̃1 531601160811 118 NG Ð—Ð121Ð1Ð—N066 N Ð¿1N5/SÐ 5̃2'921Ð5/8Ð51 36618/93" N61Ð6 111" Ð1Ð660Ð1Ð—H061Ð¥Ð—0 IM Ð1Ð—Ð066 N 1HÂ§ISNSZ̀951NS/SNÂ§1 0ÐÐ1/59V1 Ð1B1Ðœ Ð1Ð660Ð1Ð—Ð061Ð¥30 IM NVSÃ–BNSNÃš 1160 (45-Ã®

38Vd) 560615 801601Ð00601Ð BN121Ð1BÐ066 5301N0680601Ð N1Ð660Ð13N061Ð¥30 l ' ' ' ' D ' ' ' D â€¹ ' '' '' D' D' '44 '' D D ' ' D ' ' ' ' ' ' ' ' ' A ' D ' â€  ̃8 S9. HD8VH â€” 98. lS0S0V / 4 8BQNDN 1Ð3NB16605 BÐ11110Ðœ03 / 1511 1300066 S060 



DRUG PRODUCT L IST Ã CUMUL AT IVE SUPPL E ME NT NUMBE R 7 /  AUGUST â€˜84 - MARCH '85
DICYCL OMINE HYDROCHL ORIDE (PAGE 3-64)
SYRUP; ORAL
BE NT YL
ME RRE L L DON/DON CHE M 10MG/5MLn
T ABL E T; ORAL
BE NT YL
ME RRE L L DON/DON CHE M 20MG!
DIE T HYL PROPION HYDROCHL ORIDE (PAGE 3-65)
T ABL E T; ORAL
DIE T MYL PROPION MOL
AA L E MMON 25MG!
DIHYDROE RGOT AMINE ME SYL AT E; HE PARIN SODIUM; L IDOCAINE
HYDROCHL ORIDE (PAGE 3-66)
INJE CT ABL E; INJE CT ION
E MBOL E X
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2;500 UNIT S/0.5ML;
5.33MG/0.5MLn
0.5MG/0.7ML;5;000 UNIT S/0.7ML;
7.46MG/0.7MLn
DISOPYRAMIDE PHOSPHAT E (PAGE 3-68)
CAPSUL E; ORAL
DISOPYRAMIDE PHOSPHAT E
AQ BIOCRAFT L ABS E Q I0OMG BASE!
AB E Q ISOMG BASE!
NORPAOE
AQ SE ARL E PHARMS E 100MG BASE
AQ E 150MG BASE
DISUL FIRAM (PAGE 3-68)
T ABL E T; ORAL
DISUL FIRAM
BX PAR PHARMACE UT ICAL 250MG!
BX 500MG!
DIVAL PROE X SODIUM (PAGE 3-69)
T ABL E T; E NT E RIC COAT E D; ORAL
DE PAKOT E
ABBOT T L ABORAT ORIE S E Q 125MG BASE!
N
N
22 22
07961
07409
88642
18885
18885
70101
70102
17447
17447
88792
88793
18723
A
A
A
V
>
>
D)
A
â€˜O
A

Ð¾ Ñ:
A
DL T
ADD
vv
A>I>
â€˜
A
>
>
DOPAMINE HYDROCHL ORIDE (PAGE 3-69)
INJE CT ABL E; INJE CT ION
DOPAMIME HCL
L YPHOME D 40MG/MLn

Ð—0ÐÐ•/MÐ’!
DOXYCYCL INE HYCL AT E (PAGE 3-70)
IÃ¢
B BE RGE R
lÃ¤UÃ¤
CAPSUL E; ORAL
DOXY-L E MMON
L E MMON
DOXYCYCL IHE HYCL AT E
E Q Ð‘0MÐ‘ BASE!
PAR PHARMACE UT ICAL E Ð‘0ÐœÐ‘ BASE!
SUPE RPHARM E Q 50HG BASE!
Ð© Ð¸
NE ST-NARD E Q Ð‘0ÐœÐ‘ BASE!
Z E NIT H L ABORAT ORIE S E Q Ð‘0MÐ‘ BASE!
E Q 100MG BASE!
T ABL E T; ORAL
DOXYâ€” L E MMON
L E MMON E Q I00MG BASE!
DOXYOYCL IHE MYOL AT E
SUPE RPHARM E Q I0OMG BASE!
Z E NIT H L ABORAT ORIE S E Q 100MG BASE!
DOXYL AMINE SUCCINAT E (PAGE 3-70)
I;
)l
T ABL E T; ORAL
DE OAPRYH
ME RRE L L DON/DON CHE M 25MG
DOXYL AMINE SUCCINAT E
QUANT UM PHARMICS 25MG!
N 70058
N 70059
62497
62434
62469
62469
62396
62500
62500
zzzzzz  2
N 62581
62494
62505
22
N 06412
N 88603
E PINE PHRINE BIT ART RAT E; L IDOCAINE HYDROCHL ORIDE (PAGE 3-72)
INJE CT ABL E; INJE CT ION
L IGNOSPAN FORT E
DE PROCO E Q 0.02MG BASE/ML;2Z!
L IGNOSPAN ST ANDARD
DE PROCO E Q 0.01MG BASE/ML;2Z!
E RGOCAL CIFE ROL (PAGE 3-72)
AA
AA
CAPSUL E; ORAL
ORISDOL _

7PINIHRPPÃIÃ„ Ã‰ Ã‰/SIÃ‰ RI//Ã‰ Ã‰ ÃÃ‰ ÃšÃš'Å•Ã¼ /
NINT HROP-BRE ON/ST E RL 502000 IU
N 88389
N 88390
/NfÃŸÃŸÃ© Ã¡Å„/
N 03444
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST â€˜84 â€” MARCH '85
13
A
>
Ðž
A
>
U
A
HYDROCORTISONE (PAGE 3-99)
POWDER; FDR RX COMPOUNDING
Ð¸-
Ñ‰/ Ñ‚ÑˆÐ¼Ñ…ÑˆÐ¿Ð½Ð¼ÑˆÐ¼/Ñˆ
AA TORCH LABORATORIES 1002
HYDROCORTISONE ACETATE (PAGE 3-102)
/Ã„Å•ifÅ„ÃŸÅ„lls'fÃ f̄Å„Å•Ã f̄fÃŸÃ /̄
Ð¸; Ã¤Ã« gÃ¢gÃ /ÃÐRMIIÃK. â€˜ÐœÐÐœÐ«  171!
HYDROCORTISONE ACETATES PRAMDXINE HYDROCHLDRIDE (PAGE 3-103)
AEROSOL; TOPICAL
EPIFOAM
REED&CARNRICK PHARMS 12512
HYDROFLUMETHIAZIDE (PAGE 3-104)
TABLETÂ§_ORAL
HYDROFLUMETHIAZIDE
AQ CHELSEA LABORATORIES Ð‘0ÐœÐ‘!
ÐÐ£ÐžÐ ÐžÐ ÐªÐ¦ ÐœÐ•Ð¢ÐÐ•Ð21ÐžÐ•; RESERPINE (PAGE 3-104)
TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE
BP ZENITH LABORATORIES 50MGÂ§0.125MGI
HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)
TABLET; ORAL
HYDROXYZINE HCL
Â¿g PUREPAC/KALIPHARMA Ð´Ð¾Ð¼ÐµÐ½
Â¿Ã«  ZSNGN
Â¿Q Ð²Ð¾Ð¼ÐµÐ¸
Â¿g SUPERPHARM 10HG!
AQ _ 25MG!
Â¿Q Ð·Ð¾Ð½Ðµ:
HYDROXYZINE PAMOATE (PAGE 3-106)
CAPSULE; ORAL
HY-PAM "25"
AQ LEMMON EQ 25MG HCLn
IBUPRDFEN (PAGE 3Â.106)
TABLET; ORAL
Ð²Ð¸ÑÐ½Ð¸
/NfÃŸjÃŸÃ¡Ã¡/ Â¿8 Ð²Ð¾Ð¾Ñ‚Ð· PHARMACEUTICAL Ð°Ð¾Ð¾Ð½ÑÐ¸
N 87834 Â¿g Ð²Ð¾Ð¾Ð¼ÐµÑ†
IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)
TABLET; ORAL
. SK-PRÃ€MINE
/ll 55â€š457/ 7W. ÃÃƒEÃ“Ã‰Ã„ÃÃ“FÃÃ‰SÃ 511W;
Â« J'b
7%1/6/ Ñ‚ /
Â¿E sKaF LABORATORIES Ions
Â¿g 25ms
8P sons
N 88457
INnoNETHAcIN (PAGE 3-108)
CAPSULE; ORAL
:umONETNAOIN
Â¿g PAR PHARNAcEuTICAL e5nsn
Â¿g _ sonsu
N 88528 Ag PARRE-OAvIs/N-L Ð³Ð²Ð¼ÐµÐ¸
Â¿g Ð·Ð¾Ð½Ðµ:
suPPOsIToRY; REcTAL
INnocIN
Nsan Ð¿Ð°Ð· LABS/MERCK Ð·Ð°Ð¼ÐµÐ½
N 88932 ,
INDONETHACIN soOIuN TRIHYORATE (PAGE 3-1081
INJEOTABLE; INJECTION '
INOOOIN I.v.
NSAO/NEROK EQ ING BASE/vIALx
N 88120 _
N 38121 Ð© (PAGE 3Â109)
N 88122
N 88794 INJEOTABLE; INJECTION
N 8879s NEPHROELON
N 88798 MEDI-PHYSICS INEI/NLE
IsoETHARINE NEsYLATE (PAGE 3-110)
AEROSOL; INHALATION
BRONKONETER â€š â€š
N 88713 /Ã‰ffÅ•ÃŸlÃ® MÃ¡S/5.* Ã‰Ã‰LÃÃ‘Ã‰/ Ã 55.45175/
BN BREON LABS/STERLING 0.3QMG/INH
ISOETHARINE MESYLATE _
BN NATL PHARM MFG/BARRE 0.34MG/INHI
N 70083
N 70088
18829
18829
18806
18806
2221212
N 17814
N 18878
N 18289
/N/#ÃŸÃŸÃŸ/
'N 12339
N 87858



`â€š _T
16199 N `NÃ®Ã¯ ssryoÂ¿yu09v1 Ave I?
' ' woÑ…an; :oo'aNvHs
99290 N 1N/ssv9 Ð·Ð½Ð¾Ñ es 06199 N nÃ®Ã® ssluoivÃ¤oev1 Ave I?
/Ð9;;0 Ð] 1N/ssv9/eÃ¤Ã®Ã¤ueÃ¤/ Ð¿Ð½ÑƒÑ‚/9921 Ð½131Ð¼ ' Ã¢iÃ®iÃ¤Ã¯Ã®
Ð™ @n Ð° 5 . . . 1v01a01 :Nulles
/ffr'f'wtl/ Ñ‚Ð¸ÑˆÐ  ̧Ñ‚ÑŒÐ¼Ñƒ/ÑÑ‚Ð¸Ð¼
slvams Ð²Ñ‹Ð¿Ð¸Ñ‚ (911-9 seva) Ð²Ð½ÑƒÑˆÐ¸
Ð¼Ð¾Ñ…1ÑÐ·Ð³Ð¼Ñ… ÐµÐ·Ñ‡Ð°Ñƒ1ÑÐ·Ð³Ð¼1
(221-2 seva) slvas0s sNINuslNsNasN 96:91 N nzot suona Ð½Ð°Ñ‡Ð½Ð  ̧valsv
' sNIveo1Ax
)van s1osoasv
09999 N neNoo1 ssÑ…aolvaosvs nava Ã®? â€š
Ã®Ã¤Ã±'Ã¤Ã¼Ã®Ã¼Ã®Ã¤Ã¤Ã®Ã¤Ã± (911-2 seva) sNxveeoI)
)vac 21s1av1
99499 N nÃ®Ã¼Â§7Â§Ã¼Ã¶Â§ ssÑ…aolvaoev1 sNvxoa Ã®? 99599 N nÃ¬Ã®:Ã®Ã¼7eÃ¼Ã¤Ã¶f6 oeoaaso Ð³?
10Ð½ suzuzasasÅ„ Ã®ÂlssNouNvae
01050 N Ã¯Ã¼Â§7Â§Ã¼Ã¶s )usls/sevs aouHLNIN Ã®? ' NoÑ…lesrNÑ… ss19v1esrN1
 ̀Ã®Ã¶Ã¤Ã¤Ã±Ã¤Ã¬

1vao :anaxs (911-2 seva) Ñ‘Ð±Ñ‚Ð°Ð±Ñ‚Ð¿Ð·Ð±Ð°Ð±Ñ…Ð¿'Ð•Ð¿Ñ‚Ñ‡Ð·Ñ‡Ñ…Ñ‚Ð°Ñ‘Ð¿'Ñ‚Ð¿Ñ‚Ñ‘Ð³Ñ‘Ð°Ð°096151
22299 N â€˜IN/SH0T SLS NOLLVIJIGBH ÂI_LNI 37
22999 N nÃ®Ã¼7eÃ¼Ã¶Ã® esÑ…uoivaoav) 110999 Ev 91491 N neuoov gg
' Ã®Ã¶Ã¤'Ã¤Ã¬Ã®Ã¬Ã®Ã¤Ã®Ã¬Ã¤i 91491 N Ð¿Ð°Ð½Ð¾Ð²: 1  ̀g!
NoÑ…iesrNI :s19vlesrN1 91491 N nÃ«Ã¼Ã¶Ã¶Ã® oxv1e 9v
Ã®Ã®-Ã¼Ã¼vÃ¤Ã® __
(221-5 seva) Ð·Ð¾Ñ…Ð¸Ð¾Ñ‡Ð½Ð·Ð¾Ð°Ð°Ð¶Ð½ sNIaIasasN 99991 N neuooÂ» g!
99991 N neuoos _ `9v
_ 99991 N nÃ«ÃºbÃ²Ã® eNIasHQs Ñ‘?
92991 N x1 Ð·Ð½Ð°Ñ‚Ð½Ñ‹ Nveas11v < ouv < Ã¤Ã¼Ã®Ã±Ã¶Ã±Ã¤Ã±Ã¤
SNN < nov < )van :is19v1
eINsvHlHao :saoua/NoÑ…ln1os < uov <
 ̀49991 N n1N/eNs eNIasNes

1221-2 seva) sÃ±Ã¶Ã«Ã®Ã¤Ã¼sÃ¼ < ouv < sNAooNuoN
NoÑ…iesrNI :s19vlesrN1
92261 N nÃ¯Ã¼Ã¶Ã¶Ã¯7eÃ¼Ã®Ã¶ssÃ®Ã¼Ã¶Ã¶Ã®7eÃ¼Ã¶Ã®s 1211-2 seva) sÃ¼Ã¯Ã¤Ã¶Ã¯Ã¼Ã¶Ã¶Ã¤Ã¼Ã®Ã±-Ã¯Ã¶Ã¯Ã®Ã®sÃ¤Ã¯Ã¯
:Ã¯Ã¼Ã±Ã¼Ã¯7Ã«Ã¼99521uoot/eu1::1NooI/euos sev1 10NsAvul Ð°?
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92061 N Ã®Ã¼Ã¼Ã¶Ã®7eÃ¼Ã¼Ã¼ssÃ¯Ã¼Ã¶Ã¶Ã¯Ã®eÃ¼Ã¼Ã®Â§ 99529 N nÃ¯Ã¼Ã®7sÂ§Ã¯Ã¤â€”Ã¼eÃ¯-5Ã® gi
:Ã¯Ã¼Ã¼Ã¶Ã¯7Ã«Ã¼6Ã®Ã®s1uoot/euÂ¿s:1N001/euos ssÑ…aolvaosvs lloeev 39 99529 N nÃ¯Ã¼Ã®7sÂ§Ã®Ã¤â€”Â§Ã¼bÃ¶Â§-Ã´s a!
asNxvLNoe 0115919 Ð :̧ 31410151Ð½4 99529 N nÃ¯Ã±Ã®7sÂ§Ã¯Â§â€”Â§Ã¼Â§Z-EÃ® N-s/sev1 1019169 av
NoÑ…lveÑ…aaÑ… :N01101os â€˜ Ã®Ã¤Ã¤Ã®Ã¼Ã®Ã®
NoxlesrNI :ssevxesrNI
 ̀(611-5 seva) slvNoen1e Nnloos SsoIaosHa _ _

Ã¼Ã±Ã®Ã±Ã¶e'Ã¯sIÃ¯Ã¯Ã®5Ã¯_Ã¼Ã±Ã®Ã¼Ã¶Ã«'TÃ¤Ã¼Ã®Ã¤6Ã¯E5_Ã¼Ã±Ã¯Â§Ã¤Ã¯Ã®Ã¶Ã¤'Ã¯sÃ¼Ã®Ã¤Ã¶Ã®Ã¼5â€”Ã¼Ã±Ã®Â§sÃ±Ã¤Ã¯Ã¼ (211-2 seva) Ã¤Ã¯Ã¯Ã®Ã¯Ã±Â§â€”Ã±Ã®5Ã®NvNÃ¯Ã®
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MEPIVACAINE HYDROCHLORIâ€˜E (PAGE 3-123)
INJECTABLEÂ§ INJECTION
gARBOcAINE
Â¿g Ð²Ð°Ð³Ð¾Ð½ LABS/STERLING 2g
HEPIvACAIHE HCL
Â¿E CARTER-GLOGAU LABS Â¿gn
AE Â¿zu
POLOCAINE
Ag ASTRA PHARM PROOS Â¿zu
SOANOOHEST PLAIN
Ag OEPROCO Â¿gn
MEPROBAMATE (PAGE 3-123)
TABLET; ORAL
MEPROBAMATE
/Ã¢Ã¡/ ÃÃ±Ã±fÃ±ÃŸgÃ¯? /Ã¡Ã³dÅ•Å„/
/__/ /ZÃ³f Ã¡/
METHICILLIN SODIUM (PAGE 3-127)
INJECTABLE; INJECTION
A# /Ã³Ã©Ã¼Ã¤Ã©Å„iÅ„ "A Ed'Ã©Ã³Ã³Ã¤Ã¡'dÃ¡ E/ÃºÅ•Ã¡'/
Ã¨? Ð½. L Iss/mmm â€žÐ¸;  ̀ÑˆÐ¼Ñ‹Ð³,
Ð«  Â¿BARBARA-A;
Ð¶ÑƒÐ¶Ð¶Ð¸Ñ‚
METHOTREXATE SODIUM (PAGE 3-128)
INJECTABLE; INJECTION
EEXBIE
BRISTOL LABS/B-M EQ 250MG BASE/VIALE
MExATE-Ag Ðº
Â¿g BRISTOL CARIB/B-M/PR Eg 25ms BASE/MLn
METHYCLOTHIAZIDE (PAGE 3-129)
TABLET; ORAL
METHYCLOTHIAZIDE
A_ CHELSEA LABORATORIES 2.5MGH
AB EMEâ€œ
AQ COLMED LABORATORIES 5 Gl
METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)
INJECTABLE; INJECTION
SOLU-MEDROL
UPJOHN EQ 2GM BASE/VIAL!
METRONIDAZOLE (PAGE 3-133)
INJECTABLE; INJECTION
METRUNIDAZOLE
N 12250 Â¿E LYPHOMED 500MG/100ML:
METRYL Iv
N 88769 Ag LEMMON 5ooMG/IooMLn
N 88770
TABLET; ORAL
N 88853 METRONInAzOLE
AB PAR PHARMACEUTICAL e5oMGn
N 88387 Â¿g S0OmGn
AB SIOMAK LABORATORIES asomCn
AB 50oMGn
AB SUPERPHARM a5omen
Â¿g Soomsn
HETRYL
Â¿B LEmmoN e5omsn
/NfÃ³ÃŸÃ¡Ã¡Ã¡/ METRYL'59Q
/NfÃ³Ã³Ã¡Ã¡Ã¡/ AB  ̀LEMMON ÑÐ¿Ð¾Ð¿ÐµÐ¸
â€º Ano > SATRIC
> Aon > AB SAvACE LABS/ALTANA a5oman
MICONAzOLE NITRATE (PAGE 3-134)
/Ã‘'Å•Ã¯Ã¡Ã¤ÃŸ/ SUPFOSITORY; vAsINAL
/NfÅ•Ã¯Ã¡Ã¡ÃŸ/ MONISTAT 3
;Ð:ÐÐÐÐÐ; ORTHO PHARMACEUTICAL zoomen
/NfÅ•Ã¯Å„Ã¤ÃŸ/
MORPHINE SULEATE (PAGE 3-1351
INJECTABLE; INJECTION
DURAMORPH PF
ELKINS-SINN/AHROBINS 0.5mG/mLn
IMG/MLn
N 86358
N 88760 NAECILLIN SODIUM (PAGE 3-1351
INJECTAB LE i INJECTION
NAPOIL
Â¿g BRISTOL LABS/B-M Eg 108m BASE/vIALn
NALLPEH
Â¿L BEECHAM LABS/BEECHAM Eg 108m BASE/VIAL
N 88750
N 88724
N 88745 NALBUPHINE HYOROCHLORIOE (PAGE 3-136)
INJECTABLE; INJECTION
NUBAIN
DUPONT PHARMS/OUPONT aoMG/mLn
N 11856
â€˜2
2 ZZ ZZ ZHZIZTZ 2 2
70071
70042
70040
70039
70027
70033
70008
70009
70035
70044
70029
18888
18565
18565
62527
61999
18024



12599
02599
61599
46999
19499
90990
46499
09499
12991
= 99261
29521
66299
zzz
nÃ¯Ã¼7Â§Ã¼Ã¶Â§ @i 99299 N
nÃ®Ã¼7Â§Ã¼Ã¶Â§ a!
nÃ®Ã¼7Â§Ã¼Ã¼Â§ 931601160971 9790109 av 99260 N
N0xaos NroxANsNa
NoÑ…lesrNÑ… fs19v13srN1
(sst-s seva) Ã¼Ã±Ã¯Ã¼Ã¶Ã¤'Ã±Ã®Ã¶Ã®Ã®Ã±Ã®Ã¼Ã¤
nÃ¯Ã¼Â§7ÃªÃ¼Ã« zr92Ã¯Ã¼Â§7Ã¢Ã¼Â§ 931601760971 Ave 'Ã  ̄szsz9 N
Nrv1a en sNrzvNLsNoaa __ `
NÃ®NS/SNSZ'MÃ‰HÃ‰/SNS BU8VQ/SAN Ð¸99Ð½9 â€™ILVN VV
iÃ®Ã®Ã®Ã¬'5Ã¬'Ã¬Ã®Ã¤Ã±5Ã®Ã® __
1Ns/eNsz'921Ns/eus oNNv/99v1 Ð½1Ð·Ð¶Ð¼ 79 19529 N
61'999959599 21529 N
1760 290619
(sst-2 seva)
Ã¤Ã±Ã®Ã¤Ã¶Ã¯E55EÃ¼IE'Ã®Ã‘Ã®Ã®Ã¯Ã±Ã®Ã®Ã¼Ã¶Ã¤E_EiÃ±Ã±Ã®Ã®Ã±Ã¯Ã¬Ã±Ã±Ã¼Ã¼Ã®Ã¤Ã±Ã®Ã¤Ã¼Ã¤Ã®Ã¯Ã®Ã±Ã¤HÃ¤
uÃ« Ã¼Ã¼Ã® 901979 NavHa '9 21540 N
91
NSN02 SB16O1V8O9VÃ® VBSTBHD
_V Ð°Ñ‚â€˜? /Ãl'SNÃN/
'IOM BNINZBLNSIM
â€˜ 1V80 Â§310$dV3
(151â€œ2 BSVd) 301Ã¼01H30BOAH 3N1N631N3Ð6
lSN009
116O 239V3138 0311081N03 â€˜1318V1
1sss0ouâ€”lsNesoH
1719361
92291 N
92291 N
(691-2 BSVd) ÃNÃÃ1AÃ¡1X01N3;
l111A/SH002
(991-2 39Vd)
Ã« Ã¼Ã®Ã®Ã®
RSH001 1V011033VN8VHd HV109 9V
03NOHdA1
002 HVlN3d
N01133FN1 2S19V103FN1
Ã¤1VNOIHlBSI BNIOINVLNBd
62229 N
Aexse-veÑ…e/Â¿eÑ…se v
1iÃ¤Ã®Ã®Ã¼Ã±Ã®Ã®
22691 N
999291599599196
1160 2131871
(291-2 BSVd) BNOZVLHBNBHdAXO
59|
1N5/SH001 SBI8O1V8OQVT AVG Vv
3NI11Ã€HÃIHLXO __
l1N5/SN001 1â€”M/SIAVOâ€”3X8Vd VV
1A0310H3
1V80 261Ð¥113
(291-2 BSVd) 3N111ÐÐ6161Ð¥0
lSLINn 0002005
NILVLSAN
1VBO 21319V1
ITN/SLINH 0001001 8IVÃ¡VN8VHd Ã®Ã®
NÃ®H/SLINH 0001001 SBIBOL16OQVT AV0 V
NILVLSAN
1160 :NoÑ…sNsas0s
(191-2 seva) Ã‘Ã¯Ã¯Ã¯Ã¯Ã« Ã®Ã±
1u/ssv9 eut 93 16319/90369-90691919
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â€˜Ð¡Ð§ " "ARL" 'UD I. '
l  Uv-IU-n--. - vvÂ¢Â»Lll '|CNI W I'IDBK l  l  RUW DI
PHE NYT OIN SODIUM! E XT E NDE D (PAGE 3-153)
CAPSUL E; ORAL
DIL AHT IN
AB PARKE-DAVIS/N'L  100MG
E XT E NDE D PHE HYT OIN SODIUM
BOL AR PHARMACE UT ICAL 100MGI
>
PIL OCARPINE HYDROCHL ORIDE (PAGE 3-154)
GE L; OPHT HAL MIC
PIL OPINE HS
AL CON L ABORAT ORIE S 4Z
POL YE T HYL E NE GL YCOL 33505 POT ASSIUM CHL ORIDE S SODIUM
BICARBONAT E; SODIUM CHL ORIDE; SODIUM SUL FAT E (PAGE 3-155)
POW DE R FOR RE CONST IT UT ION; ORAL
COL YT E
E DL AN PRE PARAT IONS IZ0GM/PACKE T;1.49GM/PACKE T;
3.36GM/PACKE T;2.92GM/PACKE T;
11.3Ã³GM/PACKE T H
227. IGM/PACKE T Ã® Z.82GM/PACKE T;
6.3Ã³GM/PACKE T$5.53GM/PACKE T;
21.5GM/PACKE T Ã® l
3608M/PACKE T;4.47GM/PACKE T5
10.08GM/PACKE T;8.76GM/PACKE T;
34.08GM/PACKE T I
POT ASSIUM CHL ORIQE (PAGE 3-156)
INJE CT ABL E; INJE CT ION
POT ASSIUM OHL ORIOE IN PL AST IC CONT AINE R
Ag INvE NEx L ABS/L IFE 2MEg/MLn
Ag ' 2MEg/MLn
RRE ONISOL ONE (PAGE 3-159)
T AB L E T Â§ ORAL
PRE ONISOL ONE
Bx SUPE RPHARM Ð·Ð¼ ÐµÐ¸
'PRE DNISOL ONE ACE T AT E Ã¬ SUL FACE T AMIDE SODIUM (PAGE 3-160)
OINT ME NT; OPHT HAL MIC
PRE DSUL FAIR
AI PHARMAFAIR 0.52Ã® 102
VASOCIDIN
COOPE RVISION PHARMS 0.5%;
>
_g
84349
88711
18796
18983
18983
18983
88901
88908
88892
88032
88791
V
>
Ðž
AA
A
D
â€˜
A
ÃŸ
â€˜
PRE DNIÂ§ONÂ§ (PAGE 3-161)
SOL UT ION; ORAL
PRE DNISONE
ROXANE L ABORAT ORIE S 5MG/5MLn
PRE DNISONE INT E NSOL
ROXANE L ABORAT ORIE S 5MG/ML N
T ABL E T; ORAL
`PRE DNISONE
BX SUPE RPHARM 5MG!
BX 10MG!
BX Ð³Ð¾ Ð½ ÐµÑ†
PROCAINAMIDE HYDROCHL ORIDE (PAGE 3-163)
INJE CT ABL E; INJE CT ION
PROCAINAMIDE HCL
Ag SOL OPAK L ABORAT ORIE S 100MG/ML B
Ag 500MG/NL R
Ag 500MG/ML:
T ABL E T Â» CONT ROL L E D, RE L E ASE Â§ ORAL
PROOAIHAMIDE HCL
BOL AR PHARMACE UT ICAL 250MG!
500MG!
T S0MGI
/Ã‰ ÃŸÃŸÅ„ ÃŸ/
500MB
250MG
750MG
1GMB

Ð¿_Ð¿_, `â€šÐ 81818
\
PROGAN SR
PARKE-DAVIS/N-L
PROCHL ORPE RAZ INE E DISYL AT E (PAGE 3-164)
CONCE NT RAT E; ORAL '
PROCHL ORPE RAZ INE E DISYL AT E
AA BAY L ABORAT ORIE S E Q 10MG BASE/MLn
SYRUPS ORAL
PROCHL ORPE RAZ INE E DISYL AT E
AA BAY L ABORAT ORIE S E Q 5MG BASE/5ML!
PROME T HAZ INE HYDROCHL ORIDE (PAGE 3-165)
SYRUP;
ORAL
/BAT ME T HAIINE/
PROME T HAZ IHE PL AIN
2:2:2:
222
22222 222
88703
88810
88865
88866
88867
88530
88531
88532
88533
88534
88535
86468
86068
86465
87510
88489
88598
88597
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 7 /  AUGUST â€˜84 â€”  MARCH '85 19
Â§QQI!!_Â§Ã«L QBI!Â§ tPAGE 3-176â€™
INJE CT ABL E; INJE CT ION
BACT E RIOST AT IC SODIUM CHL ORIDE 0.92 IH PL AST IC CONT AINE R
AE ABBOT T L ABORAT ORIE S 9MG/ML
AB INVE NE X L ABS/L IFE 9MG/ML H
AP QMS/ML M
SODIUM CHL ORIDE IN PL AST IC CONT AINE R

/Ã© Å•/ 73H ÐÐ•ÐÐ¥Ð™ 7Ð¥Ð™ â€™ ÐÐ‘Ð— Ð 7 7ÐÐ•ÐÐ•ÐÐ•ÐÐ•ÐÐ•Ð7
SODIUM CHL0RIOE 0.92 IN PL AST IC COHT AINE R
Ag AM MCGAN/AM HOSP
AB INVE NE X L ABS/L IFE
900MG/100ML
9MG/ML H
SODIUM L ACT AT E (PAGE 3-178)
INJE CT ABL E; INJE CT ION
SODIUM L ACT AT E IN PL AST IC CONT AINE R
` ABBOT T L ABORAT ORIE S 5ME Q/ML I
SODIUM NIT ROPRUSSIDE (PAGE 3â€”178)_
INJE CT ABL E; INJE CT ION
SODIUM NIT ROPRUSSIDE
AE L YPHOME D 50MG/VIAL!
SODIUM POL YST YRE NE SUL FONAT E (PAGE 3-179)
POW DE R; ORAL Â» RE CT AL
E BIE KAL QIE
AA BRE ON L ABS/ST E RL ING 453.8sM/BOT
SODIUM POL YST YRE HE Ð²Ñ‹Ð³Ð¾ Ð½ Ð¸:`
AA BAY L ABORAT ORIE S 453.88M/B0Tu
SUSPE NSION; ORAL Â» RE CT AL
SODIUM POL YST YRE NE SUL FDNAT E
AA BAY L ABORAT ORIE S 15GM/60ML I
SOYBE AN 015 (PAGE 3-180)
INJE CT ABL E; INJE CT ION
L IPOSYN III 102
A2 ABBOT T L ABORAT ORIE S 102!
L IPCSYN III 202
P ABBOT T L ABORAT ORIE S 02!
SUCCINYL CHOL INE CHL ORIDE (PAGE 3-181)
INJE CT ABL E; INJE CT ION
SUCCINYL CHOL INE Ð²Ð¸ÐºÐ¾ Ð½ Ñ‚Ð¾ Ð²
AP Â7Ã® Ã±xÃ¬Ã¬Ã±ÃŸ"""xÃŸÂ§7â€”â€”â€” 'â€” Ã® 7Â§AoRE JJIA'
533; L 'L  /Ã¯Ã«E L  L
N
N
N
/Å„
N
N
N
N
N
N
18800
88909
88911

IMAâ€
17464
88912
18947
70031
11287
88786
88717
18969
18970

Ð— Ðž Ð¬Ð ÐÐ’Ð•Ðœ2ÐÐœ1Ð’Ð•5 SUL FACE T AMIDE; SUL FAT HIAZ OL E (PAGE 3-181)
T ABL E T; VAGINAL
SUL T RIN
AI _ ORT HO PHARMACE UT ICAL 184MG;143.75MG;172.5MG
IBIE L E_Â§ÃˆL E A
AI E  FOUGE RA/AL T ANA
A1 PHARMADE RM/AL T ANA
184M65143.75M6;172.5N6l
184MO;143.75MG;172.5Msn
SUL FACE T AMIDE SODIUM (PAGE 3-181)
SOL UT ION/DROPS; OPHT HAL MIC
â€ºÑ‰ Ñ‚â€º Ð½ ÑˆÐ¼ Ð¸Ð¼ Ð¼ Ð¼ ÑŠÐ¼ ÑˆÑ‰
â€º ADD > SUL FAIR 10
SUL FAME T HOXAZ OL E; T RIME T HOPRIM (PAGE 3-183)
T ABL E T; ORAL
>Ñ‚Ð¾ > ÑˆÑˆÑ‰ ÑŒÑŒ

â€º ADO > AB [Ð‘Ð˜ÐÐž N 800MG;180MGB
SUL FAME T HOPRIM
Ag PAR PHARMACE UT ICAL 400MGÃ¬80MGl
SUL FAME T HOPRIM-DS
AQ PAR PHARMACE UT ICAL 800M6Â§160HGI
SUL FAME T HOXA20L Â§_A T RIME T HOPRIM
AQ HE AT HE R DRUG 400MGÂ§80MGH
AQ 800MGÂ§160MGH
SUL FAME T HOXAZ OL E AND T RIME T HOPRIM
AQ BARR L ABORAT ORIE S 400NGÂ§80HGn
> ADD > AQ CHE L SE A L ABORAT ORIE S Q00HGÂ§B0MGn
> ADD > AQ 800HG;160MGn
SUL FAME T HOXAZ OL E AND T RIME T HOPRIM DOUBL E ST RE NGT H
AQ BARR L ABORAT ORIE S 800NGÂ§lÃ³0MGu
> OL T >/Ã© Ã© / /T AIHE T HIE UL PA'dfgÃŸÅ„ Ã¯Ã‰ S/gggg;, Ã¯gggg l
> DL T > Ã® Ã«Ã±Ã¬ÃŸÃ«Ã¬Ã® fÃŸlÃ¤Ã¶Ã±Ã¬Ã¯ _____5 Ð¹
â€º OL T > /T RIHE T H/SOL PA'SIS
â€º OL T >/ L  , L  'ORIE S/doÃ³nÃ¡fsÃ³Å„ Ã¡a /
T E CHNE T IUM T Câ€”99M PE NT E T AT E KIT (PAGE 3-186)
INJE CT ABL E; INJE CT ION
> Ð²ÑŒÑ‚ â€º /RIONE YIBRAIH'SOANNINB'RIT
>_OL I_>/Ã© Â£/ A.  .  __Ã© /
T E RBUT AL INE SUL FAT E (PAGE 3-187)
AE ROSOL; INHAL AT ION
BRE T HAIRE
> ADO > BNâ€˜ GE IGY/CIBA-SE IGY 0.2MG/INHB
> AOD > BRICANYL
> ADO > BN ME RRE L L DON/DON CHE M 0.2MG/1NHu
N 05794
N 88463
N 88462
70048
70022
70032
18946
18946
70006
70002
70000
2 212 2 2 2 2 2
N 70007

â€ž Ð“ Ð˜ÐœÐ

/Ã‘ÃÃAÃ“ AÃ‰/
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N 18762
N 18000
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TOLMETIN SODIUM (PAGE 3-194)
VECURONIUM BROMIDE (PAGE 3-202)
/Ã©Ã©/
CAPSULE; ORAL
TOLECTIN OS
/Ã‘#Ã‘Ã‰ÃiÃiÃ„Ã‰Ã“ Ã‰Ã„ÃÃ“ Ã‰IES//Ã‰QÃÃAOÃšÃ‰ÃÃ‰Ã„SÃ‰/
MCNEIL PHARM EQ 400MG BASE
TABLET; ORAL
TOLECTIN.' I l
/Ã‘Â¢Ã‘Ã‰IL.LÃ„Ã‰Ã“ Ã‰ÃÃÃ“ Ã‰IES//Ã‰R'Ã¡AANG'BÃSÃ‰/
MCNEIL PHARM EQ 200MG BASE
TRIAMCINOLONE ACETONIDE (PAGE 3-1951
CREAM; TOPICAL
ARISTOCCRT A
AI LEDERLE LABS/AM CYAN 0.0252!
AI 0.12Ñ†
A1 o 57u
OINTMENT; TOPICAL
ARISTCCDRT Ð
LEDERLE LABS/AM CYAN 0.1Xl
.52!
TRIAMCINOLOHE ACETONIDE
IEHZ
0
AI PHARMAOERM/BYK-OLON o_oa5xn
A1 0.12n
TRYHgA
A1 SAvAeE LABS/BTK-eLON 0.025Ð¸Ñ†
Ñ‚ 0.1zn
TRILOSTANE (PAGE 3-199)
CAPSULE; ORAL
MOORASTANE
NINTHROP LABS/STERL 3omen
8omen
TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)
SYRUP; ORAL
TRIPROLIDIHE HCL
AA HALSEY DRUG 1.25MG/5MLR
TRISULFAPYRIMIDINES (PAGE 3-200)
SUSPENSION; ORAL
/TRIPL'E 'SUL'POÃ‰OÃƒ/
7_931.2. Ð’ÐÐ•Ð¨ Jl/ Ð¸ÑˆÐµÐ¼Ð¸Ð¸
/NfÃ¯Ã¡ÃŸÃ©Ã¤/
N
/NfÃ¯Å•Å•Ã©Ã©/
N
222
22 22 22
/Ã‘/ÃŸÃŸiÃ³Å•/
18084
17628
88818
88819
88820
88780
88781
88692
88690
88693
88691
18719
18719
88735
INJECTABLE; INJECTION
/NOBÂ¢ÃšBDNÃINÂ¢Ã‰Ã„SÃƒ/
NORCURON
VERAPAMIL HYDROCHLORIDE (PAGE 3~2021
TABLET; ORAL
EAL-AL'
Ag SEARLE/SEARLE PHARMS Oomen
AB Ð©-
;Â§OPTIN _
AB KNOLL PHARMACEUTICAL 80g@
Ag 120Me
N 18817
N 18817
N 18593
N 18593
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CUMULATIVE SUPPLEMENT Ñ‚Ð°Ðº 7 / AUGUST "84 - MARCH
â€˜85
_ Ð»ÐµÐ²ÑˆÐ°Ð¼: â€˜ÑˆÑ‚Ð°Ñ‚ x PAGE Ans)
(ALL PRODUCTS â€” SEE SPECIAL NOTE B.)
'S/ /ÃŸÃŸÅ„sÃ¢/ _ ' m3675544/
d.. â€žD . . .
ÐœÐÐœ. ÐœÐÐ¤ÐÐ®â€˜Ð¤ÐœÐ•Ð« /Ã¯ÃŸÃ±fÃ¬/ lili-575_4#
/Å•ÃŸlÃ¡fgi'iÅ„ÃŸÅ„RÐÃ¯Ã“RÃ¯Ã‰S//Ã¡ÃŸÅ„ÃŸ/ /Ã‘fÃŸÃŸÅ•Ã¯Å•ÃŸ/
NITRUGLYCERIN (PAGE Alm
/ 558155911!!! . 'MWÃœJÃƒJIÃ‰Ã 'Ã‰Ã‰JIÃ‰ÃƒSÃ‰Ãƒ . â€˜ÐœÐÐ›
(Ñˆ. PRODUCTS - SEE SPECIAL NOTE Ð².)
Ð›Ð˜Ð¦Ð•â€œ.'Ð©3'Ð$â€˜Ð©ÐÐ™.'ÐÐ1ÐÐ$Ð5.â€˜ÐœÐÐ›
(ÐÐ. PRODUCTS â€” SEE` SPECIAL NOTE B.)



CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 â€” MARCH '85
CURRENT STATUS - INEFFECTIVE CURRENT STATUS - INEFFECTIvg
Ð»Ð°Ñ‚ÑƒÐº.â€˜ÑƒÐ·/Ð¿Ñ€Ð¸Ð½ÑÐ²ÑˆÐ¸Ð¼Ð¸ (Ð²Ð¸Ð½Ð½Ð¸Ñ†ÐºÐ¸Ð¼/ÑˆÑ‚Ð¸Ð»ÐµÐ¼ TUSS-ORNADE Ð·ÐºÐ°Ð³ LABORATORIES
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
0n September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved from January l, 1982; and
3) whether in vitro and/or in vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescription Dru Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthly supplements will be used to
saÃ¯isfy this new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original appTicatTon.
A-l



(2)
(3)
(4)
(5)
A new drug application approved after 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 new drug application.
Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval Ð¾? the original application, except that
such an application may be submitted after four ears if it
contains a certification that a patent claiming t e rug is
invalid or will not be infringed by the product for which
approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original applicatio . '
Ð supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)
essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval
of the original supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January 1, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, 1984.



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, l984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologjcals
Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (1) antibiotic and
insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in Appendix D of the APDP will
enable firms to determine whether in vitro and/or in vivo
bioavailability/bioequivalence study data must be included with their ANDA
submissions.
Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (l) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those-Which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution erformance is demonstraÃ¯ed (the list of
such drugs is provided under TABLE I ; and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.
Aâ€”3



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



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



Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.
TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-l & Ð-2 of the Addendum for an
explanation of exclusivity).
FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-IV designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of
codes as explained on pages A-7 and Ð-8.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.
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FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEW ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEW STRENGTH
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEW INDICATION (SEE REFERENCE, BELOW)
REFERENCES
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
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I-I
Iâ€”2
1-3
Iâ€”4
Iâ€”5
|â€”6
Iâ€”7
Iâ€”8
Iâ€”9
I-IO
I-II
Iâ€”I2
Iâ€”I3
Iâ€”I4
|â€”I5
Iâ€”I6
Iâ€”I7
Iâ€”|8
|â€”I9
Iâ€”20
Iâ€”2|
|â€”22
1-23
Iâ€”24
1-25
Iâ€”26
|â€”27
Iâ€”28
Iâ€”29
Iâ€”3O
|â€”3|
1-32
INDICATIONS
SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
DYSMENORRHEA
TREATMENT OF TINEA VERSICOLOR
SYMPTOMATIC GASTROESOPHAGEAL REFLUX
NEPHROTOMOGRAPHY
CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
VENOGRAPHY OF LOWER EXTREMITIES
WHOLE-BODY COMPUTED TOMOGRAPHY
GATED CARDIAC POOL IMAGING
POST-MYOCARDIAL INFARCTION
COLORECTAL SURGERY
NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
CISPLATIN INDUCED EMESIS
DIABETIC GASTROPARESIS
POST-MYOCARDIAL INFARCTION
ACROMEGALY
PITUITARY TUMORS
POSTMENOPAUSAL OSTEOPOROSIS
ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
ACUTE OTITIS MEDIA
EXERCISE INDUCED BRONCHOSPASMS
MI OR STROKE
COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
BLASTOMYCOSES DERMATITIDES
PEDIATRIC SUBARACHNOID VASCULAR
PETRIELLIDIUM BOYDII INFECTION
HEREDITARY ANGIOEDEMA
INTRACORONARY USE
PEDIATRIC USE
DIRECT ISOTOPIC CYSTOGRAPHY
POSTPARTUM HEMORRHAGE
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T ABL E II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE OUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INQRE DIE NT ISI
ST RE NQT HISI
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
6S0MG
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
120MG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
BOMG; 20MG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
160MG; 40MG
BROMPHE NIRAMINE MAL E AT E
BMG
BROMPHE NIRAMINE MAL E AT E
12MG
CHL ORHE XIDINE GL UCONAT E
0.5%
CHL ORHE XIOINE GL UCONAT E
0.5%
Ð¨
IDOSAGE FORM; R0UT E)
NE OPAP
(SUPPOSIT ORY: RE CT AL)
T YL E NOL
(SUPPOSIT ORY; RE CT AL)
T YL E NOL
(SUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY: RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
GAVISCON
(T ABL E T,  CHE W ABL E; ORAL)
GAVISCON-2
(T ABL E T,  CHE W ABL E; ORAL)
DIME T ANE
(T ABL E T.  CONT ROL L E D
RE L E ASE; ORAL)
DIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
HIBIT ANE
(T INCT URE: T OPICAL)
HIBIST AT
(SOL UT ION: T OPICAL)
APPL I ANT NAME
W E BCON PHARMS/AL CON
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
G AND Ð˜ L ABORAT ORIE S
G AND N L ABORAT ORIE S
UPSHE R-SMIT H L ABS
UPSHE R-SMIT H L ABS
MARION L ABORAT ORIE S
MARION L ABORAT ORIE S
AH ROBINS
AH ROBINS
ICI AME RICAS
ICI AME RICAS
NDA N .  PAT E NT NO.

ÐÐ Ð  VAL DAT E E XP.  DAT E
16-401
11-07-68
17-756
05-26-76
17-756
05-26-76
18-060
02-09-78
18-060
02-09-78
18-337
04-22-80
18-337
09-12-83
18-685
12-09-83
18-685
12-09-83
10-799
06-10-83
10-799
06-10-83
18-049
12-18-78
18-300
05-23-80
E XCL USIVIT Y
E XP.  DAT E
NP
09-24-86
NP
09-24-86
RT O
09-24-86
RT O
09-24-86
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ACTIVE INGREDIENTIS)
STRENQTHIS)
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANEl
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
INSULIN, MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION. PROTAMINE
ZINC, PURIFIED BEEF
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINCÂ»  PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION. PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN ZINC SUSPENSION. BEEF
40 UNITS/ML
TRADE NAME
IDOSAGE F0RM; ROUTE)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
PROTAPHANE `
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE: INJECTION)
PROTAMINE, ZINC & ILETIN
(BEEF-PORK)
(INJECTABLE: INJECTION)
PROTAMINE, ZINC & ILETIN
(BEEF-PORK)
(INJECTABLE: INJECTION)
PROTAMINE ZINC INSULIN
(INJECTABLE: INJECTION)
PROTAMINE ZINC INSULIN
(INJECTABLE: INJECTION)
PROTAMINE ZINC AND
ILETIN 11
(INJECTABLE: INJECTION)
PROTAMINE ZINC AND
ILETIN II(PORK)
(INJECTABLE: INJECTION)
LENTE INSULIN
(INJECTABLE: INJECTION)
APPLI ANT NAME
ELI LILLY
SOUIBB-NOVO
NORDISK
ELI LILLY
ELI LILLY
ER SQUIBB AND SONS
ER SOUIBB AND SONS
ELI LILLY
ELI LILLY
SOUIBB-NOVO`
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
EXCLUSIVITY
EXP. DATE
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
17-932
02-08-77
17-928
02-08-77
17-928
02-08-77
18-476
06-12-80
18-346
12-05-79
17-998
02-08-77
11-5
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENTLS)
$TRENGTH)Â§)
INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN, PORK
40 UNITS/ML
INSULIN, PORK
100 UNITS/ML
INSULIN, PURIFIED BEEF
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
INSULIN, PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION.
ISOPHANE, PURIFIED HUMAN
100 UNITS/ML
NONOXYNOL-9
IGM
POTASSIUM IODIDE
laoMG
POTASSIUM IODIDE
TGM/ML
POTASSIUM IODIDE
l30MG
PSEUDOEPHEDRINE HYDROCHLORIDE
120MG
TRADE NAME .
)DQSAGE FORM; ROUTE)
HUMULIN R
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
INSULIN
(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK OUICK
(PORK)
(INJECTABLE;INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)
ACTRAPID
(INJECTABLE; INJECTION)
NOVOLIN N
(INJECTABLE; INJECTION)
TODAY
(SPONGE: VAGINAL)
THYRO-BLOCK
(TABLET: ORAL)
POTASSIUM IODIDE
(SOLUTION: ORAL)
IOSAT
(TABLET: ORAL)
SUDAFED S.A.
(CAPSULE, CONTROLLED
RELEASE; ORAL)
APPLI ANT NAME
ELI LILLY
SOUIBB-NOVO
SOUIBB-NOVO
ELI LILLY
NORDISK INSULIN LABS
ELI LILLY
SOUIBB-NOVO
NOVO INDUSTRI A/S
VLI CORPORATION
WALLACE LABS/C-N
ROXANE LABORATORIES
ANBEX
BURROUGHS WELLCOME
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
EXCLUSIVITY
EXP. DATE
18-780
10-28-82
17-926
02-08-77
17-926
02-08-77
18-478
06-12-80
18-193
01-16-80
18-344
12-05-79
18-381
03-17-80
19-065
01-23-85
18-683 NDF
04-01-83 09-24-86
18-307
11-09-79
18-551 NDF
02-19-82 09-24-86
18-664
10-14-82
17-941
01-15-79
II-7
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T ABL E II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE OUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INGRE DIE NT S
ST RE NGT H S
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
60MG; 2.5MG
PSE UDOE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
30MG/5ML; 1.
25MG/5ML
PSE UDOE PHE DRINE SUL FAT E
120MG
T IOCONAZ OL E
1%
T RIPROL IDINE
2.5MG
T RIPROL IDINE
2.5MG
T RIPROL IDINE
2.5MG
T RIPROL IDINE
2.5MG
T RIPROL IDINE
1.25MG/5ML
T RIPRoL IoINE
1.25MG/5ML
T RIPROL IDINE
1.25MG/5ML
T RIPROL IDINE
1.25MG/5ML
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
T RADE NAME
)D0SAGE F0RM; R0UT E)
T RIPROL IDINE AND
PSE UDOE PHE DRINE
(T ABL E T; ORAL)
T RIPOSE D
(SYRUP; ORAL)
.  AFRINOL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
T ROSYD
(CRE AM; T OPICAL)
ACT IOIL
(T ABL E T; ORAL)
T RIPROL IDINE HCL
(T ABL E T; ORAL)
T RIPROL IDINE HCL
(T ABL E T; ORAL)
T RIPROL IDINE HCL
(T ABL E T: ORAL)
ACT IOIL
(SYRUP; ORAL)
BAYxoYL
(SYRUP; ORAL)
T RIPROL IDINE HCL
(SYRUP; ORAL)
T RIPROL IDINE HCL
(SYRUP; ORAL)
APPL ICANT NAME
BOL AR PHARMACE UT ICAL
HAL SE Y DRUG
SCHE RING
PFIZ E R CE N RE S/PFIZ R
BURROUGHS W E L L COME
BOL AR PHARMACE UT ICAL
DANBURY PHARMACAL
DRUMME R/PHOE NIX
BURROUGHS W E L L COME
BAY L ABORAT ORIE S
NAT L PHARM MFG/BARRE
PHARMS ASSOC/BE ACH
NDA N0.
APPROVAL DAT E
88-318
01-13-84
88-213
05-01-84
18-191
10-30-80
18-682
02-18-83
11-110
04-14-58
84-453
02-06-76
85-094
02-07-77
85-610
03-21-78
11-496
07-24-58
87-963
01-18-83
85-940
07-13-79
87-514
02-10-82
PAT E NT NO.
E XP.  DAT E
4062966
12-13-94
E XCL USIVIT Y
E XP.  DAT E
RT O
09-24-86
RT O
09-24-86
NCE
02-18-93
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O _
09-24-86
RT O
09-24-86
IIâ€”9
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T ABL E III.
NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INCRE DIE NT)Â§)
ST RE NCT H)Â§)
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE ADE NINE-1
SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE SOL UT ION
USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE SOL UT ION USP
T RADE NAME
)DOSAGE FORM; ROUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL ICANT NAME
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
T RAVE NOL L ABS
NDAN- Ð©

ÐÐ Ð  VAL DAT E E XP.  DAT E
E XCL USIVIT Y
E XP.  DAT E
10-102
12-14-61
11-912
9-2-59
10-855
06-11-59
16-918
3-17-78
80-77
11-6-80
78-519
4-23-80
82-528
11-3-82
77-420
5-12-78
16-527
6-22-70
80-222
8-23-82
16-907
5-15-73
78-1211
6-10-81
17-401
12-6-77
81-1012
6-28-83
III-l



2-111
31VG '0X3
1111IS03313
04-82-21
204-91
84-08-9
908-94
88-21-01
91#-18
88-91-9
4121-18
82-41-9
228-44
18-61-01
916-28
88-22-6
916-28
88-91-9
#011-18
_31VG '1x1 Ð¢ 111 Ñˆ
â€”'01 113111 â€”'01 10
03N130
5311H/1O18 831103
31103dV83Ð1 1Hd11
58V1 1ON3AV81
03N130
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58V1 1ON3AV81
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3NON
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3NON
(NO11330NI 5318Vl330NI)
3NON
(NO11330NI 5318VL330NI)
3NON
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3NON
(NO11330NI 2318V1330NI)
f N31SAS
BAIlIÃœ0V 1331810N S'SV
(NO11330NI 531811330N1)
H31515
3A11101 1331810N 2-SV
(NO11330NI 531011330NI)
NO1101O5 NO111A835388
1130 038 uiosov
(31000 Â» 0001 301000)
3010 3O101
850 NO1101O5
31V8113 H010O5 1N1109VO311N1
850 NO1101O5
31V8113 H010O5 1N11031O311N1
850 NO1101O5
31V8113 H010O5 1N11031O311N1
850
N0110105 NI8183Ð 1N1109VO311N1
850
NO1101O5 NI8V83Ð 1N1109VO311N1
1N001/N9889'0
850 3118113 H010O5 â€˜1H001/N9
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENTIS)
STREN TH S
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
DEXTRAN 40, 10%
IUGM/100ML IN
DEXTROSE 5%
SGM/100ML
DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE 0.9%
0.9GM/100ML
DEXTRAN 75, 6%
6GM/100ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 75, 6%
Ã´GM/1O0ML IN Â.,
SODIUM CHLORIDE 0.9% â€˜Ñ† '
0.9GM/100ML
DEXTRAN 25.'6%
Ð²Ð°Ð¼/Ñ‚Ð¾Ð¿Ð¸Ðº 1w
SODIUM CHLORIDE 0.9%
0,9GM/iooML _
DEXTRAN 40, 1̀0% `
ioGM/looML IN `
DEXTROSE 5%
SGM/100ML
DEXTRAN 40, 10%
10GM/1O0ML IN
SODIUM CHLORIDE 0.9%
0.9GM/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
NONE
(INJECTABLE;
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
INJECTION)
APPLICANT NAME
TERUMO AMERICA
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AMERICAN MCGAN
AMERICAN MCGAN
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
EXCLUSIVITY
EXP. DATE
78-1214
2-8-80
77-923
1-20-78
16-375
7-25-67
16-375
7-25-67
8-819
3-31-53
8-819
3-31-53
18-253
2-4-83
16-767
4-6-70
16-767
4-6-70
III-3



#-111
31VG '0X3
11IA1 l X3
04-61-8
SS4-91
2S-61-6
099-8
04-b1-ll
988-91
D4-Ð¬I-ll
988-9l
69-11-8
9l4-8
69-82-6
899-91
69-82-6
899-91
69-81-8
#20-6
31VG '0X3 31VG 110 dd1
' Ðœ LN3110 ' Ðœ VGÐœ
N3Ð3VN8VHd
N3Ð3VN8VHd
N3Ð3VN8VHd
N3Ð3VN8VHd
5311N/1O18 831103
5311N/1O18 831103
5311N/1O18 831103
MV33N NV3183NV
301M LN1G11dd1
(NO1133CN1
(NO11330NI
(NO11330NI
(NO1133CNI
(NO11330NI
(NoIIoaCuI
(NO11330NI
(NO11330NI
5318V1330NI)
3NON
5318V133CNI)
3NON
5318Vl330NI)
3NON
fÃ¡iavloarul)
Ð·Ð½Ð¾Ð¼
5318V1Ð3CNI)
3NON
5318V1330NI)
ÐÐšÐžN
5318V1330NI)
3NON
5318V1330NI)
3NON
(31000 f0003 30VS0G)
3010-30101
0Ð–Ð˜Ð®ÐœÐÐ‘Ð®ÐœÐ˜Ñ‘Ð®ÐœÐ¨ Ð« ÐœÐŸÐ¨ ÐÐœÐŸÐ6ÐÐ›Ð®Ð®Ð¨ Ð—ÐžÐ®ÐÐ®3Ð©ÐÐ¯Ð¨ Ð®Ð¨ ÐœÐÐ©Ð¨ Ð§ÐŸ3Ð®Ð˜
\
%6'0
%6'0
%6'0
%6'0
%6'0
%6'0
1N001/N96'0
3018O1Ð3 N0IOOS
NI 1N001/N39
%9 â€˜S4 NV81Ð¥30
1N001/N96'0
3018O1Ð3 N010OS
NI 1N001/N99
%9 â€˜54 NV81Ð¥30
1N001/N96'0
301801Ð3 NnIDOS
NI 1N001/N901
%01 â€˜0b NV81Ð¥30
1N001/N99
%Â§ 35081Ð¥30
NI 1N0U1/N301
%01 â€˜0b NV81Ð¥30
1N001/N96'0
3018O1Ð3 N010OS
NI 1N00l/N99
%9 â€˜04 NV81Ð¥30
1N001/N96â€˜0
3018D1Ð3 N010OS
NI 1N001/N301
%01 â€˜0b NV81Ð¥30
1N001/N99
ZS 35O81Ð¥30
NI 1N001/N901
%01 '00 NV81Ð¥30
1N001/N56'0
3018O1Ð3 N010OS
NI 1N001/N99
%9 '04 NV81Ð¥30
ÐŸÐ›Ð®Ð¨
(0)LN31G300NI 301101



NDA'S APPRUVED BY THE UFFICE UF BIULUCICAL RESEARCH AND REVIEM NUI PREVIOUSLY PUBLISHED
ACTIVE INGREDIENTISI
STRENGTH S
DEXTRAN l
IS0MG/ML IN
SODIUM CHLORIDE
6MG/ML
DEXTRAN 40, 10%
10GM/1O0ML IN
DEXTROSE 5%
SGM/100ML
DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
DEXTRAN 40, 10%
10GM/1O0ML IN
SODIUM CHLORIDE
0_QGM/100ML
DEXTRAN 40, 10%
10GM/100ML IN
DEXTROSE 5%
SGM/100ML
DEXTRAN 70, 6%
6GM/I00ML IN
DEXTROSE 5%
5GM/100ML
DEXTRAN 70. 6x
6CM/100ML IN
SODIUM CHLORIOE
0.9GM/100ML
DEXTRAN 70, 6%
6GM/100ML IN
SODIUM CHLORIDE
0.9GM/100ML
0.6%
0.9%
0.9%
0.9%
0.9%
TRADE NAME
)DOSAGE FORM; ROUTE)
PROMIT
(INJECTABLE;INJECTION)
RHEOMACRODEXR
(INJECTABLE; INJECTION)
RHEOMACROOEXR
(INJECTABLE; INJECTION)
RwEOMACRODEXR_ Q
(INJECTABLE; INJECTION)
RHEOMACRODEXR
(INJECTABLE; INJECTION)
MACRODEXR
(INJECTABLE; INJECTION)
0ACRODExR
(INJECTABLE; INJECTION)
MACRODEXR
(INJECTABLE; INJECTION)
Ð¨ÐœÐ•â€”
PHARMACIA
PHARMACIA
PHARMACIA
PHARMACIA
PHARMACIA
PHARMACIA
PHARMACIA
PHARMACIA
NAME
LABS
LABS
LABS
LABS"
LABS
LABS
LABS
LABS
NDA N .
APP VAL DATE
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
NCE
10-30-89
III-5
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III-_- ...l
l UL ÑŒÑ‡ I nL NL LHNbH ÐÐ˜Ð¦ NLVLLN NUI TNLVLUQQLI TUDLLJUEU
ACTIVE INGREDIENTISI
STRENGTH)S)
PROPIOLACTONE 99%
99GM/100ML
UROKINASE
5000 IU/VIAL
UROKINASE
250.000 IU/VIAL
UROKINASE
250,000 IU/VIAL
TRADE NAME
)DOSAGE FORM; ROUTE)
BETAPRONE
(SOLUTIONI CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPLI ANT NAME
ONEAL JONES&FELOMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG
NDA N . PATENT No.
ÐÐ Ð  vAL Ð’ÐÐ¢Ð• Ð•Ð¥Ð . DATE
11-657
9-11-59
76-1021
12-15-83
76-1021
7-31-78
17-873
8-28-79
EXCLUSIVITY
EXP. DATE
NS
09-24-86
1-29
09-24-86
III-7
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Ill-_- â€˜I 0
' Ð³Ð¾Ð¿-Ñˆ I'IIIU "Url J "Ð¬!!! ÐŸÐ“Ð“ÐŸÐ§Ð“ÐŸÐ¦'ÐÐ‘ I'HIJLÃITI HITU LIIkl-UJLYLII Ðœâ€˜Ð“ÐÐŸÐŸÐ ÐÐª!â€œ
ACTIVE IN REDIENT Ð© APPLI ANT NAME NDA N . P_AI_E_N_T__N_OL EX LUSIVITY
STRENGTH 5 DU Ð Ð• F RUâ€™ R0 15 Ð¨ Ð¨ im
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EO 200MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EO 300MG BASE (CAPSULE: ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EO 400MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC
625MG; EO 25MG BASE (TABLET: ORAL) 09-23-82 08-08-95 09-24-86
ÐCEÐ¢1C ACID, GLACIAL ACETIC ACID 0.25% TRAVENOL LABS 18-523
250MG/100ML IN PLASTIC CONTAINER 02-19-82
(SOLUTION; URETHRAL)
ACETOHYDROXAMIC ACID LITHOSTAT URO-RESEARCH 18-749 NCE
250MG (TABLET: ORAL) 05-31-83 05-31-93
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-604 4199574 NCE
5% (OINTMENT; TOPICAL) 03-29-82 04-22-97 03-29-92
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE n
200MG (CAPSULE: ORAL) 01-25-85 04-22-97 03-29-92
ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE
EO 500MG BASE/VIAL (INJECTABLE; INJECTION) 10-22-82 04-22-97 03-29-92
ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22
0.09MG/INH (AEROSOL: INHALATION) 05-01-81 02-22-89 09-24-86
3705233
12-05-89
ALBUTEROL VENTOLIN GLAXO 18-473 3644353 \`
0.09MG/INH (AEROSOL: INHALATION) 05-01-81 02-22-89
3705233
12-05-89
IV-1
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InuLL LV. Ð¿Ð¸Ð¿ Ð¾ Ð¿Ð³Ð³Ð¿Ñ‡Ñ‡ÑÐ¸ Ð³Ð¿Ð¸Ð¿ IÂI'DL IU 0'01'00 ÐÐ˜Ð˜ "UH J WLIH HVFNUFNLHIE VHILNI ÐÐŸÐž Ð‘ÐÐ¬Ð¬9211111 LHTUNHHILU"
ACTIVE INGREDIENT S â€™ TRADE NAME APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY
STRENGTH S DOSAGE FORM- ROUTE APP VAL DATE Ð¨ Ð¨
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG (TABLET; ORAL) 06-10-80 11-30-88
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.25MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.5MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
TMG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 06-12-96
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055
0.1% (OINTMENT: TOPICAL) 11-13-81 06-12-96
AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 MS&D/MERCK 18-201 3781430
HYDROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG
AMINO ACIDS FREAMINE HBC 6.9% AM MCGAN/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86
AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493 NS
6.5% (INJECTABLE; INJECTION) 10-15-82 09-24-86
AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957 \
8.5% (INJECTABLE; INJECTION) 08-09-82 Â§\
AMINO ACIDS NOVAMINE 11.4% CUTTER LABS/MILES 17-957
11.4% (INJECTABLE; INJECTION) 08-09-82
AMINO ACIDS HEPATAMINE 8% AM MCGAN/AM HOSP 18-676 \" 3950529 NS Ðº
8% (INJECTABLE; INJECTION) 08-03-82 04-13-93 09-24-86
\.
IV-3
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IAIIILL IV. NUII'J APIJNUVLU I'NUII I'I'IIZ IU II'UI'III) ANU NUI-I'Ã– NIII'I I'II'I'NUI'KII'IIL I'FIILNI ANU LÃ„CLUJIVIII INI'UNI'II'IIIUN
ACTIVE INGREDIENT S
STREN TH S
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; SGM/100ML;
54MG/100ML; 41MG/100ML;
149MG/100ML; 204MG/100ML;
117MG/100ML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 21MG/100ML; 40MG/100ML;
128MG/100ML; 234MG/100ML
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3 . 5%: 21MG/100ML: 40MG/100ML;
128MG/100ML; 234MG/100ML
AMINOACETIC ACID
1.5GM/100ML
Ð¨
)DOSAGE FORM; ROUTE)
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
N/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
Ð/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%
N/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
APPLICANT NAME
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
NDA NO.
APPROVAL DATE
18-582
05-08-82
19-120
10-11-84
19-118
10-11-84
19-119
10-11-84
18-804
05-15-84
18-875
08-08-84
18-522
02-19-82
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
NC
09-24-86
NC
09-24-86
NC
09-24-86
IV-5



9-A1
98-81-20
9828208
98-12-90 04-90-40 (1V8O f1Tl8Vl) 9H92
8990888 804-21 8383H/085H 1IAV13 3018O1H3O801Ð 3NI1Ð181811NV
98-81-20
9848208
98-12-90 19-40-00 (1V8O 51318V1) 9N01
8990888 802-21 8383H/085H 1IAV13 3018O1H3O80AH 3NI11181811NV
(NO11330NI 5318V1330NI1
83N1V1NO3 311SV18 N1
08-21-21 %90'0 3018O1Ð3 H010O5 1N001/0N090 11N001/9N009
026-81 5318O1V8O8V1 1lO88V /M 3NI11ÐHdONINV 3018O1H3 H010O5 53NITIAHdONINV
. x_
(NOILD30NI 5BIEV133CNI)
83NI01NO3 3115V18 NI
08-21-21 %90'0 3018O1H3 H010O5 1N001/9N090 51N001/9N000
026-81 531801V808V1 1lO88V /M 3NI11AH8ONINV 3018O1H3 H010O5 53NI'I'MHdONINV
(NO11330NI 2318V1330NI)
83NIV1NO3 311SV18 NI
08-21-21 %90'0 301801H3 H010O5 1N001/3N090 51N001/9N002
026-81 5318O1V8O8V1 11O88V /M 3NI11ÐHdONINV 3018O1H3 H010O5 53NITMHdONINV
(N011330NI 5318V1330NI)
83NIV1NO3 3115V18 NI
08-21-21 %90'0 3018O1H3 H010O5 1N001/9N090 11N001/9N001
026-81 5318O1V808V1 1lO88V /M 3NI11ÐHdONINV 3018O1H3 H010O5 53NI11ÐÐ8ONINV
98-02-60 28-20-00 (1V1338 5VN3N3) 1N9/9N008
8N 282-81 5NO513 NI11ÐHdONO5 3NI111HdONINV
86-91-80
1290068
88-42-40 08-62-01 (1V8O 51318V1) 9N092
0969698 202-81 19139-V813/V813 N380V1Ð3 301NIÐ131015ONINV
28-62-01 (NO11330N1 1318V1330N1) 1N/9N092
069-81 5NI8O8ÐV/NNI5-5NI813 013V 31O88V3ONINV 013V 31O88V3ONINV
_n ___u- Ð²
3LVO dÐ¥3 31VG dX3 31VG Ã¯VA ddV 131000 'N001 30V$0G) Nl Ðœ3NL$
101LV0003Ðœ1 11101$03ÐÐ¥3 GÐœV LN3LVd 3LV10d00dd0 HLIN SIVGN GNV S8'LC'C 01 28'1'1 0003 GHAGNddV SIVGN 'AI 31001



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATIUN
ACTIVE INGREDIENTISI
STRENGTH S
AMITRIPTYLINE HYDROCHLORIDE
50MG
AMITRIPTYLINE HYDROCHLORIDE
75MG
AMITRIPTYLINE HYDROCHLORIDE
100MG
AMITRIPTYLINE HYDROCHLORIDE
150MG
AMITRIPTYLINE HYDROCHLORIDE
l0MG/ML
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; 10MG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
10MG; 4MG
TRADE NAME
)DOOACE FORM; RUOTE)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(INJECTABLE; INJECTION)
LIMBITROL
(TABLET; ORAL)
LIMBITROL
(TABLET; ORAL)
ETRAFON A
(TABLET; ORAL)
APPLICANT NAME
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
SCHERING
NDA N .
APP VAL DATE
12-703
04-07-61
12-703
10-28-76
12-703
10-28-76
IFI
12-703
09-17-76
12-704
04-11-61
16-949
12-23-77
16-949
12-23-77
14-713
12-30-65
PATENT NO.
EXP. DATE
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
3428735
02-18-86
3384663
05-21-85
4316897
02-23-99
3384663
05-21-85
4316897
02-23-99
3384663
05-21-85
3428735
02-18-86
EXCLUSIVITY
EXP. DATE
IV-7



IV-8
ACTIVE IN REDIENT 3
STRENGTH)ST
AMITRIPTYLINE
PERPHENAZINE
25MG; 2MG
AMITRIPTYLINE
PERPHENAZINE
25MG; 4MG
AMITRIPTYLINE
PERPHENAZINE
I0MG; 2MG
AMITRIPTYLINE
PERPHENAZINE
T0MGÂ§ 4MG
AMITRIPTYLINE
PERPHENAZINE
25MG; 2MG
AMITRIPTYLINE
PERPHENAZINE
10MG; 2MG
AMITRIPTYLINE
PERPHENAZINE
25MG; 4MG
AMITRIPTYLINE
PERPHENAZINE
50MG; 4MG
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
HYDROCHLORIDE;
TRADE ÐœÐÐœÐ•
(005ÐÐ•Ð• FORM; R0UTE)
ETRAFON 2-25
(TABLET: ORAL)
ETRAFON-FORTE
(TABLET: ORAL)
ETRAFON 2-10
(TABLET; ORAL)
TRIAVIL 4-10
(TABLET: ORAL)
TRIAVIL 2-25
(TABLET; ORAL)
TRIAVIL 2-10
(TABLET: ORAL)
TRIAVIL 4-25
(TABLET; ORAL)
TRIAVIL 4-50
(TABLET: ORAL)
APPLICANT ÐœÐÐœÐ•
SCHERING
SCHERING
SCHERING
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
NGA N0. PATENT N0. EXCLUSIVITV
APPROVAL DATE EXP. DATE EXP. DATE
14-713 3384663
12-30-65 05-21-85
3428735
02-18-86
14-713 3384663
12-30-65 05-21-85
3428735
02-18-86
14-713 3384663
12-30-65 05-21-85
3428735
Ð¾2-18-86
14-715 3384663
12-30-65 05-21-85
3428735
02-18-86
14-715 3384663
08-23-65 05-21-85
3428735
(12-18-86
14-ÐÐ¬Ð¬Ð: 3384663
04-04-67 05-21-85
3428735
02-18-86
14-715 3384663
08-25-65 05-21-85
3428735
02-18-86
14-715 3384663
03-15-78 05-21-85
3428735
02-18-86
TABLE IV. NDA'S APPROVED Ð“ÐÐžÐœ 1-1-82 T0 3-31-85 ÐND NGA'S NITH APPR0PRIATE PATENT ÐÐœD EXCLUSIVITY INFGRMATIGN



|ÐŸÐÐ¬Ð¬ i'.
UTvl-vv Ð¿Ð½Ð  ̧mln Ð¿ÑŒÐ¿Ð¿ n|||\ Ilhlnlh Inlhlil nml hn ÑŒ 5151! Ð¼" ÑˆÐ¿Ð¿Ð¿. Ð¿
ACTIVE INGREOIENTISI TRAOE NAME APPLI ÐÐœÐ¢ ÐœÐÐœÐ• ÐœÐŸÐ Ðœ . PATENT Ðœ . EXCLUSIVITY
STREN TH S )OOSACE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. OATE
A0OXAPINE AsENOIN LEDERLE LABs/AM CYAN 18-021 3546226
25MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE AsENOIN LEDERLE LABS/AM CYAN 18-021 3546226
Ð·Ð¾Ð½Ðµ (TABLET; ORAL) Ð¾9-22-Ð²Ð¾ 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE AsENOIN ' LEDERLE LABS/AM CYAN 18-021 3546226
1Ð¾Ð¾Ð¼Ðµ (TABLET; ORAL) o9-22-so 12-oa-87
3663696
05-16-39
3681357
08-01-89
AMOXAPINE AsENOIN LEDERLE LABS/AM CYAN 18-021 3546226
150MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMRINONE LACTATE INOCOR wINTwROP LABs/STERL 18-700 4072746 NCE
EO 5MG BASE/ML (INJECTABLE; INJECTION) o7-31-84 02-07-95 07-31-94
AsPIRIN; CAFFEINE; sYNALGOs-OC IvEs LABS/AMHO 11-483
OIHYDROCODEINE OITARTRATE ICAPSULE; ORAL) 09-06-83
356.4MG: Ð·Ð¾Ð½Ðµ: 16MG
AsPIRIN; CAFFEINE; NOROESIC RIKER LABS/JM 13-416
ORPHENAORINE CITRATE (TABLET; ORAL) 10-27-82
385MG; Ð—0ÐÐ•; 25MG
IV-9



01-A1
16-21-60
1299888
86-02-10
2800868
68-91-90
4098998
16-41-60
1499888
86-02-10
2800868
68-91-90
2098998
96-00-80
6999010
3LVG '0Ð¥3 3LVG '0Ð¥3
Ð1101$033Ð¥3
'GN LN3LVd
18-61-80
002-81
18-61-80
002-81
92-21-11
168-9L
88-62-21
204-11
88-11-40
998-21
88-11-40
998-21
88-80-80
966-01
88-80-80
966-01
28-42-01
910-81
3LVG TVA ddV
'0N VGN
NV 131/5N8VHd 18V015
NV 131/5N8VHd 18V015
18315/58V1 8O8Ð1N1Ðœ
OHNV/58V1 Ð13ÐÐœ
M- 3/5N8VHd 33V1 1V11
Ðœ-3/SN8VHd 33V11VÐœ
88/58150NI Ð1111 113
88/58150NI A1111 I13
H8/58V1 83818
3Ð˜Ð£Ðœ LNV 13ddV
(1V8O =.L318V.L)
NIN8ON31
(1V8O 51318V1)
NIN8ON31
(1080 2131av1)
ON0O8HO3 NI81V1
(1V8O 51310V11
31539V003
(1V8O 11318V1)
Ð·Ð¼Ñ…Ð·Ð¾Ð¾Ñ /M ounodwoÑ VNO5
(wao firlavl)
oÐ¼nodwoa vÐ¸os
(1V80 531058V3)
99-ON0O8HO3 NOA8V0
(1V8O =31nSdV3)
ON0O8HO3 NOA8V0
(1V8O 5.L318V.l.)
318O3 315398ON
13100N -0N03 30V0001
31Ð£Ðœ 3GV01
9N001
1O1ON31V
9N0S
1O1ON31V
3508 989'21 03 380928
3018O1H3O8018 3NI3OZV1838 5NI8I85V
9N002 59H928
31VNV8O883H 5NI8IdSV
9H91 59N002 59H928
31VHd5OÐ8 3NI30O3
51O0OÃ¨ IdOSIÃ¨ IV3 2NI8I85V
9N002 29H928
100O88O518V3 5NI8Id5V
9H99 59H0'28 59H688
301801H3080AH 3N3HdÐÐ¥08O88
53N1333V3 2N18I85V
9H28 59H0'28 19H688
3018O1H3O80AH 3N3HdÐÐ¥O8O88
53NIB3JV3 5N18I85V
9N09 599409 59N044
31V8113 3NI80VN3Hd8O
13NI333V3 5NI8185V
101Ð10ÐœIN1$
1S1LN31GIN0Ðœ1 301LOV
101LV0N01Ðœ1 Ð1101503OÐ¥3 GÐœV LN3LVd 3LV100Ðž00dV HLIN STVGN GNV 98'1C'1 01 28'1'1 00N3 G30000dV SI0GÐœ 'AI 330V1



(HOL L IVÂ»

â€œUH Ð´ ÐÐ“ Ð“ ÐŸÐ§ÐœÐ•U Ð“ ÐŸÐ§ÐŸ Iâ€” IÂOL IU J'JI'OJ HMV "UH J W L IH HT T NUT NAHIL T HIL HI HHU L ACL UJL VIII IHT UDHMIIUH
ACT IVE INGRE DIE NT S
ST RE NGT H S
AT E NOL OL; CHL ORT HAL IDONE
100MG; 25MG
AT E NOL OL; CHL ORT HAL IDONE
Ð·Ð¾ Ð¼ Ðµ; 25MG
AT RACURIUM BE SYL AT E
l0MG/ML
AT ROPINE SUL FAT E; DIFE NOXIN HYDROCHL ORIDE
0.025MG; 0.5MG
AT ROPINE SUL FAT E; DIFE NOXIN HYDROCHL ORIDE
0.025MG; 1MG
AZ AT ADINE MAL E AT E
1MG
AZ AT ADINE MAL E AT E;
PSE UDOE PHE DRINE SUL FAT E
1MG; 120MG
BACL OFE N
10MG
BACL OFE N
20MG
T RADE NAME APPL ICANT NAME
DOSAGE FORM' ROUT E
T E NORE T IC )0O
(T ABL E T; ORAL)
ST UART PHARMS/ICI AM
T E NORE T IC 50 ST UART PHARMS/ICI AM
(T ABL E T; ORAL)
T RACRIUM
(INJE CT ABL E; INJE CT ION)
BURROUGHS W E L L COME
MOT OFE N HAL F-ST RE NGT H
(T ABL E T; ORAL)
MCNE IL L ABORAT ORIE S
MOT OFE N MCNE IL L ABORAT ORIE S
(T ABL E T; ORAL)
OPT IMINE SCHE RING
(T ABL E T; ORAL)
T RINAL IN SCHE RING
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
L IORE SAL
(T ABL E T; ORAL)
GE IGY/CIBA-GE IGY
L IORE SAL DS
(T ABL E T; ORAL)
GE IGY/CIBA-GE IGY

ÐœÐŸÐ NO.
APPR0VAL DAT E
18-760
06-08-84
18-760
06-08-84
18-831
11-23-83
17-744
07-14-78
17-744
Ð¾ 7-14-7Ð²
17-601
03-29-77
18-506
03-23-82
17-851
11-22-77
17-851
01-20-82
PAT E NT NO.
Ð¨
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
4179507
12-18-96
3646207
02-28-89
3646207
02-28-89
3419565
12-31-85
3717647
02-20-90
3419565
12-31-85
3717647
02-20-90
3471548
10-07-86
3471548
10-07-86
E XCL USIVIT Y
E XP.  DAT E
NC
09-24-86
NC
09-24-86
NCE
11-23-93
NC
09-24-86
NS
09-24-86
IV-11



21-A1
88-42-40 (1V3IdO1 51N3H1NIO) 35V8 %90'0 03
104-81 9NI83H35 3N3108810 31VN018O8810 3NO5VH13HV138
1N/3SV8 9H8 03 11N/9H8
98-82-21 99-80-80 (NO11330NI 5318)!1330NI) 31VHd5OHd H010O5 3NOSVÐ13HV138
0989808 209-01 9NI83Ð35 NV8501O5 3NO153133 531V133V 3NOSVÐ13HV138
98-82-21 09-01-00 (1V3IdO1 5NV383) %2'0
0989808 292-01 9N183Ð35 3NO153133 3NOSVÐ13HV138
98-82-21 09-81-00 (1V8O 580815) 1N9/9H9'0
0989808 912-01 9NI83Ð35 3NO153133 3NOSVÐ13HV138
98-82-21 19-41-00 (1V8O 51318V1) 9H9'0
0989808 299-21 9NI83H35 3N0153133 3N05VH13HV138
06-01-40
2129028
86-62-21 16-20-00 88-62-21 (1V8O :NO1101O5) 1N9'4/9N009
33N 2991088 998-81 5318O1V8O8V1 VI80V Ð¥3NÐH3 301HO811N38
86-42-10
2929868 `
98-02-60 86-12-60 88-92-90 (1V8O 5.1.318Vl) 9N08 59H9
3N 1202868 409-81 5NO5 ONV 881005 83 301Z8O3 1O1O0VN =3012VIÐ13H013O8ON38
86-42-10
2929868
98-02-60 86-12-60 88-92-90 (1V8O 51.318V1.) 9N00 59NS
3N 1202868 Â¿b9-8l SNOS ONV 881005 83 30128O3 1O1O0VN 530IZVIPLL3NTIHO8ON38
98-60-40 44-62-80 (1V8O 21318V1) 9N01
8912688 091-21 5N05 ONV 881005 83 01-NI13801VN 301ZVIÐ13H01308ON38
98-60-40 69-40-21 (1V8O 51318V1) 9H9
8912688 091-21 5N05 ONV 881005 83 9-NI13801VN 301ZVIÐ13H01308ON38
98-60-40 69-40-21 (1V8O 11318V1) 9H9'2
8912688 091-21 5NO5 ONV 881005 83 9'2-NI13801VN 301ZV1Ð13H018O8ON38
3LVG '0Ð¥3 3LVG '0Ð¥3 3LVG 3V0000dV 13100N 50603 30V50G1 S Hl0ÐœIN15
Ð1101$03OÐ¥3 'ÐžN LN3LVd '0N VGN 30VN 1ÐœÐ£OI3ddV 3Ð˜Ð£0 3GV61 151LN31GIN0Ðœ1 3011OV
101LV0N03Ðœ1 Ð1101$03OÐ¥3 GNV LN3LVd 3LV100000dV HL10 5TVGÐœ GNV S8'1S'C 01 28'1'1 00N3 G30000dV 5TVGÐœ 'AI 330V1



TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 ÐÐœÐŸ NDA'S MITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTISI
STRENCTH)Â§)
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
E0 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.05% BASE
BETAMETHASONE DIPROPIONATE
EO 0.1% BASE
BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE
EO 0.05% BASE; 1%
IBAOE_UBUE
DOSAGE FORM' RO TE
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)
LOTRISONE
(CREAM; TOPICAL)
APPLICANT NAME
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
SCHERING
NDA NO.
APPROVAL DATE
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
18-827
07-10-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
D-l
09-24-86
D-1
09-24-86
0-1
09-24-86
0-1
09-24-86
3660577 NC
05-02-89 09-24-86
3705172
1Ð62263Â°
11-03-98
3839573
10-01-91
IV-13



.  _IV114.
ACT IVE INGRE DIE NT)ST
ST RE NGT H) 5)
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
BE T HANIOINE SUL FAT E
10MG
BE T HANIDINE SUL FAT E
25MG
T RADE NAME
(DOSAGE FORM; ROUT E)
BE T A-VAL
(CRE AM; T OPICAL)
BE T ADE RM
(CRE AM: T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM: T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM; T OPICAL)
BE T AT RE X
(CRE AM: T OPICAL)
BE T AT RE X
(OINT ME NT: T OPICAL)
BE T AME T HASONE VAL E RAT E
(OINT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(OINT ME NT: T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION: T OPICAL)
BE T AT RE X
(L OT ION: T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION: T OPICAL)
T E NAT HAN
(T ABL E T: ORAL)
T E NAT HAN
(T ABL E T: ORAL)
APPL ICANT NAME
L E MMON
T J ROACO
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
AH ROBINS
AH ROBINS
NDAN.
APP VAL DAT E
18-642
03-24-83
18-839
06-30-83
18-860
08-31-83
18-861
08-31-83
18-862
08-31-83
18-863
08-31-83
18-864
08-31-83
18-865
08-31-83
18-866
08-31-83
18-867
08-31-83
18-870
08-31-83
17-675
05-29-81
17-675
05-29-81
PAÐ¢Ð•ÐœÐ¢ 00.
Ð•Ð¥Ð .  DAT E
3495013
02-10-87
3495013
02-10-87
E XCL USIVIT Y
E XP.  DAT E

T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 3-31-85 Ð00 NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFURMATIUN
STREN TH 5 )OOOAOE FORM; ROOTE) APP VAL OATE EXP. OATE EXP. OATE
BITOLTEROL 0EsYLATE TORNALATE wINTHROP-BREON/STERL 18-77o 4138581 NCE
0.8% (AEROsOL; INHALATION) 12-28-84 02-06-96 12-28-89
BRETYLIUM TOsYLATE BRETYLOL ÐÐ¼ CRITICAL CARE/AHS 17-954 RE29618
500G/ML (INJECTABLE; INJECTION) Ð¾7-18-78 04-29-86
OROMOCRIPTINE MEsYLATE PARLODEL sANOOz PHARMs/sANOOz 17-962 3752888 1-16
EO 2.5MG BASE (TABLET; ORAL) 66-28-78 08-14-90 12-14-87
3752814
68-14-90
BROMOCRIPTINE 0EsYLATE PARLODEL sANOOz PwARMs/sANOOz 17-962 3752888 1-16
EO 5MG BASE (CAPsuLE; ORAL) Ð¾Ð·-Ð¾1-82 08-14-90 12-14-87
3752814
08-14-90
BROMOOIPHENHYORAMINE HYDROCHLORIDE; AMEENYL MARION LABORATORIES 09-319
CODEINE PHOSPHATE (SYRUP; ORAL) o1-1o-84
12.5MG/5ML; 1o0G/5ML
EROMPHENIRAMINE MALEATE; OIMETANE-OC ÐÐ ROBINS 11-694
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; 1oMG/5ML; 12.50G/50L
OROMPHENIRAMINE MALEATE; OIMETANE-OX ÐÐ ROBINS 11-694
DExTROMETHORPHAN HYOROOROMIDE; (SYRUP; ORAL) o3-29-84
PSEUDDEPHEDRINE HYDROCHLORIDE
2me/5ML; 1oMO/50L; sone/S0L
BROMPHENIRAMINE MALEATE; OIMETANE-OX ÐÐ ROBINS 19-279
DEXTROMETHORPHAN HYDROOROMIDE; (SYRUP; ORAL) 08-24-84
PSEUDOEPHEDRINE HYDROCHLORIDE
ZMS/SML; TOMS/SML; Ð·Ð¾Ð½Ðµ/5011.
BRO0PHENIRAMINE MALEATE; OI0ETAPP ÐÐ½ ROBINS 12-436
PHENYLPROPANOLAMINE HYDROCHLORIDE (TABLET, CONTROLLEO o4-o2-84
12MG; 75MG
RELEASE; ORAL)
IV-15



91-A1

ÑÐ²-ÑŒÐ³-Ð²Ð¾
3N
86-8z-zo
Ð·Ð°Ð¼
86-82-20

Ð·ÑÐº
:6-8z-zo
33N
3L VG 'dÐ¥T

Ð1101003OÐ¥3
98-82-80
0269998
16-80-60
2298888
16-92-90
9896188
16-92-90
9896188
16-82-00
0899088
68-11-10
8890898
16-82-00
0899088
68-11-10
8890898
16-82-00
0899088
68-11-10
8890898
3L VG 'dÐ¥3
'ON L N3L Vd
08-90-80
218-81
82-22-80
498-41
82-22-80
498-41
88-20-60
008-81
88-20-60
#US-8l
08-00-90
269-81
88-82-20
922-81
88-82-20
922-81
88-82-20
922-81
08-62-80
480-81
3L VG 3V0 ddV
000

NÐO080
H-8/58V1 1O15188
H-8/58V1 1O15188
50O88 H8VH8 V81SV
50O88 N8VHd V81SV
9NI18315/58V1 NO388
3H308 V1-NNVN83OH

3Ð3O8 V1-NNVN33OH

3Ð3O8 V1-NNVN33OH
5NI808 HV
3Ð˜VÐœ L NV313ddV
(1V8O 531058V31
1O8301V3
(NO11330N1 5318V1330N1)
1O0V15
(NO11330NI 53T8VI3B0NI)
1O0V15
(NO11330NI 5318V. L330NI)
3NIV38O5N35
(u011330N1 5318V1330NI)
3NI038O5N35
(NO11330NI 5318V1330NI)
1VNI85 3NI038VN
(NO11330NI 5318V1330NI)
Ð¥3H08
(1V8O 5. L318V. L)
Ð¥3H08
(1V80 11318V1)
Ð¥3H08
(1V8O 581Ð¥113)
88V13NI0 81Ð¥113
31006 -10 3 30V 0G
30V0 3GVN1
9H20'0
50Ðž80AHNV â€˜1O1033331V3
1N/9H2
31V818V1 1ONVHd8O108
1N/9H1
31V818V1 1ONVH88O108
1N/9H1600'0 5%94â€˜0
31V818V118 3NI8Hd3NI83

53018O1H3O800Ð 3NIV3VAId08
18/981600'0 529'0
31V818V118 3NI8Hd3NI83
530I8O1H3O80AH 3N1V3VAId08
%92'8 5%94'0
35O81Ð¥30 530I8O1H3O8OAH 3NIV3VAId08
1N/9H92'0
30INV13H08
9H9'0
30INV13H08
9H1
30INV13H08
1N9/9H92 51m i/9H#

301801H30801Ð 3NINV1ONV808811N3Ð8

531V31VH 3NIHV8IN3Ð8HO88
151010Ðœ3N15
1$1L N31GINOÐœ1 311L OV

Ðœ011V0N03Ðœ1 Ð1101$033Ð¥3 GNV 1Ðœ3L Vd 31V100000dV 0110 5T V0Ðœ 0NV 58'1C-1 01 18'1'1 0063 03006ddV 5T V0Ðœ 'AI 310V1



TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT S
STRENCTH)Â§)
CALCEFEDIOL. ANHYDROUS
0.05MG
CALCITONIN
200 IU/VIAL
CALCITONIN
400 IU/VIAL
CALCITRIOL
0.25 UGM
CALCITRIOL
0.5 UGM
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; S0NG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
CALDEROL
(CAPSULE; ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
ISOLYTE E N/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANNÂLA ROCHE
HOFFMANN-LA ROCHE
AM MCGAN/AM HOSP
NDA Ðœ0.
APPROVAL DATE
18-312
08-05-80
17-769
12-21-84
17-497
12-21-84
18-044
08-17-78
18-044
08-17-78
18-269
01-17-83
PATENT NO.
EXP. DATE
3833622
09-03-91
3565924
03-23-86
3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
EXCLUSIVITY
EXP. DATE
I-18
12-21-87
I-18
12-21-87
IV-17



81â€œAI
b8â€”08-1l
S88-8l
Ð¬8-O8-ll
E88-8l
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88â€”92-80
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85OH NV/MV93N NV
INVN LNV3ITddV
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53SO81X30 530I8O1H3 N0131V3
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
ACTIVE INCREDIENT)C)
STRENGTH)Â§)
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
15.2MG/100ML; 567MG/100ML; 392MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML; 5.08MG/100ML;
538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML; 15MG/100ML;
560MG/100ML; 390MG/100ML
TRADE NAME
ÐŸ ÐÐ•Ð Ð¨ ' Ð¢Ð•
DELFLEX
N/ DEXTROSE 1.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
Ð˜/ DEXTROSE 4.25%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
Ð/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLI ANT NAME
DELMED
DELMED
DELMED
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ÐœÐŸÐ NO.
APP VAL DATE EXP. DATE
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-379
07-07-82
18-379
07-07-82
18-379
07-07-82
18-460
11-02-83
PATENT NO. EXCLUSIVITY
IV-19
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S8-Â¿0-2U
S89â€”8l
ILVG TVA NddV
' N VGN
85OH NV/MV93N NV
58V1 1ON3AV81
S8VT 1ON3AV81
85OH NV/MV93N NV
S3I0OlV8O8V1 ILO08V
85OH NV/MVS3N NV
5318O1V8O8V1 liOB8V
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INVN LNVOITddV
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31V8113 N010OS =BÐžÐ¦ Ð®'Ð¨ Ð N010OS
531V133V N0IOOS 53018O183 NnISSVlOd
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1N/9NL'9L 51N/9Nl21
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f31V133V N0IGOS 53O18O1H3 N0ISSV1Od
f3OI8O1HO N0I53N9VN 53OI8O1H3 N0131V3
1N001/9H098 51N001/9N08
51N001/N9S 51N001/9NSS
3OI8O1H3 N0IOOS 53O10O1HO N0ISSVlOd
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INF0RMATI0N
ACTIVE INGREDIENT S
STRENGTH)S)
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML
CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML
CALCIUM METRIZOATE; MAGNESIUM METRIZOATE;
MEGLUMINE METRIZOATE; METRIZOATE SODIUM
0.78MG/ML; 0.15MG/ML; 75.9MG/ML; 16.6MG/ML
CALCIUM; MEGLUMINE; METRIZOIC ACID
0.35MG/ML; 140.1MG/ML; 461.8MG/ML
CAPTOPRIL
12.5MG
CAPTOPRIL
25MG
CAPTOPRIL
500G
CAPTOPRIL
100MG
TRADE NAME
)DOSAGE FORM; ROUTE)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
ISOPAOUE 440
(INJECTABLE; INJECTION)
ISOPAOUE 280
(INJECTABLE; INJECTION)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
CAPOTEN
(TABLET; ORAL)
APPLICANT NAME
TRAVENOL LABS
AM MCGAN/AM HOSP
TRAVENOL LABS
WINTHROP LABS/STERL
NINTHROP LABS/STERL
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ÐœÐŸÐ Ðœ . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-494
02-19-82
18-681
12-27-82
18-921
04-03-84
16-847 3476802
11-17-73 11-04-86
17-506 3476802
04-30-74 11-04-86
18-343 4105776 I-2o
01-17-85 08-08-95 09-24-86
O-7
10-12-87
18-343 4105776 I-2o
04-06-81 08-08-95 o9-24-86
0-7
10-12-87
18-343 4105776 I-20
04-06-81 08-08-95 09-24-86
Ð¿-7
10-12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
0-7-
10-12-67
IVâ€”21
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT ÐÐœÐŸ E XCL USIVIT Y L NFUNMAIIUN
ACT IVE INGRE DIE NT T S)
ST RE N T H S
CARBIDOPA; L E VODOPA
25MG; 250MG
CARBIDOPA; L E VODOPA
25MG; 100MG
CARBOPROST T ROME T HAMINE
E O 0.25MG BASE/ML
CE L L UL OSE SODIUM PHOSPHAT E
2.5GM/PACKE T
CE RUL E T IDE DIE T HYL AMINE
0.02MG/ML
CHE NODIOL
250MG
CHL ORDIAZ E POXIDE
25MG
CHL ORDIAZ E POXIDE
5MG
CHL ORDIAZ E POXIDE
10MG
T RADE NAME
)DOSAGE FORM; R0OT E)
SINE ME T
(T ABL E T; ORAL)
SINE ME T
(T ABL E T; ORAL)
PROST IN/T SM
(INJE CT ABL E; INJE CT ION)
CAL CIBIND
(POW DE R: ORAL)
T YMT RAN
(INJE CT ABL E; INJE CT ION)
CHE NIX
(T ABL E T; ORAL)
L IBRIT ABS
(T ABL E T; ORAL)
L IBRIT ABS ,
(T ABL E T; ORAL)
L IBRIT ABS
(T ABL E T; ORAL)
APPL ICANT NAME
MS& D/ME RCK
MS& D/ME RCK
UPJOHN
MISSION PHARMACAL
ADRIA L ABORAT ORIE S
ROW E L L L ABORAT ORIE S
ROCHE PRODUCT S
ROCHE PRODUCT S
ROCHE PRODUCT S
NDA N .
APP VAL DAT E
17-555
05-02-75
17-555
05-02-75
17-989
01-09-79
18-757
12-28-82
18-296
12-24-81
18-513
07-28-83
13-071
10-31-66
13-071
10-31-66
13-071
10-31-66
PAT E NT NO.
E XP.  DAT E
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3728382
04-17-90
3472832
10-14-86
4316897
02-23-99
4316897
02-23-99
4316897
02-23-99
E XCL USIVIT Y
E XP.  DAT E
I-32
03-21-88
NCE
12-28-92
NCE
07-28-93
IVâ€”23
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98-80-40 08-01-00 (108O =1318V1) 9Ð¸Ñ'Ð¾ f3wS1
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T ABL E IV.  NDA'S APPROVE D FROM T-T-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INCRE DIE NT)S)
Â§T RE NCT H)Â§)
CHOL E ST YRAMINE
E O 4GM RE SIN/PACKE T
CHOL E ST YRAMINE
E O 4GM RE SIN/PACKE T
CHYMOPAPAIN
12,500 UNIT S/VIAL
CHYMOPAPAIN
10,000 UNIT S/VIAL
CHYMOPAPAIN
4,000 UNIT S/VIAL
CICL OPIROX OL AMINE
1%
CIME T IDINE
200MG
CIME T IDINE
300MG
CIME T IDINE
400MG
CIME T IDINE HYDROCHL ORIDE
E O 300MG BASE/5ML
T RADE NAME
D A E  F RM' T E
OUE ST RAN
(Ñ€ÐµÐ½ Ð¸Ð½ Ð°; ORAL)
QUE ST RAN
(POW DE R; ORAL)
DISCASE
(INJE CT ABL E; INJE CT ION)
CHYMODIACT IN
(INJE CT ABL E; INJE CT ION)
CHYMODIACT IN
(INJE CT ABL E; INJE CT ION)
L OPROX
(CRE AM; T OPICAL)
T AGAME T
(T ABL E T; ORAL)
T AGAME T
(T ABL E T; ORAL)
T AGAME T
(T ABL E T; ORAL)
T AGAME T
(SOL UT ION; ORAL)
APPL I ANT NAME
ME AD JOHNSON/B-M
ME AD JOHNSON/B-M
T RAVE NOL L ABS
SMIT H L ABORAT ORIE S
SMIT H L ABORAT ORIE S
HOE CHST-ROUSSE L
SK& F L AB
SK& F L AB
SK& F L AB
SKBF L AB
NDA NO.
APPROVAL DAT E
16-019
12-06-66
16-640
08-03-73
18-625
01-18-84
18-663
11-10-82
18-663
08-21-84
18-748
12-30-82
17-920
08-16-77
17-920
08-16-77
17-920
12-14-83
17-924
08-16-77
PAÐ¢Ð•ÐœÐ¢ Ðœ .
E XP.  DAT E
3383281
05-18-85
3383281
05-18-85
4439423
03-26-01
4439423
03-26-01
3883545
05-13-92
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
3950333
04-13-93
4024271
05-17-94
E XCL OSIVIT Y
E XP.  DAT E
1-23
09-24-86
1-23
09-24-86
NCE
11-10-92
NCE
11-10-92
NCE
11-10-92
NCE
12-30-92
NS
09-24-86
IV-25
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(50O36V103836
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T ABL E IV.  NDA'S APPROVE D FR0M I-I-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISI
ST RE NGT H S
CL ONIDINE
5MG
CL ONIDINE
7.5MG
CL ONIDINE HYDROCHL ORIDE
0.1MG
CL ONIDINE HYDROCHL ORIDE
0.2MG
CL ONIDINE HYDROCHL ORIDE
0.3MG
CL ORAZ E PAT E
3.75MG
CL ORAZ E PAT E
7.5MG
CL ORAZ E PAT E
15MG
CL ORAZ E PAT E
22.5MG
CL ORAZ E PAT E
11.25MG
CL ORAZ E PAT E
3.75MG
CL ORAZ E PAT E
7.5MG
CL ORAZ E PAT E
15MG
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
DIPOT ASSIUM
T RADE NAME
)DOSACE FORM; ROUT E)
CAT APRE S-T T S-2
(FIL M,  CONT ROL L E D RE L E ASE;
PE RCUT ANE OUS)
CAT APRE S-T T S-3
(FIL M,  CONT ROL L E D RE L E ASE;
PE RCUT ANE OUS)
CAT APRE S
(T ABL E T; ORAL)
CAT APRE S
(T ABL E T; ORAL)
CAT APRE S
(T ABL E T; ORAL)
T RANXE NE
(CAPSUL E; ORAL)
T RANXE NE
(CAPSUL E; ORAL)
T RANXE NE
(CAPSUL E; ORAL)
T RANXE NE SD
(T ABL E T; ORAL)
T RANXE NE SD
(T ABL E T; ORAL)
T RANXE NE
(T ABL E T; ORAL)
T RANXE NE
(T ABL E T; ORAL)
T RANXE NE
(T ABL E T; ORAL)
APPL ICANT NAME
BOE HRINGE R INGE L HE IM
BOE HRINGE R INGE L HE IM
BDE HRINGE R INGE L HE IM
BDE HRINGE R INGE L HE IM
BDE HRINGE R INGE L HE IM
ABBOT T
ABBOT T
ABBOT T
ABBOT T
ABBOT T
ABBOT T
ABBOT T
ABBOT T
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S

ÐœÐŸÐ Ðœ .
APPR VAL DAT E
18-891
10-10-84
18-891
10-10-84
17-407
09-03-74
17-407
09-03-74
17-407
09-20-79
17-105
06-23-72
17-105
06-23-72
17-105
06-23-72
17-105
03-31-75
17-105
08-04-76
17-105
03-10-80
17-105
03-10-80
17-105
03-10-80
PAT E NT N .
E XP.  DAT E
3454701
07-08-86
3454701
07-08-86
3454701
07-08-86
3454701
07-08-86
3454701
07-08-86
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
E XCL OSIVIT Y
E XP.  DAT E
NR
10-10-87
NR
10-10-87
IV-27



82-A1
68-20-90
4490998
68Â90-21
2419048
16-10-01 64-42-20 (1VNIQVA 51318V1) 9N001
8496888 281-81 53TIN/SN8VHd 531IN 9-Ð¥3133AN 31OZVNI8IO13
68-20-90
4490998
68-90-21
2419048
16-10-01 64-91-10 (1V316O1 5NO110105) %l
8496888 181-81 S3TIN/SN8VHd 531IN Ð¥3133AN 31OZVN18IO13
68-20-90
4490998
68-90-21
2419048
16-10-01 94-02-80 (1VNIQVA 51318V1) 9N001
8496888 Â¿l4-Â¿l 9N18383S NIN18LO1-3NA9 3TOZVNI81O13
68-20-90
4490998
68-90-21
2419048
16-10-01 84-80-11 (1VNI9VA 5NV383) %L
8496888 290-81 9NI83H3S NIN181O1-3NA9 31OZVN181013
16-10-01
8496888
68-90-21
2419048
68-20-90 94-81-80 (1V3IdO1 5NV383) %l
4490998 619-41 9NI83835 NIÐ˜18lO1 31OZVN18lO13
16-10-01
8496888
68-90-21
2419048
68-20-90 94-80-20 (1V316O1 5NOI10'lOS) %l
4490998 _ 819-41 9NI83Ð3$ NIH18lO1 3102VNI8lO13
3LV0 â€˜0Ð¥3 3LV0 '0Ð¥3 3LV0 TVA ddV (ILOON -NNOÃ¬ IDVSOGT S HLGNINLS
ALIAISOTDX1 ' Ðœ LN3LV0 ' Ðœ VGÐœ ÃˆNVÐœ LNV3ITddV 31VN IGVNL (STLNIIGINGNI IAILOV
NOILVNNOINI ALIAISOTOÐ¥3 GNV LN3LV0 3LV10001ddV Ð11Ðœ STVGN GNV S8'LC'C 01 28'1'1 NONI GIAONddV STVGN 'AI IT0VL



[ACCC IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S HITH APPROPRIATE PATENT AÐœÐŸ EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
T0MG
CLOTRIMAZOLE
1%
CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
T0MG/5ML; 5MG/5ML; 6.25MG/5ML
COOEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
T0MG/SML; 6.25MG/5ML
CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
l0MG/SML; 30MG/5ML; 1.25MG/5ML
f"
TRADE NAME
DOSAGE FORM' ROUTE
MYCELEX
(CREAM; TOPICAL)
MYCELEX-G
(CREAM; VAGINAL)
MYCELEX
(TROCHE/LOZENGE; ORAL)
LOTRIMIN
(LOTION; TOPICAL)
PHENERGAN VC N/ CODEINE
(SYRUP; ORAL)
PHENERGAN w/ COOEINE
(SYRUP; ORAL)
ACTIFED N/ CODEINE
(SYRUP; ORAL)
APPLICANT NAME
MILES PHARMS/MILES
MILES PHARMS/MILES
MILES PHARMS/MILES
SCHERING
NYETH LABS/AMHO
HYETH LABS/AMHO
BURROUGHS WELLCOME
ÐœÐŸÐ NO.
APPROVAL DATE
18-183
01-15-79
18-230
02-16-79
18-713
06-17-83
18-813
02-17-84
08-306
04-02-84
08-306
04-02-84
12-575
04-04-84
PATENT N0.
EXP. DATE
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
1V
EXCLUSIVITY
Ð¨
NDF
09-24-86
IVâ€”29



08-A1
98-02-60
22-1
98-02-60
02-1
98-02-60
02-1
98-18-21
8496108
68-22-80
8804448
68-22-80
2109898
26-62-00
6688238
48-10-21
8088088
16-80-10
1988848
06-60-80
4100000
88-91-20
9828998
26-62-00
6688238
48-10-21
8088088
16-80-10
1988848
06-60-80
4100000
88-91-20
9828998
68-61-60
9682698
68-61â€”60
9682698
84-02-90
066-91
64-91-80
902-81
04-92-20
800-41
44-00-00
899-41
44-00-00
899-41
3LV0 TVA ddV
' N VGN
5NOS13
5N8VHd 318V35
SN8VHd 318V35
NHO0dn
NHO0dn
INVN LNVOITddV
(NOI1V1VHNI f31nSdV3)
1V1NI
(3NI831nV81NI
5331A30 3NI8310V81NI)
1-H01V1
(ÐNI8310181N1
(1V8O
(â€˜1V6O 5
5331/(30 3NI8310V81NI)
4-03
f310NV89)
011531O3
310NV89)
011531O3
(ILMON -NNG1 IDVSOGT
3NVÐœ 30V111
9H02
N0IOOS NA1ON083
9H021
8388O3
9H68
8388O3
lO8/N3009
3OI8O1Ð3O801H 1O811531O3
1383V8/N99
3018O1H3O80^Ð 1O811531O3
Ð1 NINLS
(STLNIIGINDNI IAIL3V
101LVN003Ðœ1 ALIAIS0T3Ð¥3 GNV LN3LV0 ILVINdONddV HLIM STVGN GNV S8'LC'C 01 Z8'l'l NONI GIAONddV STVGN
'AI IT0-VT



TABLE IV.
NDA'S APPROVED FROM T-T-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH S
CROMOLYN SODIUM
4%
CROMOLYN SODIUM
4%
CROMOLYN SODIUM
T0MG/ML
CYCLOBENZAPRINE HYDROCHLORIDE
5MG
CYCLOBENZAPRINE HYDROCHLORIDE
T0MG
TRADE NAME
(DOSAGE FORM; ROUTE)
NASALCROM
(SOLUTION; NASAL)
OPTICROM
(SOLUTION; OPHTHALMIC)
INTAL
(SOLUTION; INHALATION)
FLEXERIL
(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
APPLI ANT NAME
FISONS
FISONS
FISONS
MS&D/MERCK
MS&D/MERCK
NDA NO.
APP VAL DATE
18-306
03-18-83
18-155
10-03-84
18-596
05-28-82
17-821
08-26-77
17-821
08-26-77
PATENT NO.
EXP. DATE
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
3454643
07-08-86
3882246
05-06-92
3454643
07-08-86
3882246
05-06-92
NDF
10-03-87
1-22
01-19-88
IV-31



28-A1
98-02-60
SN
98-02-60
SN
98-02-60
SN
3L V0 `0Ð¥3
11111 1 X3
98-80-40
0990908
98-80-40
8690908
98-80-40
0990908
98-80-40
8690908
98-80-40
0990908
98-80-40
8690908
98-40-01
9401408
98-01-21
1289108
98-01-21
1289108
98-01-21
1289108
98-01-21
1289108
31VG '0Ð¥3
â€™ ON 1Ðœ3L V0
09-02-11
668-01
89-01-00
129-81
09-81-21
129-81
89-10-00
492-91
64-81-60
092-81
94-01-01
800-41
04-91-10
800-41
04-91-10
800-41
28-08-80
211-21
88-80-40
210-48
28-08-80
211-21
3L V0 T VA0NddV
Ñ‚
N383 MOO/MOO 113883N
5318O1V8O8V1 AS0
531801V8O8V1 AS0
A9139-VE13/V013

988/NO1V3 Ð31Ðœ8ON
988/NO1V3 831M8ON

388/NO1V3 Ð31M8ON

988/NO1V3 Ð31M8ON
N-B/NOSNHO0 0V3N
531801V808V1 VI80V
N-8/NOSNHO0 0V3N
31VÐœ L NVO1100V
(1V80 51318V1)
NINV888ON
(1V8O 531058V3)
3NV83O1838
(118O 53105dV3)
3uv0301030
(NOI1330NI 2318V1330NI)
31V1A53N 11833530
(NO11330NI 5318V1330NI)
N0181NV0
(1V80 53105dV3)
N0181NVO
(1V8O 53105dV31
NnI81NVO
(1V8O 5310SdV3)
N0181NVO
(NOI1330NI f318V133CNI)
NVXOIA3
(NOII33CNI 5318V133CNI)
8V503N
(NOIl33CNI 5318V133CNI)
NVXOlAÃœ
(3100N 5N6Ðž3 IDVSOGT
31VÐœ 30V01
9H92

3018O1Ð3O801H 3NINV88I53O
3N09

3018O1H3O80^Ð 3NINV88I530
9NS2
BOIUO'IHDOUUAH BNIHVUdISBO
1VIA/9N009
31V1A53N 3NINVXO83330
1VIA/9H02
N0IOOS 3N31O81NVO
SN0S
N0IOOS 3N31081NVO
9N001
N010OS 3N31O81NVO
9H92
N0IOOS 3N31O81NVO
1VIA/N92
3OINVH85OHdO13A3
1VIA/N9l

30INVHd5OH8013Ð3
1VIA/N91

301NVHd5OH8O13Ð3
(ST L NT IGINDNI IAIL GV
NDIL VNNDINI AIIAISOT OÐ¥3 GNV L N3L V0 31VINdONddV HL IM ST VGN GNV SO'L C'C 01 28'1'1 00N3 GIAONddV ST VGN
'AI 3T0VL



_T_T-COLE IV. NDA'S APPROVED FROM I-I-DZ IO 3â€”3I-Ub AND NDA'S 111111 APPRUPRIAII'. PAIENI AND EXCLUSIVITY INFURMAIION
ACTIVE INGREDIENT TRADE ÐœÐÐœÐ• APPLICANT ÐœÐÐœÐ• ÐœÐŸÐ NO. PATENT NO. EXCLUSIVITY
STRENGTH)Â§) )DOSAGE FORM; ROOTE) APPROVAL DATE EXP. DATE EXP. DATE
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DoW/Dow CHEM 14-399 3454698
soMG (TABLET; ORAL) 01-09-67 07-08-86
3454554
07-08-86
DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL Ð¿Ð¾Ð¸/Ð¿Ð¾Ð¸ CÐEM 14-399 3454698
75MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOw/Dow CHEM 14-399 3454698
100MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL Ð¿Ð¾Ð¸/Ð¿Ð¾Ð¸ CHEM 14-399 3454698
150MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86
DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL Ð¿Ð¾Ð¸/Ð¿Ð¾Ð¸ CHEM 14-399 3454698 Ns
10M@ (TABLET; ORAL) 02-11-82 07-08-86 09-24-86
3454554
07-08-86
DESMOPRESSIN ACETATE OOAvP ARMOUR PHARM 17-922 3497491
0.01% (SOLUTION; NASAL) 02-21-78 02-24-87
DEsMOPRESsIN ACETATE OOAvP ARMOUR PHARM 18-938 3497491 Ð¼Ð¾Ð³
0.004MG/ML (INJECTABLE; INJECTION) 03-30-84 02-24-87 09-24-86
DEsONIDE Ð²Ð°Ð·Ð¾Ð½Ð°Ð¼ OwEN LABS/DERM PROOs 19-048
0.05% (CREAM; TOPICAL) 12-14-84
DEsOXIMETAsONE TOPICORT HOECHST-ROussEL 18-586 NOF
0.05% (GEL: TOPICAL) 03-29-82 09-24-86
DEsOXIMETAsONE TOPICORT HOECHST-ROussEL 18-594 NOP
0.05% (OINTMENT; TOPICAL) 01-17-85 09-24-86
IV-33



ACTIVE INGREDIENT($)
STRENGTH)S)
DESOXIMETASONE
0.25%
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXTROMETHORPHAN HYDROBROMIDE;
PROMETHAZINE HYOROCHLORIDE
TSMG/SML; 6.25MG/5ML
DEXTROSE
60GM/100ML
DEXTROSE
70GM/100ML
DEXTROSE
Ã³0GM/100ML
DEXTROSE
30GM/100ML
DEXTROSE
60GM/100ML
TRADE NAME
DOSA E FORMâ€™ ROUTE
TOPICORT
(OINTMENT: TOPICAL)
DECADRON
(TABLET: ORAL)
DEXAMETHASONE
(TABLET: ORAL)
DEXAMETHASONE
(TABLET: ORAL)
PHEuERGAu w/ DEXTROMETHORPHAN
(SYRUP: ORAL)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 60%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 30%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
j Â¿Â¿  ̀  ̀18-31
ÐÐ Ð 11 ÐÐœÐ¢ NAME
HDECHST-ROUSSEL
MS&O/MERCK
PAR PHARMACEUTICAL
ROXANE LABORATORIES
WYETH LABS/AMHO
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
NDA Ðœ .
ÐÐ Ð  VAL DATE
18-763
09-30-83
11-664
07-30-82
88-481
11-28-83
88-316
09-15-83
11-265
04-02-84
17-521
03-26-82
17-521
03-26-82
19-346
01-25-85
19-345
01-26-85
17-995
04-27-78
PATENT NO.
EXP. DATE
3729568
04-24-90
EXCLUSIVITY
EXP. DATE
NDF
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



IADLI'. 111. NUA'J AI'I'IIUVLU I'NUI'I I'l'OL IU J'JI'OY'J ANU 111111â€˜) NIIIT AI'I'ITUI'NIAII'. I'AILIII 111111 LACLUJIVIII INI'UITI'IAIIUN
ACTIVE INGREDIENTTSI TRADE ÐœÐÐœÐ• APPLICANT NAME NDA Ðœ . PATENT NO. EXCLOSIVITY
STRENGTH 5 )DOSAOE FORM; ROOTE) APP VAL DATE EXP. DATE EXP. DATE
DEXTROSE DEXTROSE 60% AM MCGAN/AM HOSP 17-995 3729568
60GM/100ML (INJECTABLE; INJECTION) 09-22-82 04-24-90
DEXTROsE DEXTROsE 70% IN PLASTIC ABBOTT LABORATORIES 18-561
7oGM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROsE DExTROsE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
4oGM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTRosE DEXTRosE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
50GM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROsE DEXTROsE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
20GM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DExTRosE DExTROsE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923
38.SGM/100ML CONTAINER 09-19-84
(INJECTABLE; INJECTION)
DEXTRosE DEXTRosE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
S0NG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; OOPAMINE HYDROCHLORIDE OOPAMINE HCL ABBOTT LABORATORIES 18-132 Ð¼Ñ
SGM/100ML; 80MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROsE; OOPAMINE HYDROCHLORIDE OOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
seM/1ooML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE OOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sGM/100ML; 80MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROsE; OOPAMINE HYDROCHLORIDE OOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sEM/100ML; 160MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
IV-35



IVâ€”36
ACTIVE INGREDIENTLS)
STRENGTH S
DEXTROSE; DOPAMINE HYDROCHLORIDE
SGM/100ML: 320MG/100ML
DEXTROSE; HEPARIN
SODIUM
SGM/100ML; 200 UNITS/100ML
DEXTROSE; HEPARIN
SODIUM
SGM/100ML; 200 UNITS/100ML
DEXTROSE; HEPARIN
SGM/100ML; 1,000
DEXTROSE; HEPARIN
SGM/100ML; 4,000
DEXTROSE; HEPARIN
SGM/100ML: 5,000
DEXTROSE; HEPARIN
SGM/100ML; 5,000
DEXTROSE; HEPARIN
SGM/100ML; 5,000
SODIUM
UNITS/100ML
SODIUM
UNITS/100ML
SODIUM
UNITS/100ML
SODIUM
UNITS/100ML
SODIUM
UNITS/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 1,000 UNITS
ANO DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 2,000 UNITS
ANO DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 5,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM
12.500 UNITS
IN DEXTROSE 5%
(INJECTABLE: INJECTION)
HEPARIN SODIUM
12,500 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA Ðœ . PAÐ¢Ð•ÐœÐ¢ N0. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-826 uc
09-30-83 09-24-86
19-130 uc
12-31-83 09-24-86
19-130 uc
12-31-83 09-24-86
19-130 uc
12-31-83 09-24-86
18-814 uc
10-31-83 09-24-86
18-911
01-30-85
19-339
03-27-85
19-339
03-27-85
TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 ÐÐœD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



IAULL 1V. NUI'I'J FII'I'IIUVLU I'IKUI'I I'I'IIÃ IU J'JI'OO ANU IIUI'I'J NIITI AI'I'IIUI'NIAIL I'AILIII I'IIIU ÐÐ˜Ð¨Ð /̃1.11 ÑˆÐ³Ð¸Ð¼Ð¿Ñ‚ÑˆÐ¼
ACTIVE 1Ðœ611Ð•ÐŸ1Ð•ÐœÐ¢151
STRENGTH) C)
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; B00MG/1O0ML
TRADE NAME
)DOSACE FORM; ROOTE)
HEPARIN SODIUM
25000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
Ð©
APPROVAL DATE
19-134
03-29-85
18-911
01-30-85
19-339
03-27-85
18-911
01-30-85
19-339
03-27-85
18-388
11-05-82
18-461
02-22-82
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
IV-37



IV-38
ACTIVE INGREDIENT TRADE NAME APPLICANT NAME NDA N . PATENT ND. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APP VAL DATE EXP. DATE EXP. DATE
DEXTROSE; LIOOCAIuE HYDROCHLORIDE LIOOCAIuE HCL 0.2% AM MCGAW/AM HOSP 18-967 us
Ð·Ð°Ð¼/100ML; 2U0MG/100ML AuO DEXTROSE 5% 03-30-84 09-24-86
Iu PLASTIC CouTAIuER
(IuJECTABLE; INJECTION)
DEXTRosE; LIOOCAIuE HYOROCHLORIDE LIOOCAIuE 081 0.4% AM M6GAu/AM HOSP 18-967 us
SGM/100ML; 400MG/100M1 Aun DEXTROSE 5% 03-30-84 09-24-86
1u PLASTIC CouTAIuER
(INJECTABLE: INJECTION)
DExTROsE; LIOOCAIuE HYOROCHLORIOE LIOOCAIuE HCL 0.8% ÐÐ¼ MCGAW/AM 8O5P 18-967 us
Ð²ÐµÐ½/100ML; 800MG/100M1 1N0 DEXTROSE 5% 03-30-84 09-24-86
Iu PLASTIC CONTAINER
(INJECTABLE: INJECTION)
DExTRosE; MAGuESIuM CHLORIDE; ISOLYTE P W/ AM MCGAW/AM HOSP 19-025
POTASSIOM C8LORIDE; DEXTROSE 5% 18 12-27-84
POTASSIOM PHOSPHATE OIBASIC; PLASTIC COuTAIuER
5O010M ACETATE 11uoECTABLE; IuJECTIOu)
5GM/100ML; 31MG/100ML;
130MG/100ML; 26MG/100ML;
320MG/100M1
DEXTROSE: OXYTOCIN OXYTOCIN 5 USP ABBOTT LABORATORIES 19-185
56N/100M1;,1,OSPLuuIT/100ML uuITs 1u DEXTROSE 5% _.T. 03-29-85
â€™ ' Â ' â€ ' â€˜ "' (IuJECTABLE; IuoECTIOu)
DEXTROSE; OXYTOCIN OXvTocIu 10 uSP ABBOTT LABORATORIES 19-185
SGM/100ML; 1 usP uuIT/100M1 0N1Ñ‚5 1N DEXTROsE ÑÑ… 03-29-85
(INJEC118LE; IuJECTIOu) _
DEXTROSE; 0XYToCIu OXvTOCIu 10 uSP ABBOTT LABORATORIES 19-185
Ð²ÐµÐ½/100ML; 2 USP uuIT/100M1 uuITs Iu DEXTROsE 5% 03-29-85
(INJECTABLE: IuJECTIOu)
DEXTROSE; OXYTOCIN OxYTOCIu 20 USP ABBOTT LABORATORIES 19-185
SGM/100ML; 2 USP UNIT/100M1 uuITs 1u DExTROSE ÑÑ… 03-29-85
(INJECTABLE: INJECTION)
TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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Ð¿Ñ€Ð  ̧l l vh Ik 1- â€˜v- vv â€šÐ .̧- ,!'!- ÑŒ, ------ ......'...-..._ ....
ACTIVE INGREDIENT(S)
STRENGTH S
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 75MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 150MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 220MG/100ML
DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 300MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE
SGM/100ML; 205MG/100ML; 100MG/100ML;
120MG/100ML; 220MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 450MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 450MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 450MG/100ML
TRADE NAME APPLICANT NAME
)DOSAGE FORM; ROUTE)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AM MCGAW/AM HOSP
DEXTROSE 5% AND AM MCGAN/AM HOSP
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND AM MCGAN/AM HOSP
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AM MCGAW/AM HOSP
DEXTROSE 5% AND ELECTROLYTE TRAVENOL LABS
NO 75 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE
I0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE
ISMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%. SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL LABS
PAÐ¢Ð•ÐœÐ¢ NO.
EXP. DATE
NDA NO.
APPR VAL DATE
EXCLUSIVITY
EXP. DATE
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-744
11-09-82
18-840
06-29-83
18-566
02-10-83
18-566
02-10-83
18-566
02-10-83
IV-39



00-A1
28-82-80
629-81
88-91-20
499-81
88-91-20
499-81
88-91-20
499-81
88-91-20
499-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
3LV0 -dX3 31V0 â€˜0Ð¥3 31V0 TVAONddV
ALIAISOTOÐ¥3 '0N LNILVd ION VGN
58V1
58V1
58V1
58V1
58V1
58V1
58V1
58V1
1ON3AV81
10N3AV81
1ON3AV81
1ON3AV81
1ON3AV81
1ON3AV81
1ON3AV81
1ON3AV81
INVN LNVOITddV
(NO113ÐCNI 5318V1330NI)
83NIV1NO3 311SV16 NI 03NS
3010O1H3 N0155v1O0 ouv %88'0
301001H3 N010O5 â€˜z9 35O01X30
(NOI1330NI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N08
301801H3 N0155V108 ONV %2â€˜0
301801H3 N01005 â€˜%9 35081Ð¥30
(NOII33CNI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N02
3018O1Ð3 H0155V1O8 ONV %2'0
3018O1H3 N0IOOS â€˜%9 35O81Ð¥30
(NO11330NI 1318V1330NI)
63NIV1NO3 3115V16 NI 03N91
3O10O1H3 N0155v1O0 ouv 22'0
301001H3 N01005 â€˜%9 35O61Ð¥30
(NO1133CNI 5318V1330NI)
83NIV1ÐœO3 311SV18 NI 03N01
301801H3 N01SSV108 ONV %2'0
3018O1H3 H010O5 â€˜%9 35081Ð¥30
(NOII33CNI f318V1330NI)
83NIV1N03 3115V18 NI 03N0#
3018O1H3 N0ISSVlOd ONV %9b'0
301801H3 N010O5 '%9 35O81Ð¥30
(NOI1330NI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N08
301801H3 N015SV1O8 ONV %9#'0
3018O1H3 N010O5 â€˜%9 35081Ð¥30
(NOII33CNI 5318V1330NI)
83NIV1Ðœ03 3115V18 NI 03N02
3018O1H3 N01SSV108 ONV %9#â€˜0
301801H3 N010O5 '%9 35O81Ð¥30
(31000 -NNOI IOVSOGT
3NVÐœ IGVNL
1N001/9N088 51N001/9H94 51N001/N99
3018O1H3
N0IOOS 53018O1H3 N0ISSVlOd 535O81Ð¥3O
1N001/9H002 11N001/9H022 51N001/H99
3018O1H3
N010O5 53OI8O1Ð3 N0ISSVlOd 535O81Ð¥30
1N001/9H002 51N001/9N091 51N0U1/N9S
3018O1H3
N010O5 53018O1H3 N015SV1O8 535O81Ð¥30
1N001/9N002 51N001/9N#22 51N001/N99
3018O1H3
N0IOOS 53018O1Ð3 N0ISSV1Od 535O81Ð¥30
1N001/9H002 51N001/9H09l 51N001/N99
3018Ðž1H3
N010O5 =3018O1H3 N01SSV1O8 535O81Ð¥30
1N001/9N09# 51N001/9N008 51N001/N99
301801H3
N0IOOS 53018O1H3 N01SSVlOd 535O81Ð¥30
1N001/9N09# 51N001/9H022 51N001/N99
3018O1H3
N010O5 53018O1H3 H015SVlO8 535O81Ð¥30
1N001/9H090 51N001/9N091 51N001/N99
3018O1Ð3
N0IOOS 53OI8O1Ð3 N0ISSVlOd 535O8IÐ¥3O
S Hl NINL
(STLNIIG30BNI IAIL3V
NOILVNNOINI ALIAISOTOÐ¥3 GNV 1Ðœ31V0 ITVINd000dV HLIM STVGN GNV S8'LCÂC OL ZO'L'L N061 GBA0NddV STVGN 'AI ITBVI
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â€ -̃ _.vv-v'- . _ Â Â
_
A TIVE IN REDIENT S
STRENGTHIS)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 40MG/100ML
TRADE NAME
D AGE F RM' UTE
Ð¨
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
T0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
ISMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
10MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL LABS
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE
40MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ABBOTT LABORATORIES
Ð©
APPROVAL DATE
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
18-629
03-23-82
19-211
12-14-84
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
IV-41



IV-42
ACTIVE INGREDIENTLS)
STRENÂ§TH)Â§)
DEXTROSE; THEOPHYLLINE
SGM/100ML; 40MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 80MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML; 80MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 160MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML; 160MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML: 200MG/100ML
DEXTROSE: THEOPHYLLINE
SGM/100ML; 400MG/100ML
TRADE NAME
(DOSAGE FORM; ROUTE)
THEOPHYLLINE 0.04%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE 0.08%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE 0.16%
ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE 0.2%
ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
APPLICANT NAME
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
NDA N .
APPROVAL DATE
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-212
11-07-84
19-211
12-14-84
EXCLUSIVITY
TABLE IV. NDAâ€˜S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



IADLL IV.
NUA'D HFFNUYEU THUN I'IÂUÃƒ IU Ã–'JI'OU MMU â€œUH J WLIH HTTNUFRAHIE Ð“ÐŸ1Ð•ÐŸ1 ÐÐŸÐž Ð¬AÐ¬Ðª041'Ð¬11 ÑŒÐ¿|Ñ‡Ð¿Ð¿Ð¿|ÑŒÑ‡Ð¿
ACTIVE INGREDIENT S
STRENGTH S
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 80MG/100ML
DEXTROSE;_THEOPHYLLINE
15GM/100ML; 160MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DIATRIZOATE
MEGLUMINE
30%
DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
52%; 8%
DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
66%; 10%
DIAZEPAM
2MG
TRADE NAME
DOSAGE FORM' ROUTE
THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
RENO-M-DIP
(INJECTABLE; INJECTION)
RENOGRAFIN-60
(INJECTABLE; INJECTION)
RENOGRAFIN-76
(INJECTABLE; INJECTION)
VALIUM
(TABLET; ORAL)
APPLI ÐÐœÐ¢ ÐœÐÐœÐ•
AM MCGAN/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
Â¿Â¿_
TRAVENOL LABS
TRAVENOL LABS
ER SOUIBB ANO SONS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
HOFFMANN-LA ROCHE
ÐœÐŸÐ NO.
APPR0VAL DATE
19-212
11-07-84
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
10-040
01-08-60
10-040
08-29-74
10-040
10-27-72
13-263
11-15-63
PAÐ¢Ð•ÐœÐ¢ NO. EXCLUSIVITY
EXP. DATE EXP. DATE
I-7; Iâ€”8
09-24-86
1-8
09-24-86
09524-86
4316897
02-23-99
IV-43



##â€œAI
26â€”6lÂ#0
33N
98-02-60
l-I
31VG 'dÐ¥3
AL IAISOT OÐ¥3
68-10ÂÂ¿0
0Â£8bÂ£98
68-10â€”80
9220128
86â€”01Â60
8Â£Â£0868
86'01-60
8Â£Â£0868
66-82"20
Â¿689l88
66-82-20
Â£689l88
66-82-20
Â¿689l28
66-82-20
Â¿689188
3L V0 â€™ dÐ¥3
'ON L NIlVd
28â€”6l-10
9#0-8l
8Â£â€”10â€”80
#66-Â¿l
Â¿ Â£â€”01-60

L Â»Ð-Â¿1
#8â€”91-01
L96â€œÂ£0
#8-91-01

Ð¾ ÑÐµâ€”80
Ð¹8â€˜$L-01
60b-10
88-91-01
Ð²Ð¾ Ñ‚-Ð´Ð¾
8Â£-22-10
966-91
l8-21-80
6Â£L-8l
99-#2'80
Â£80-9l
89-91-L L
892-8l
89-9L 'l l
892-8l
3L V0 T VA0NddV
'ON VGN
8383H/088N
Ð¼ Ð½ Ð¾ Ð³Ð°Ð¿
uHO000

N3Ð3 MO0/MO0 113883N
0303 noo/MOO 113003N
N303 MOG/MOU 113883N
N383 MOO/MOG 113883N
9NI8383S
383O8 V1ÂNNVN33OH
383O8 V1-NNVNjjOH
383O8 V1-NNVNIIOH
3H3O8 V1-NNVN33OH
INVN L NVOITddV
(Ñ‚ÑƒÐ¿ Ð¾  51318v1)
018O1O0

(1VOIdOI Ã1N3N1NIO)
3NO8O13
(1v310O1 5Nv303)
3NO0O13
(1V8O fd08AS)
1A1N38
(NOIl33CNI 5318V133CNI)
1A1N38
(1V8O 5310SdV3)
1A1N38
(1V8O 5310SdV3)
1A1N38
(NOI13B0NI f318V1330NI)
1v15030A8
(1V8O f35V3138
O311O81NO3 â€˜31nSdV3)
35V31381VA
(NOI1330NI 5318V1330NI)
N0I1VA
(1V8O 51318Vl)
N0I1VA
(1V8O 51318Vl)
N0I1VA
(IL OOU E NVOI IBVSOG)
INVN IGVBL
9N092
1VSIN01IIO
%90'0
31VI33VIO 3NOSV8O1310
%90`0
31V133VIO 3NOSV801IIO
1NS/9N0L
3OI8O1H3O8OAH 3NINO1OAOIO
T N/9N0L

3018O1Ð30801H 3NINO13A3IO
9N02
3OI8O1H3O8OAH 3NINOT3A31O
9N01

301801Ð30801H 3NINOT OAOIO
1N/9NSl
3OIXOZ VIO
9NS1
NVdBZ VIO
1N/9NS
NVdBZ VIO
9N0L
NVdBZ VIO
9N9
NVdBZ VIO
S HL ONINL S
S L NIIG30ONI IAIL OV
NOIL VNNOINI AL IAISOT OÐ¥3 GNV L Ðœ3lVd IL VINdONddV HL IM ST VGN GNV S8'L C'C Ol Z8'L 'L  Ð˜Ðž01 GIAO00dV ST VGN 'AI IT BVL



T ABL E IV.  NDA'S APPROVE D FROM I-1-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT ÐÐœÐŸ E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISI
ST RE NGT H S
DIFL UNISAL
500MG
DIGOXIN
0.2MG
DIGOXIN
0.05MG
DIGOXIN
0.1MG
DIHYDROE RGOT AMINE ME SYL AT E;
HE PARIN SODIUM; L IDOCAINE HYDROCHL ORIDE
0.5MG/0.5ML; 2500 UNIT S/0.5ML;
5.33MG/0.5ML
DIHYDROE RGOT AMINE ME SYL AT E;
HE PARIN SODIUM; L IDOCAINE HYDROCHL ORIDE
0.5MG/0.7ML; 5000 UNIT S/0.7ML;
7.46MG/0.7ML
DIL T IAZ E M HYDROCHL ORIDE
30MG
DIL T IAZ E M HYDROCHL ORIDE
60MG
DINOPROST T ROME T HAMINE
E O 5MG BASE/ML
DINOPROST ONE
20MG
T RADE NAME
(DOSAGE FORM; ROUT E)
DOL OBID
(T ABL E T; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
E MBOL E X
(INJE CT ABL E; INJE CT ION)
E MBOL E X
(INJE CT ABL E; INJE CT ION)
CARDIZ E M
(T ABL E T; ORAL)
CARDIZ E M
(T ABL E T; ORAL)
PROST IN F2 AL PHA
(INJE CT ABL E; INJE CT ION)
PROST IN E2
(SUPPOSIT ORY; VAGINAL)
APPL ICANT NAME
MS& D/ME RCK
BURROUGHS W E L L COME
BURROUGHS W E L L COME
BURROUGHS W E L L COME
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MARION L ABORAT ORIE S
MARION L ABORAT ORIE S
UPJOHN
UPJOHN
NDA NO.
APPROVAL DAT E
18-445
04-19-82
18-118
07-26-82
18-118
07-26-82
18-118
07-26-82
18-885
11-30-84
18-885
11-30-84
18-602
11-05-82
18-602
11-05-82
17-434
11-26-73
17-810
08-23-77
PAÐ¢Ð•ÐœÐ¢ N0.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3714226 NCE
08-01-89 04-19-92
3674870
07-04-89
NDF
09-24-86
NDF
09-24-86
NDF
09-24-86
4451458 NC
05-29-01 11-30-87
4451458 NC
05-29-01 11-30-87
3562257 NCE
02-09-88 11-05-92
3562257 NCE
02-09-88 11-05-92
3706789
12-19-89
3778506
12-11-90
3899587
08-12-92
3598858
08-10-88
IV-45



9#-AI
98-Â¿0-10
19802b8
98-Â¿0-10
19802#8
86-61-01
002Â£868
98-b2-60
3N
98-#2-60
3N
98-#2-60
30N
98-#2-60
Ð— Ðž N
16-Â¿0-90
01Â£6088
16-10-01
b896888
3L V0 'dÐ¥3 3L V0 'dÐ¥3
AL IAISOT3Ð¥3 'ON L Ðœ3L10
69-82-60
864-91
69-82-60
86Â£â€”9l
88-82-90
999-81
88-11-80
6#9-81
28-22-80
868-81
28-60-Â¿0
281-81
81-81-Â£0
028-Â¿1
88-01-80
821-81
88-01-80
821-81
28-02-Â¿0
999-81
28-02-Â¿0
999-81
08-20-90
682-81
3L V0 T VA Ð´Ð°Ñ‡
'0N VGN
83213d/58V1 83213d
83Z Ij8/58V1 83Z I3d
50O88 N8VHd V815V
N-8/58V1 1O15188
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11111 I13
53I8O1V8O8V1 1lO88V
531801V8O8V1 11O88V
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SN8VHd 318V35/318V35
SN8VHd NV98311V
INVN L NVOITddV
(1V8O 531nSdV3)
NV003NIS
(1v00 231050v3)
uv003NI5
(NOIl330NI 5318V1330NI)
3NINVdOO
(NO11330NI 5318V1330NI)
13H 3NINVdOO
(NOII330NI 5318V1330NI)
3NINVdOO
(NOII33CNI 5318V1330NI)
13H 3NINVdOO
(NOII330NI 5318V1330NI)
Ð¥3810BOO
(1V8O
5031VO3 3I831N3 â€˜1318V1)
31O8VdBO
(1V8O
5031VO3 3I831N3 â€˜1318V1)
31O8VdBO
(1v0O 235v3130
0311O01NO3 â€˜31050v3)
03 Ð·Ð°Ñ‡Ð¸Ð½ Ð¾ Ð¼
(1V8O 535V3138
O311081NO3 â€˜310SdV3)
83 33V88ON
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3NIdO8d
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35v8 9N009 03
N01005 X3O001vA10
35V8 9N092 03
N010O5 Ð¥3O881VAIO
35V8 9N091 03
31VH85OHd 3OINV8AdOSIO
35V8 9N001 03
31VH85OHd 3OINV8AdOSIO
%lâ€™ 0

3OI8O1Ð3O8OAH NI833AI81O
S HL ON30IS
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT ÐÐœÐŸ E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
Â§T RE NGT H)S)
DOXE PIN HYDROCHL ORIDE
E O T0MG BASE
DOXE PIN HYDROCHL ORIDE
E O 100MG BASE
DOXE PIN HYDROCHL ORIDE
E O 75MG BASE
DOXE PIN HYDROCHL ORIDE
E O 150MG BASE
DOXE PIN HYDROCHL ORIDE
E O l0MG BASE
DOXE PIN HYDROCHL ORIDE
E O 25MG BASE
DOXE PIN HYDROCHL ORIDE
50 50MG BASE
DOXE PIN HYDROCHL ORIDE
E O 100MG BASE
DOXE PIN HYDROCHL ORIDE
E O 75MG BASE
DOXE PIN HYDROCHL ORIDE
50 10MG BASE/ML
E CONAZ OL E NIT RAT E
1%
E NFL URANE
99.9%
T RADE NAME APPL ICANT NAME
)DOSACE FORM; ROUT E)
SINE OUAN PFIZ E R L ABS/PFIZ E R
(CAPSUL E; ORAL)
SINE OUAN PFIZ E R L ABS/PFIZ E R
(CAPSUL E; ORAL)
SINE OUAN PFIZ E R L ABS/PFIZ E R
(CAPSUL E; ORAL)
SINE OUAN PFIZ E R L ABS/PFIZ E R
(CAPSUL E; ORAL)
ADAPIN PE NNW AL T PHARM
(CAPSUL E; ORAL)
ADAPIN PE NNW AL T PHARM
(CAPSUL E; ORAL)
ADAPIN PE NNW AL T PHARM
(CAPSUL E; ORAL)
ADAPIN PE NNW AL T PHARM
(CAPSUL E; ORAL)
ADAPIN PE NNW AL T PHARM
(CAPSUL E; ORAL)
SINE OUAN PFIZ E R L ABS/PFIZ E R
(CONCE NT RAT E: ORAL)
SPE CT AZ OL E ORT HO PHARMACE UT ICAL
(CRE AM; T OPICAL)
E T HRANE ANAOUE ST/BOC
(L IOUID: INHAL AT ION)
Ð©

ÐÐ Ð  VAL DAT E
16-798
03-31-75
16-798
03-31-75
16-798
06-04-76
16-798
03-15-78
16-987
01-31-72
16-987
01-31-72
16-987
01-31-72
16-987
12-12-77
16-987
04-15-80
17-516
03-11-74
18-751
12-23-82
17-087
08-28-72
PAÐ¢Ð•ÐœÐ¢ Ðœ .

Ð•Ð¥Ð .  ÐŸÐÐ¢Ð•
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3420851
01-07-86
3717655
02-20-90
3839574
10-01-91
3469011
09-23-86
3527813
09-08-87
E XCL OSIVIT Y
E XP.  DAT E
NCE
12-23-92
IV-47



8#-AI
16-92-11
2286968
16-92-11
1160988
98-#2-60 68-08-90 28-12-40 (82-1v0O 21318v1) 3N91 Ð¾ 23N80 o
3u 8989998 281-81 OÐNv/58v1 Hl310 82-311300ON 13015390ONO131 21O10v0153 11NIHl3
16-92-11
2286968
16-92-11
1.160992
98-#2-60 68-08-90 28-01-90 (ÐœÐ³-1ÑƒÐ¿Ð¾ 21318v1) 3N91 Ð¾ f3N80â€˜o
3u 8S89998 899-81 O8Nv/58v1 81310 12-311300ON 130153900NO131 21010v0153 11NIHl3
98-02-60 #8-92-10 (1v0O 21318v1) 9N6 o
Su 281-#0 OÐNv/58v1 15031v uI0vN300 o31v900NO3 â€˜5N33O0153
98-#2-60 88-81-10 (1v0o 231050v3) 3N1
Ð·Ð¾Ð½ 904-81 zoouvs/5N0vÐ0 zoouvS 31 3NI9030ÐÐ 531v1153N 01O1O303
16-12-90
1#12188
26-12-10 94-08-80 (NO11330NI 2318v1330NI) 89'1 210/9N900 Ð¾
1282988 191-11 Ð·Ð²Ð¾Ð½Ð° N0vÐ0 v015v 153uv800 3010O1H3O0018 3NIv3O0113 23NI0803NI03
16-12-90
1#12188
26-12-10 91-08-80 (NO1133CNI f318v1330NI) 11 510/9N900'o
1282988 ÐœÐµÐ´-Â¿1 50O00 Ð¿Ð°Ð½Ð½Ð° v015v 153Nv800 3010O1H3O0018 3NIv3O0113 23NI0Ð03NI03
16-12-90
1#12188
26-12-10 91-08-80 (NO11330NI 2318v133CNI) %S'0 210/9N900 Ð¾
1282988 191-41 Ð·Ð²Ð¾Ð½Ð° N0v80 v015v 1s3uv0no 3010O1H30001Ð 3NIv3O0113 23NI0803NI03
3LV0 '0X3 3LV0 '0X3 3LV0 TVA 0ÐœV (ILM0N '0N01 IOVS00) _(STMLONINLS
ALIAISGT0Ð¥3 '0N LNILV0 ' N VGN INVN LNVOITÐœÐœV INVN 30VNL (STLNIIG30DNI IAILOV
NOILVN0OINI ALIAISOTDÐ¥3 GNV LNIlVd IlVINdONddV HLIM STVGN GNV S8'LC'C OL Z8'L'L NO0I GIAONddV STVGN 'AI ITBVL



Ð¨ IV.  NDA'S APPROVJE D FROM 1-1-82 T D 3-31-85 ÐÐœÐŸ NDA'S IIIT H APPROPRIAT E PAT E NT ÐÐœÐŸ E XCL USIVIT Y INFORMAT ION
A T IVE IN RE DIE NT S
Â§T RE NGT H)Â§)
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG.  0.75MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG,  0.75MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
T RADE NAME
)DOSAGE FORM; ROUT E)
T RIPHASIL-28
(T ABL E T; ORAL-28)
T RIPHASIL-2I
(T ABL E T; ORAL-21)
ORT HO-NOVUM 10/11-21
(T ABL E T; ORAL-21)
ORT HOâ€” NOVUM 10/11-28
(T ABL E T; ORAL-28)
T RI-NORINYL 21-DAY
(T ABL E T; ORAL-21)
T RI-NORINYL 28-DAY
(T ABL E T; ORAL-28)

Ð¿ ÑÑ‚Ð½ Ð¾ -Ð¼ Ð¾ Ñ‡Ð¸Ð¼  7/7/7-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 7/7/7-28
(T ABL E T; ORAL-28)
ORT HO-NOVUM 7/14-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 7/14-28
(T ABL E T; ORAL-28)
APPL ICANT NAME
NYE T H L ABS/AMHO
W YE T H L ABS/AMHO
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
SYNT E X (FP)
SYNT E X (FP)
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL

ÐœÐŸÐ Ðœ .

ÐÐ Ð  VAL DAT E
19-190
11-01-84
19-192
11-01-84
18-354
01-11-82
18-354
01-11-82
18-977
04-13-84
18-977
04-13-84
18-985
04-04-84
18-985
04-04-84
19â€”004
04-04-84
19-004
04-04-84
PAT E NT NO.
E XP.  DAT E
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
4390531
06-28-00
4390531
06-28-00
E XCL USIVIT Y
E XP.  DAT E
NS
11-01-87
NS
11-01-87
0-5
09-24-86
0-5
09-24-86
0-6
09-24-86
0-6
09-24-86
0-3
09-24-86
D-3
09-24-86
0-4
o9-24-86
0_4
09424-86
IV-49



16-12-90
Â¿#1218S
26-12-10
128298S
16-12-90
Â¿#12188
26-12-10
1282988
16-92-11
2286968
16-92-11
1160982
68-08-90
8989998
16-92-11
2286968
16-92-11
1160988
68-08-90
8989998
16-92-11
2226962
16-92-11
1160988
68-08-90
8989998
16-92-11
2286968
16-92-11
1160988
68-08-90
8989998
94-08-80
LÐ²Ð´-Â¿1
9Â£-08-80
L5Ð”-Â¿Ðœ
94-91-S0
208-Â¿1
94-Â£1-80
219-Â¿1
89-92-11
908-91
89-91-#0
2Â£9â€”9l
50O88 N8VHd V815V
SOO8d N8VHd V815V
OHNV/58V1 HI3AM
OHNV/58VT H13AM
OHNV/58V1 H131M
OHNV/58V1 H131M
(NOI1330NI 5318V1330NI)
153NV80O
(NOII330NI 5318V133CNI)
153NV80O
(82-1V8O s1318V1)
82-1V8AO/O1
(12-1V8O 51318V1)
1V8AO/O1
(82-1V8O 51318V1)
82-1V8AO
(12-1V8O 51318V1)
1V8AO
%1
3OI8OTÐ3O8OAH 3NIV3OOI13
%9'0
3OI801Ð308OAH 3NIV3OOI13
13815398ON
13815398ON
138153980N
13815398ON
9N8'0 598180'0
51OIOV8153 TANIH13
9N8'0 59N80'0
51OIOV8153 1ANIH13
9H9'0 59N90'0
51OIOV8153 1ANIH13
9H9'0 59H90'0
51OIOV8153 1ANIH13
IIVG TVA ddV ILO 'NN I I V G HL N30LS
INVN LNV3ITI01 INVN IGV0L (STLNIIG30ONI IAIL3V
ILVG 'dÐ¥3 ILVG 'dÐ¥3
ALIAISOTOÐ¥3 'ON LNILVd ' N VGN
NOILVNNOINI AIIAISOT3Ð¥3 GNV LNILVd ILVINdONddV HLIM STVGN GNV S8'LC'C OL Z8'L'L NONI GIAONddV STVGN 'AI ITGVL



IAOLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(SI
STRENGTH)Â§)
ETIDRONATE DISODIUM
200MG
ETIDRONATE DISODIUM
400MG
ETOMIDATE
2MG/ML
ETOPOSIDE
20MG/ML
FENFLURAMINE HYDROCHLORIDE
60MG
FENOPROFEN CALCIUM
EO 300MG.BASE
FENOPROFEN CALCIUM
EO z0OMG BASE
FENOPROFEN CALCIUM
EO 600MG BASE
TRADE NAME
D AEFHâ€™ TE
DIDRONEL
(TABLET; ORAL)
DIDRONEL
(TABLET; ORAL)
AMIDATE
(INJECTABLE; INJECTION)
VEPESID
(INJECTABLE; INJECTION)
PONDIMIN
(TABLET, CONTROLLED
RELEASE; ORAL)
NALFON
(CAPSULE; ORAL)
NALFON 200
(CAPSULE; ORAL)
NALFON
(TABLET; ORAL)
APPLI ANT NAME
NORWICH EATON/P&G
NORWICH EATON/P8G
ABBOTT LABORATORIES
BRISTOL LABS/B-M
AH ROBINS
DISTA PRODS/LILLY
DISTA PRODS/LILLY
DISTA PRODS/LILLY
NDA N .
APP VAL DATE
17-831
09-01-77
17-831
07-06-84
18-227
09-07-82
18-768
11-10-83
16-618
07-27-82
17-604
03-16-76
17-604
10-15-80
17-710
03-16-76
PAÐ¢Ð•ÐœÐ¢ Ðœ .
EXP. DATE
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
3524844
08-18-87
3600437
08-17-88
3600437
08-17-88
3600437
08-17-88
Ð•Ð¥ 1 IVITY
EXP. DATE
NS
09-24-86
NCE
09-07-92
NCE
11-10-93
NDF
09-24-86
IV-Sl



29-AI
66-82-20
Â¿68918#
66-82-20
Â¿68918#
68-#0-10
0#Â£2898
98-82-[0
1810688
98-82-Â¿0
1810688
98-#2-60
30N
98-#2-60
30N
3L V0 'dÐ¥3 3L V0 'dÐ¥3
AL IAISOT OÐ¥3 'ON L NIL Vd
88-01-20
0Â£8-8l
28-#1-90
698-81
28-#1-90
698-81
04-[0-#0
121-9l
01-Â¿0-#0
124-9l
69-62-Â¿0
99#-91
Â¿9-91-80
011-91
24-02-90
Â¿24-91
b8-92-90
Â¿ll-61
#8-90-#0
6#8-81
#8-Â¿1-80
0#8-81
#8-11-Â¿0
L0Ðœ-61
98'21'10
911-61
3L V0 T VA0NddV
'ON VGN
N8VHd83805

5318O1V8O8V1 V3513Ð3
5318O1V8O8V1 V351383

51300O88 3Ð3O8

51300O88 3Ð308
11111/50O88 V1510
SNOS Ðž NV 881005 83
SNOS Ðž NV 881005 83
SN8VH8 3NI1-8
Ð¥31NAS/58V1 X31NAS
Ð¥31NAS/58V1 Ð¥31NAS
SNI8O8HV/NNI5-5NI813
531801V808V1 1lO88V
INVN L NVOITddV
(1V8O 51318V1)
30IN35O803
(1v0O â‚¬1318v1)
30IN35O803
(1V80 51318V1)
30IN35O803
(1V8O 531058V3)
3NVN1V0
(1v0O f31050v3)
3NvN1v0
(1V3IdO1 538V1)
NV808O3
(NO11330NI 5318V1330NI)
31VH1NVN3 NIX11O88
(NO11330NI 5318V1330NI)
31VONV33O NIX11O88
(1V3IdO1 5NV383)
N83005VA
(1V318O1 5NO1101O5)
Ð¥3011
(NO11V1VHNI 51OSO83V)
3011VNO88
(NO11330NI 5318V1330NI)
1ANV1N33
(NO11330NI f318V1330NI)
31V8113 11NV1N33
(IL OON Â»N0OI IOVSOG)
INVN IGVNL
9N0#
30IN35O803
9N0#
30IN35O803
9N02
30IN350803
9N08

3OI8O1Ð3O8OAH NV83Z V8013
9N91
3010010300010 0v332v0013
N3 05/3Nb00 Ð¾
3011ON300Nv8013
1N/9NS2
31VH1NVN3 3NIZ VN388013
1N/9NS2
31VONV330 3NIZ VN3Hd013
%90'0
301NONI3O013
%90'0
3OINONI30013
HNI/9NS20'0
3011O51N013
1N/35V8 9NS0'0 03
31V8113 1ANV1N33
1N/35V8 9H90'0 03
31V8113 T ANV1N33
T ST HL ON30L S
T ST INIIG30ONI IAIL OV
NOIL VNNOINI AL IAISOT OÐ¥3 GNV L NIL10 IL VINdONddV HL IM ST VGN GNV S8'L C'C OL Z8'L 'l  NÐž03 GIAONddV ST VGN 'AI IT BVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TRADE NAME APPLI ANT NAME NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENTTSI
STRENGTH)S)
)D0SACE FORM; ROOTE)
FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84
FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 1)-30-83
FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
40MG (TABLET; ORAL) 11-30-83
FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
20MG (TABLET; ORAL) 07-27-82
FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
40MG (TABLET; ORAL) 07-27-82
FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
80MG (TABLET; ORAL) 11-26-84
FUROSEMIDE FUROSEMIDE PARKE-OAVIS/w-L 18-419
20MG (TABLET; ORAL) 01-31-83
FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-419
40MG (TABLET; ORAL) 01-31-83
FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-419
B0MG (TABLET; ORAL) ll-13-84
FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-420
)0MG/ML (INJECTABLE; INJECTION) 02-26-82
FUROSEMIDE FUROSEMIDE LYPHOMED 18-507
l0MG/ML (INJECTABLE; INJECTION) 07-30-82
FUROSEMIDE FUROSEMIDE CORO LABORATORIES 16-569
80MÐµ (TABLET; ORAL) 08-14-84
FUROSEMIDE FUROSEMIDE NATCON 18-579
)0MG/ML (INJECTABLE; INJECTION) 11-30-83
IV-53



#S-AI
Ð²Ð²-ÑŠÐ¾-Ð´Ð¾ ls-lz-zl (1vuo 231nsdv3) swoos
ÑÐµÐ²ÑŒÐ´ÑÑ Ð³Ð³ÑŒ-Ð²ÑŠ 1-M/s1Avu-3xuvd 01Ð°Ð¾1 11Ð³Ð¾Ð°Ð°Ñ…Ð·Ð¸Ð·Ñ
Ð²Ð²-ÑŒÐ¾-Ð´Ð¾ ls-lz-zl (1vao 231nsdv3) ÑÐ¸Ð¾Ð¾Ð³
9880498 zzÂ»-sl 1-M/sIAvu-3xavd uÑ…do1 Ñ‚Ñ…Ð³Ð¾Ð°Ð°Ñ…Ð·Ð¸Ð·Ñ
ÑŒÐ²-ÐµÑ†-Ð²Ð¾ (NO11ÑÐ·ÑÐ½1 231av1339n1) 1w/9wol
980-61 asI1/sav1 X3N3ANI Ð·Ð°Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð· ÑÐ¾Ñ…Ð¸ÑÐ·Ð¾Ð°Ð¿Ð·
va-zz-so (NoÑ…iaacul 231av133cu1) 1w/9wol
zoe-sl 3111/sav1 Ñ…Ð·Ð¼Ð·AÐ¼1 Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð¸Ð¿Ð· Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð°Ð¿Ð·
ÑÑ-Ð²Ð³-ÑÐ¾ (1vuo 1131av1) ÑÐ¸Ð¾ÑŒ
898-81 wavndv1vx Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð¾Ñ…Ð¸Ð·Ð·Ð¾Ð¸Ð¿Ð·
ÐµÐ²-Ð²Ð³-ÑÐ¾ (1vao flawavi) ÑÐ¸Ð¾Ð³
sas-sl wavudv1vx Ð·Ð¾Ñ…Ð¸Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð°Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð·
88â€”01-1l (1vaO 2131av1) ÑÐ¸Ð¾ÑŒ
ÑÐ³Ð°-81 531aO1vaoav1 3Nvxoa Ð·Ð¾Ñ…Ð½Ð·Ð·Ð¾Ð½Ð¿Ð· Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð¸Ð¿Ð·
88-01-11 (1vao 2131av1) swoz
zza-sl saxuolvaoav1 3Nvxou Ð·Ð°Ñ…Ð¸Ð·Ð·Ð¾Ð½Ð¿Ð· Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð¸Ð¿Ð·
88-62-11 (1vuo 2131av1) ÑÐ¸Ð¾ÑŒ
064â€”8l saÑ…aoivaoav1 0ava Ð·Ð°Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð¾1Ð½Ð·Ð·Ð¾Ð°Ð¿Ð·
vs-sz-zo (1vao f131av1) ÑÐ¸Ð¾ÑŒ
SS4-8l SAS NoÑ…ivaluaw 11NI Ð·Ð¿Ñ…Ð¸Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð¾Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ñ
ÑŒÐ²-Ð²Ð³-Ð³Ð¾ (1vao 2131av1) ÑÐ¸Ð¾Ð³
SS4-8l sAs NoÑ…ivaÑ…uaÐ¸ 11NI ÑÐ¾Ñ…Ð¸Ð·Ð·Ð¾Ð½Ð¿Ð· Ð·Ð¾Ñ…Ð½Ð·Ð·Ð¾Ð½Ð¿Ð·
vs-os-Â¿o (Ñ‚ÑƒÐ³Ð¾ 2131av1) sÐ¸ov
Ð¿ÐµÐ´-81 Ñ…Ñ…Ð½Ð·Ð¾Ð½Ð°/Ð°Ð·Ð¸Ð¸Ð¿Ð¸Ð° Ð·Ð¾Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð¾Ñ…Ð¸Ð·Ð·Ð¾Ð°Ð¿Ð·
za-oz-Â¿o (NoliÑacÐ¼Ñ… 231av133cÐ¼1) 1w/9wol
049-sl oHwv/sav1 H131M Ð·Ð¿Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð· Ð·Ð¾Ñ…Ð¸Ð·Ð·Ð¾Ð¸Ð¿Ð·
za-sz-so (NO11330NI fawaviÑarnÑ…) 1Ð½/ÑÐ¸Ð¾1
499â€”8l saluolvuosv1 iioaav Ð·Ð°Ñ…Ð¸Ð·Ð·Ð¾Ð½Ð¿Ð· Ð·Ð¾Ñ…Ð½Ð·Ð·Ð¾Ð°Ð¿Ð·
31Ð£G 'dxl 3LV0 'dx3 3LV0 3Ð£Ðœ 0ÐœÐœÐ£ Ðœ3LÐœÐž0 .NN0Ã¬ HÃœVSO0) Hl ÐœINLS
Ðœ11015O3ÐÐ¥3 '0N LNILVd ' Ðœ Ð£0Ðœ 3NVÐœ LNV 13ÐœÐœÐ£ 30Ð£Ðœ 3GÐ£01 Ðœ5ÐœLN31GINÐÐœ1 30113Ð£
NOILVNNOÃ¬NI Ð11015013Ð¥3 GNV LNllVd HlVINdOHddV HLIM S|V0Ðœ GNV Â§8'1Â£'C 01 28'1'1 0Ðž03 GIAOHddV S.VGN 'AI 31Â§VÃ



TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENT(S) TRADE NAME
STRENGTH S )DOSACE FORM; ROOTE)
GLIPIZIDE
5MG
GLIPIZIDE
I0MG
GLYBURIDE
1.25MG
GLYBURIDE
2.5MG
GLYBURIDE
5MG
GLYBURIDE
1.25MG
GLUCOTROL
(TABLET; ORAL)
GLUCOTROL
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
MICRONASE
(TABLET; ORAL)
DIABETA
(TABLET; ORAL)
ROERIG/PFIZER
RDERIG/PFIZER
UPJOHN
UPJOHN
UPJOHN
HDECHST-ROUSSEL
17-783
05-08-84
17-783
05-08-84
17-498
05-01-84
17-498
05-01-84
17-498
05-01-84
17-532
05-01-84
3669966
04-21-92
3669966
04-21-92
3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
NCE
05-08-94
NCE
05-08-94
NCE
05-01-94
NCE
05-01-94
NCE
05-01-94
NCE
05-01-94



9S-AI
26*40*60
33N
26*08â€”60
33N
26-08-60
33N
0Ã³-l0-S0
33N
bÃ´-l0-S0
33N
3LVG 'dX3
ALIAIÃˆG3GX3
68Â92-#0
8668998
96-62â€”80
ÃŸ8bÃ»llb
86-08-80
6994Ð 68
96-62-80
88bollb
â‚¬6â€”0â‚¬.Ââ‚¬0
699Ð”Ð¬68
86-40â€”60
089090#
26-12'#0
28-Â¿0-60
48S-8l
#9ÂÂ§l*20
9l0Â4l
iÃŸ-42-21
9l0-4l
2Qâ€”08-60
821â€”81
Ð³Ð²-Ð¾Ðµ-Ð²Ð¾
S21-8l
18-10â€”50
2SS-4l
18-10â€”S0
2SS-41
3LV0 TVA ddV
'ON VGN
OHNV/S8V1 HLBÐM
58V1 0V9O19'8318V3
58V1 0V9O19'8318V3
OHNVÃS0V3 158BAV
OHNV/58V1 1583AV
13550O8-15833OH
1355008-15833OH
3NVÐœ LNV ITddV
(1V8O 5.L318V.L)
NISN3LÐM
(NOI13BCNI 53T8VL3BCNI)
NIdO81OUVNOS 31NOI8OH3
(NOI1330NI 53W8V1330NI)
NIdO8lOUVNOS 3INOIUOH3
(NOI1330NI 5318V133CNI)
TB813V!
(NOILDBCNI Ã‰BW0VLDB0NI)
13813V3
(1V80 51318V1)
V1B8VIG
(Ñ‚ÑƒÐ³Ð¾ f1318V1)
vlaavIo
(ilGÐž6 -NNÐž3 3GVSGG)
31VN HGV0L
3SV8 9N# 03
31V133V ZN38VNV09
1VIA/SlINn 000â€˜Sl
31NO18OH3 'NIdO81OGVNO9
1VIA/SlINn 000â€˜2
31NOI8OH3 â€˜NIdO81O0VNO9
1VIA/35VB 9HÐ‘'0 03
301801H3080Ð8 NI13800VNO9
1VIA/35V8 9Nl'0 03
3018O1H3O8018 NITB80GVNO9
9NS
301808Ð19
9HÐ'Ð—
301808Ð19
Hl NI0LS
(Ð—ÐœLN31030ÐÐœ1 301LOÐ£
N01lVNNOÃNI ALIAISG3GX] GNV LN3lVd llVI00ONddV HLIN S|VGN GNV S8'LC'C Ðžl Z8'L'l 0Ðž03 GIAÐžNddV SIVGN 'AI 33GVl



NOILVNIIOINI Ð11/115111103 GNV IÐœ3IVd IIVINdOIIddV HLIM STVGN GNV S8'IC'C OL Z8'L'I NONI OIAOIIddV SYVGN 'AI 318111
98-91-00 L4-81-90 (NO11330NI 5318V1330NI) 1N/3SV8 9H9 03
L668808 826-91 531801V8O8V1 113N3N 1O01V8 31V13V1 1001838O1VÐ
98-91-00 49-21-00 (1V8D 531V81N3SNOS) 1N/3SV8 9H2 03
L668808 226-91 531801V8O8V1 113N3N TOO1VH 31V13V1 1O0183801V8
98-02-60 98-91-00 28-20-20 (1V8D TIBT8VII 9N02
5N 1668808 I2B-Sl W8VHd 113N3N 1OO1VH 1OD183dO1VH
98-91-00 04-91-00 (1V8D 51318V1) 9N01
1668808 126-91 H8VHd 113N3N 1O'1VH 1OD1838O1VH
98-91-00 02-91-00 (1V0D f1BT8V1.) 9HS
L668808 126-91 N8VHd 113N3N 1OO1VH 1OD1838O1VH
98-91-00 29-21-00 (1V8D 51318V1) SN2
1668808 126-91 H8VHd 113N3N 1OD1VH 1ODI838D1VH
98-91-00 49-21-00 (1V8D 51318V1) 9H1
L668808 126-91 N8VHd 113N3N 1OD1VH 1O01838O1V8
98-02-60 98-91-00 49-21-00 (1V8D 5I3T8VI) 9H9'0
5N 1668808 126-91 H8VHd 113N3N 1OO1VH 1OOI838O1VH
98-92-20 18-02-60 (1V8D 51318V1) 9N00
0486208 982-41 9NI83Ð35 NV81XVd NVd32V10Ð
98-92-20 L8-02-60 (1V8D 5.L3T8V1) 9N02
0486218 984-41 9NI83Ð35 NV81XVd NVd3Z13VH
26-62-21 48-91-21 28-62-21 (1V8D 51318V1) 9NS2
33N L962098 001-81 NHO080 TB8O1AH 31V3105 1380VNV09
26-62-21 28-91-21 28-62-21 (TV0D f1BT8V.L) 9W01
33N 1962098 001-81 NHO080 138O1ÐÐ 31V3105 1380VNV09
26-40-60 68-92-00 28-40-60 (1V8D 51318V1) 3SV8 9H8 03
33N 8668998 48S-8l DHNV/58VT HIBAM NISN31AM 31V133V 2N38VNV09



8Sâ€”AI
58â€”62-80
2b0â€”6l
#8â€œl8-l0
9l6â€”8l
18â€”18-10
9l6â€”8l
Â§9â€”oeâ€”lo
ll6â€”8l
08-1Â£-10
9l6â€”8l
18-1â‚¬-10
9l6â€”8l
Ð¬8â€”18â€”10
9L6*81
98-08-10
116-81
28-90-90
620-&L
3LVG 'dX3 3LVG 3VA ddV
ALIAISG3GX3 'GN LN3lVd
'0N VGN
85OH NV/MV9SN NV
S3I8OIV808V1 1lO88V
S3I8O1V8O0V1 11O88V
S3I8OIV8O8V1 11O88V
SHI8OLV8O8V1 ilO88V
S3I8O1V8O8VÃ® 1lO88V
S3I8O1V8O8V3 11O88V
S3I8OLV8O8V3 1lO88V
H3IN/S8VN Ð¥3N3ANI
HNVN LNVUIÃ¯ddV
(NOIL3BCNI 5318V1330NI)
%6'0 301801H3 H010OS NI
SlINn 0001 Nn10OS N18Vd38
(NOI1330NI 53W8V1330NI)
83NIV1NO3 3115V18 NI
%SV'0 3018O1Ð3 N010O5 NI
SlINn 000â€˜S2 NÃœ10OS NI8Vd38
(NOI13BCNI 5338VLQ30NI)
83NIV1NO3 3115V38 NI
%Sb'0 3018O1H3 H010O5 NI
51INn 000'01 H010O5 NI8Vd38
(NOILUBCNI 53TSVLDBCNI)
xsv'o aoxuo1ua wnÑ…oos NI
SlINn 000'01 H010O5 Ð18V638
(NO11Ð—30NI 5310V1330NI)
8SNIV1NO3 3115V38 NI
%Sb'0 301801H3 N010O5 NI
SlINn 000'92 N010OS NI8Vd38
(NOIL330NI 5318V1330NI)
83NIV1NOÃœ QI15V3d NI
%9Ð¬'0 3018O1H3 H010OS NI
SlINn 0US'21 NÃœIOOS N18Vd38
(NOI13BCNI 5338V13BCNI)
83NIV1NO3 3115V38 NI
%90'0 3018O1H3 N010OS NI
SlINn 000'9 N010OS N18Vd38
(NOI1330NI 5318V1330NI)
%90'0 3018O1H3 H010OS NI
SlINn 000â€˜9 Ð¸010O5 NIuvdaH
(NOII3B0NI Â§318v1330NI)
Hsn1s Â»301 NIavdaH
VILNG6 â€šNÑ‘Ð´! 3ÐÐ£ÐÐ±0Ðœ
31VN HGVNl
1N001/9N006 51H00I/51IN0 002
3018O1H3 N010OS 5N01UOS NI8Vd38
1N001/9N0Sb 51N001/SlINn 000'01
3018O1Ð3 N010OS 5H010OS NI8Vd38
IN001/SN090 sâ€˜M001/SLINÃœ 000â€˜01
3018O1H3 H010O5 5N0IOOS NI8Vd38
1N001/9N090 21N001/SLIND 000'01
3018O1H3 "010O5 5N0I0OS NI8VdBH
1N001/9H09b 53N001/51IN0 000â€˜S
3018O1H3 H010O5 5N01UOS N18Vd38
1N001/9N0Sb 51N001/51IN0 000â€˜S
3018O1H3 H010OS 5N010OS N18Vd38
1N/9N9'# 51HÃ51IN0 001
3018O1H3 N01UOS sNÃIIGOS N18Vd38
1N/9N9'b 51H/51IN0 001
3018O1H3 H010O5 5N010OS N18Vd38
1N/SlINn 01
Nn10OS N18Vd38
Hl N301
(S)LN31GIN9NI 3AIlGV
NGILVN60ÃNI ALIAIS03GX3 GNV LNllVd ILVI00Ðž00dV HLIN S|VGN GNV 98'18-8 Ol Z8'L'l 0Ðž03 ÐŸÐÐœÐž0ÐœÐœÐ£ S.Ð£GÐœ 'AI 33GVl



TABLE IV. NDA'S APPROVED FROM I-T-BZ TO 3-3T-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
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
TRADE NAME
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
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)
APPLICANT NAME
TRAVENOL LABS
AM MCGAN/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
NDA NO.
APPROVAL DATE
18-609
04-28-82
19-042
03-29-85
18-609
04-28-82
18-609
04-28-82
18-916
01-31-84
19-042
03-29-85
18-916
01-31-84
19-135
03-29-85
18-916
01-31-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
IV-59



IV-60
ACTIVE IN REDIENT
STRENGTH)S)
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
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML: 900MG/100ML
HEXACHLOROPHENE
3%
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
25MG: 500G
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
2SMG: 100MG
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
50MG; 100MG
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE
25MG: 10MG
HYDROCHLOROTHIAZIDE; TRIAMTERENE
50MG: 75MG
TRADE NAME
(DOSAGE FORM: ROUTE)
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)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE: INJECTION)
TURGEX
(SOLUTION: TOPICAL)
LOPRESSOR HCT 50/25
(TABLET: ORAL)
LOPRESSOR HCT 100/25
(TABLET: ORAL)
LOPRESSOR HCT 100/50
(TABLET: ORAL)
TIMOLIDE
(TABLET: ORAL)
MAXZIDE
(TABLET: ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
XTTRIUM LABS
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
MS&D/MERCK
MYLAN PHARMS
NDA N0. PATENT N0. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
\_\
18-911
01-30-85
18-911
01-30-85
18-911
01-30-85
18-916
01-31-84
19-055
11-30-84
18-303 3876802 Ð¼Ñ
12-31-84 04-08-92 12-31-87
3998790
12-21-93
18-303 3876802 NC
12-31-84 04-08-92 12-31-87
3998790
12-21-93
18-303 3876802 NC
12-31-84 04â€”08â€”92 12-31-87
3998790
12-21-93
18-061 3656663
12-11-81 04-11-89
4238485
12-09-97
19-129 4444769 Ns
10-22-84 04-24-01 10-22-87
TABLE IV. NGA'S APPROVED FROM 1-1-82 Ð¢Ðž 3-31-85 AND NDA'S NITH APPROPRIATE PATENT ANO EXCLUSIVITY INFORMATION



T ABL E IV.
NDA'S APPROVE D FROM T-T-82 T O 3-3T-85 AND NDA'S MIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T SI
ST RE NGT H)S)
HYDROCORT ISONE ACE T AT E
10%
HYDROCORT ISONE BUT YRAT E
0.1%
HYDROCORT ISONE BUT YRAT E
0.1%
HYDROCORT ISONE VAL E RAT E
0.2%
HYDROMORPHONE HYDROCHL ORIDE
I0MG/ML
HYDROXYURE A
500MG
IBUPROFE N
400MG
IBUPROFE N
300MG
IBUPROFE N
600MG
IBUPROFE N
400MG
IBUPROFE N
600MG
INOAPAMIOE
2.5MG
INDOME T HACIN
50MG
INDOME T HACIN
75MG
T RADE NAME
)DOSAGE FORM; ROUT E)
CORT IFDAM
(AE ROSOL: RE CT AL)
L OCOID
(CRE AM; T OPICAL)
L OCOID
(OINT ME NT; T OPICAL)
W E ST CORT
(OINT ME NT; T OPICAL)
DIL AUDID-HP
(INJE CT ABL E; INJE CT ION)
HYDRE A
(CAPSUL E; ORAL)
MOT RIN
(T ABL E T; ORAL)
MOT RIN
(T ABL E T; ORAL)
MOT RIN
(T ABL E T; ORAL)
RUFE N
(T ABL E T; ORAL)
RUFE N
(T ABL E T; ORAL)
L Oz OL
(T ABL E T; ORAL)
INDOCIN
(SUPPOSIT ORY; RE CT AL)
INDOCIN SR
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
APPL ICANT NAME
RE E D& CARNRICK PHARMS
OW E N L ABS/DE RM PRODS
OW E N L ABS/DE RM PRODS
W E ST W OOD PHARMS
KNOL L PHARMACE UT ICAL
E R SOUIBB AND SONS
UPJOHN MANUFACT URING
UPJOHN MANUFACT URING
UPJOHN MANUFACT URING
BOOT S PHARMACE UT ICAL
BOOT S PHARMACE UT ICAL
USV PHARMACE UT ICAL
MS& D RE S L ABS/ME RCK
MS& D/ME RCK
NDA NO.
APPROVAL DAT E
17-351
02-10-82
18-795
01-07-83
19-106
07-03-84
18-726
08-08-83
19-034
01-11-84
16-295
12-07-67
17-463
09-19-74
17-463
09-19-74
17-463
03-09-79
18-197
05-19-81
18-197
03-05-84
16-536
07-06-83
17-814
08-13-84
18-185
02-23-82
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
NDF
09-24-86
NP
09-24-86
NP
09-24-86
NDF
09-24-86
NCE
01-11-94
3968249
07-06-93
3385886 I-2
05-28-85 09-24-86
3385886 I-2
05-28-85 09-24-86
3385886 I-2
05-28-85 09-24-86
3385886 I-2
05-28-85 09-24-86
3385886 1-2
05-28-85 09-24-86
3565911 NCE
02-23-88 07-06-93
NDF
09-24-86
NDF
09-24-86
IVâ€”61



29â€” AI
98â€”b2-60
9â€” I
IL VG '0X3
AL IAISOT GÐ¥3
'ON L NT IVd
8& -01-[0
806-41
S8â€”08-10
8Â£8-81
#8_E2-ll
908-81
#8-S2-l l
908-81
ÑŠÐ²-Ð¾ Ð³-ÑŒÐ¾
8S8-81
18â€”02-b0
898-81
Ð¬Ð—-Ð— Ðœ-Ð‘0
L S8-81
b8-8l-S0
198-81
b9â€”90â€”80
628-81
Ð¬8-90'80
628-81
b8â€”b0â€” S0
0S4-81
18-b0â€” S0
084*81
#8-L S-Â¿0
069-81
#8-l8-Â¿0
069-81
_T L VG T VA 00dV
' Ðœ VGN
SNOS 0NV 881005 83
8383N/085N
1-M/5IAVOâ€”388Vd
1-Ðœ/51AV0-388V8
SN8VHd NV1AN
SN8VHd NV1AN
NVAO NV/58V1 3183031
NVA3 NV/58V1 3183031
1V31lnB3VN8VHd 8Vd
1V31ln33VN8VHd 8Vd
53I8O1V8O8V1 HlIN3Z
53I8OIV8O8V1 HlIN3Z
5318O1V8O8V1 V3513H3

53I8O1V8O8V1 V3S13Ð3
INVN L NV ITddV
(NOIl33CNI 5318V1330NI)
81Oâ€”30AON38
(NOIIO30NI 5318V1330NI)
'A â€™ I N13OONI
(1V8O 531nSdV3)
NI3VHL3NOONI
(1V8O 531I1SdV3)
N13VH13NOONI
(1V8O f310SdV3)
N13VH13NOONI
(1V8O 5310SdV3)
N13VHI3NOONI
(1V8O 531nSdV3)
N13VHI3NOONI
(1v0O 531nSdv3)
NI3VHIBNOGNI
(1V8O 531058VÐ)
N13VHI3NOONI
(1V8O 531FT SdV3)
N13VHI3NOONI
(1V8O f3111SdV3)
NI3VH13NOONI
(1V8O 5310SdV3)
N13VHI3NOONI
(1V8O 5310SdV3)
N13VH13NOONI
(1V8O 53111541113)
N13VHI3NOONI
T IL RON -NNOI T GVGOG)
T NVN IGVNL
%02
3NINn193N 30INVOOI
1VIA/35V8 9NI 03
BL18OAH18I N0IOOS N13VHL3NOONI
9NUS
N13VH13NOONI
9NS2
N13VH13NOONI
9N0S
N13VHl3NOONI
9NS2
N13VH13NOONI
9H05
NI3VHI3NOONI
9HS2
N13VH13NOONI
9NS2
N13VHI3NOONI
9N0S
N13VHL3NOONI
9H09
N13VH13NOONI
9NS2
N13VH13NOONI
9HUS
N13VH13NOONI
9NS2
NI3VH13NOONI
HL N30L S
L Ðœ3IGIN NI T AIL OV
NOIL VN6OINI AL IAISOT ÐÐ¥3 GNV L NIL Vd T L VI00ONddV HL IM ST VGN GNV SO'L C'C Ol 28'1'1 NONI GIAO00dV Â§|VGN



â€šÐ¸-.. li. â€žOA J Ð¿Ð¿Ð¿Ð¿Ñ‡Ð¿ÑŒÐ¸ )nvm T'I'OL 1C Â« '01'UU Ð¿Ð½Ð¸ nun J nL|u nllnulnInlL IHILHI ÐÐ¿Ð¸ LACLUJIYLII IHIUNHHIIUH
ACTIVEINGREDIENHS)
STRENGTH s
IODAMIDE MEGLUMINE
65%
IODDHIPPURATE SODIUM,
1-123
lMCI/ML
IODOXAMATE MEGLUMINE
9.9%
IODOXAMATE MEGLUMINE
40.3%
ISOFLURANE
99.9%
ISOTRETINOIN
T0MG
ISOTRETINOIN
20MG
ISOTRETINOIN
40M@
KETOCONAZOLE
200MG
TRADE NAME
DOSAGE FORM' ROUTE
RENOVUE-65
(INJECTABLE; INJECTION)
NEPHROFLOW
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
CHOLOVUE
(INJECTABLE; INJECTION)
FORANE
(GAS; INHALATION)
ACCUTANE
(CAPSULE; ORAL)
ACCUTANE
(CAPSULE; ORAL)
ACCUTANE
(CAPSULE: ORAL)
NIZORAL
(TABLET; ORAL)
APPLICANT NAME
ER SOUIBB AND SONS
MEDI-PHYSICS
ER SOUIBB AND SONS
ER SOUIBB AND SONS
ANAOUEST/BOC
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
JANSSEN PHARMA
NDA N .
APPROVAL DATE
17-902
07-24-78
18-289
12-28-84
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
PATENT NO. EXCLUSIVITY
Ð¨ Ð¨
I-6
09-24-86
NCE
12-28-89
3654272
o4-04â€”89
3654272
04-04-89
3535425
01-24-93
3535388
01-24-93
4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07A01
4200647 NCE
O4-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01
4335125 1-25
06-15-99 09-24-86



S6-80-10
SS4900#
#6-10-80 #6-91-80
33N b00210#
96'80'10
992900#
#6-10-80 #6-91-80
33N ###210#
96-80-10
9S4900#
#6-10-80 #6-91-80
33N ###210#
66-#0-90
8128280
96-80-10
SS4900#
#6-10-80 #6-91-80
33N ###210#
96'80-10
994900#
#6-10-80 #6-91-80
33N b00210#
96-80-10
994900#
#6-10-80 #6-S1-80
33N b00210#
96-80'10
994900#
#6-10-80 #6-91-80
33N b00210#
ILVG 'dÐ¥3 ILVG 'dÐ¥3
ALIAISOTGÐ¥3 'ON LNILVd
#8-10-80
914-8l
#8-10-80
914-81
#8-10-80
914-8l
#8-10-80
Â¿89-81
#8-10-80
989-81
#8-10-80
989-81
#8-10-80
989-81
ILVG TVAO00dV
' N VGN
OXV19
OXV19
OXV19
9NI83Ð35
9NI83H35
9NI83Ð35
9NI83835
3NVÐœ LNVOITddV
(1V8O 5.1.3181111
31VONV8I
(1V8O 51318111)
31VONV81
(1V8O 51313111)
31VONV8I
(NOII330NI f318V133CNI)
3NAOON8ON
(1V8O 51318V1)
3NAOON8ON
(1V8O 51318Vl)
3NAOON8ON
(1V8O 51318111)
3NAOON8ON
(TLGON Ð•NNÐžÐ— 3ÐÐ£Ð—Ðž0)
3NVÐœ 30101
9H00b
3018O1H3Ðž8018 101V138V1
9N008
3018O1H3Ðž8018 1O1V138V1
9N002
3OI8O1H3O8OAH 1O1V138V1
1N/9H9
3018O1H3Ðž8018 101V138V1
9H00#
3018O1H3O8018 1O1V138V1
9H00S
3018O1H3O8018 1O1V138V1
9N002
3018O1H3Ðž8018 1O1V138V1
H1 NINLS
TÃˆTIÐœ3IG30ONI IAILOV
NOILVNNOINI ALIAISOTOXT GNV LÐœ3LVd ILVINdO00dV HLIM STVGN GNV 98'1C'1 OL 18'1'1 NONI GIAO00dV STVGN 'AI ITGVL



"Ð˜"
n||n Ñ‡ÑŒÐ¸ In Ð¿ 1'1'Ñ‡Ð¬ IU Â« TOI-UU Ð¿Ð½Ð¸ Ñ‰ÑƒÐ¿ Ð° â€œÃ¢TM Ð¿1Ð½Ð¿Ñ†Ð³Ð¿ÑŒÐ¿1ÑŒ Ð“ÐŸ|Ð¬ÐŸ| HHU LABLYiLTLII AHTYNHHIAUH
ACTIVE INCREDIENT)Â§)
Â§TRENCTH)S)
LACTULDSE
IUGM/15ML
LEUCOVORIN CALCIUM
EO 5MG BASE
LEUCOVORIN CALCIUM
EO 25MG BASE
LITHIUM CARBONATE
450MG
LITHIUM CARBONATE
300MG
LOPERAMIDE HYDROCHLORIDE
2MG
LOPERAMIDE HYDROCHLORIDE
1MG/5ML
LOXAPINE HYDROCHLORIDE
EO Ð‘0MÐ‘ BASE/ML
LOXAPINE HYDROCHLORIDE
EO 25MG BASE/ML
TRADE NAME
D A E F RMâ€™ TE
CEPHULAC
(SYRUP; ORAL)
WELLCOVORIN
(TABLET; ORAL)
WELLCOVORIN
(TABLET; ORAL)
ESKALITH CR
(TABLET. CONTROLLED
RELEASE; ORAL)
LITHIUM CARBONATE
(TABLET; ORAL)
IMDDIUM
(CAPSULE; ORAL)
IMDDIUM
(SOLUTION; ORAL)
LOXITANE
(INJECTABLE; INJECTION)
LOXITANE
(CONCENTRATE: ORAL)
APPLI ANT NAME
MERRELL DOW/DOW CHEM
BURROUGHS WELLCOME
BURROUGHS WELLCOME
SK&F LABORATORIES
ROXANE LABORATORIES
JANSSEN PHARMA
JANSSEN PHARMA
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
NDA N .
APP VAL DATE
17-657
03-25-76
18-342
07-08-83
18-342
07-08-83
18-152
03-29-82
18-558
01-29-82
17-694
12-28-76
19-037
07-31-84
18-039
10-26-79
17-658
05-04-76
PATENT ÐœÐž. EXCLUSIVITY
EXP. DATE EXP. DATE
3461204
_08-12-86
3867524
02-18-92
3860708
61-14-92
3660707
01-14-92
3562388
02-09-88
3558774
01-26-88
NOP
09-24-86
NOP
09-24-86
Ns
09-24-86
3714159 1-30
01-30-90 09â€”24â€”86
3714159 NOP
01-30-90 09-24-86
3546226
12-08-87
3546226
12-08-87
4049809
09-20-94
IV-65



98-#2-60
3N
98-#2-60
3N
98-#2-60
3N
98-#2-60
3N
88-92-10
66546#8
48-80-21
9229b98
48-80-21
9229b98
48-80-21
9229b98
48-80-21
9229b98
31VG â€™ 0X3 3L V0 'dX3
AIIAISOT3X3 'ON L N3L Vd
28-80-40
90#-81
28-80-40
4S9-Â¿1
#8-#0-#0
900-61
#8-91-90
4#0-61
69-#2-10
894-91
S4-S2-20
S2S-4l
94-S2-2U
S2S-4l
S4-S2-2U
S2S-41
44-S2-UL
S2S-41
3L VG T VA ddV
'ON VGN
53I8OIV8O8V1 1lO88V
53I8O1V8O8V1 11O88V
dSOH NV/MV93N NV
S8V1 1ON3AV81
1831S/58V1 dO8H1NIM
NVA3 NV/58V1 3183031
NVA3 NV/58V1 3183031
NVAO NV/58V1 3183031
NVA3 NV/58V1 3183031
31VN L NVOITddV
'T Ã `99Â¥Ar
(NOI1V9I88I 5NO1101O5)
83NIV1NO3
3115V18 NI 1OSOISAHd
(NOIIVSI881 5NOIln1OS)
83NIV1NO3
3115V38 NI 1OSOISAHd
(NO11330NI 5318V1330NI)
83NIV1NO3
3115V18 NI #'4 Hd 531A1OSI
(N011330NI 5318V133CNI)
83NIV1NO3
3115V18 NI 99 31A1-VNSV38
(1V31dOl 5NV383)
NO1ANV310S
(1V8O f31nSdV3)
3NVlIXO1
(1V8O 531|1SdV3)
3NVlIXO1
(1V8O 5311158113)
3NVlIXO1
(1vuo 231nsdvÃ»)
3Nv11xO1
MO0'N033VG
31VN IGVN1
1N001/9H209 51N001/9N92S
51N001/9H222 511m m /9N4S 51N001/9N08
31VNO3019

N0IOOS T3OI8O1Ð3 N0IOOS 531V133V N0IOOS

f301801Ð3 N0ISSVlOd 53018O1H3 N0I53N9VN
1N001/9N209 51N001/9H92S
51N001/9N222 51N001/SN48 51N001/9H08
31VNO3019
N0IOOS 53018O183 N0IOOS 531V133V N0IOOS
53018O1113 NnISSVlOd 53018O1113 N0I53N9VN
1N001/9N21

Ð© Ð¸Ð¿ Ð¾ Ðº/914009 Ð Ñ‚Ð¾ Ð¼ /Ð·Ð½ Ð¾ Ðµ; ÐÐ¸Ð²Ñ‹/Ð°Ð½ Ð¾ Ð´Ðµ
51N001/9H28'0 51N001/9N4S 51N001/9H08
31VH85OHd N0IOOS
531VNO31119 N0IOOS 53OI8O1H3 N0IOOS 531V133V
N0IGOS 531SV8ONON â€˜31VH85OHd N0ISSV1Od
5301801H3 N01SSVlOd 53018O1113 N0I53N9VN
1N001/9H082 51N001/9H821
51N001/5N2S
3018O1H3 H010OS 53. L111331!
NnISSVlOd 531V801HV8131 31V133V N0I53N9VN
N9/35V8
31V133V
35V8
31VN1330S
35V8
31VN1330S
35VB
31VN1330S
9H98 03
3OIN33VN
9N0S 03
3NIdVXO1
9H92 03
3NIdVXO1
9R01 03
3NIdVXO1
3SV8 9NS 03
31VN1330S
3NIdVXO1
H1 N3NL
(3)1N3IG3NONI IA113V
NOIL VNN0INI AL IAISOT ÐX3 GNV L N3L Vd 3L VINd000dV HL IM ST VGN GNV 58'1C'1 01 Z8'L 'L  0Ðž03 GIAO00dV SIVGN
'AI 3T OV1



Inv. .  6v.  Ð¿ Ð¸Ð¿ y Ð¿ Ð¿ Ð½ Ð¿ ÑƒÑƒÑŒÐ¸ Ð¿ Ð¿ Ñ‡Ð¿ IT I-vh 1y u-uÂ»â€˜vu nnu nun J Ð¿ ÑŒÐ¿ Ð¿ Ð¿ Ð¿ Ð¿ Ð¿ ÑƒÐ¿ Ð¿ ÑŒÐ¿ Ð¿ ÑŒ 1Ð¿1ÑŒÐ¿1 Ð¿ Ð¿ Ð¸ L AUL UJL T L II Â¿nlvnunlLyn
ACT IVE INCRE DIE NT)Â§)
Â§T RE NGT H)S)
MAGNE SIUM CHL ORIDE; POT ASSIUM CHL ORIDE;
SODIUM ACE T AT E; SODIUM CHL ORIDE; SODIUM
GL UCONAT E
30MG/100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML; 500MG/100ML
MAGNE SIUM CHL ORIDE; POT ASSIUM CHL ORIDE;
SODIUM ACE T AT E; SODIUM CHL ORIDE;
SODIUM GL UCONAT E
30MG/100ML; 37MG/100ML; 368MG/100ML;
526MG/1O0ML; 502MG/100ML
MAGNE SIUM SUL FAT E; POT ASSIUM CHL ORIDE;
POT ASSIUM PHOSPHAT E,  MONOBASIC; SODIUM
CHL ORIDE; SODIUM PHOSPHAT E
20MG/100ML; 40MG/100ML; 6.25MG/100ML;
800MG/100ML; 8.75MG/100ML
MAL AT HION
0.5%
MAPROT IL INE HYDROCHL ORIDE
25MG
MAPROT IL INE HYDROCHL ORIDE
50MG
MAPROT IL INE HYDROCHL ORIDE
75MG
MAZ INDOL
1MG
MAZ INDOL
2MG
MAZ INDOL
2MG
MAZ INDOL
1MG
T RADE NAME
APPL I ANT NAME
D AGE F RMâ€™  T E
PHYSI'L YT E IN PL AST IC
CONT AINE R
(SOL UT ION; IRRIGAT ION)
SYNOVAL YT E
T RAVE NOL L ABS
IN PL AST IC CONT AINE R
(SOL UT ION; IRRIGAT ION)
T IS-U-SOL
T RAVE NOL L ABS
(SOL UT ION; IRRIGAT ION)
PRIODE RM
(L OT ION;
L UDIOMIL
(T ABL E T;
L UDIOMIL
(T ABL E T;
L UDIOMIL
(T ABL E T;
SANORE X
(T ABL E T;
SANORE X
(T ABL E T;
MAZ ANOR
(T ABL E T;
MAZ ANOR
(T ABL E T;
PURDUE FRE DE RICK
T OPICAL)
CIBA/CIBA-GE IGY
ORAL)
CIBA/CIBA-GE IGY
ORAL)
CIBA/CIBA-GE IGY
ORAL)
SANDOZ PHARMS/SANDOZ
ORAL)
SANDOZ PHARMS/SANDOZ
ORAL)
W YE T H L ABS/AMHO
ORAL)
W YE T H L ABS/AMHO
ORAL)

ÐÐœ MCGAN/AM HOSP

ÐœÐŸÐ Ðœ .

ÐÐ Ð  VAL DAT E
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
17-543
09-30-82
17-247
06-14-73
17-247
06-14-73
17â€”980
08-28-80
17-980
02-02-82
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
NC
09-24-86
NC
09-24-86
NCE
08-02-92
3399201
08-27-85
3399201
08-27-85
3399201 NS
08-27-85 09-24-86
3763178
10-02-90
3763178
10-02-90
3763178
10-02-90
3763178
10-02-90
IV-67



89-AI
98-#2-60
30N
3L VG 'dX3
AL IAISOT OX3
98-#1-10
9612208
98-#1-10
9612208
98-#1-10
9612208
98-#1-10
9612208
98-#1-10
9612208
98-#1-10
9612208
98-#0-11
2089408
98-60-#0
b984488
98-60-#0
b984488
68-81-#0
4924998
3L VG 'dX3
'ON L N3L Vd
28-08-80
620-81
#8-62-90
#S6-8l
#8-62-90
#S6-81
88-08-90
194-81
08-81-60
699-4l
S4-S2-SD
149-41
84-L8-40
20#-91
44-80-80
#48-Sl
b4-81-90
#48-Sl
#4-08-#0
909-4l
94-91-10
10S-21
94-91-10
l#S-21
#4-82-90
l8#-41
3L VG T VAO00dV
'ON VGN
A9139-V813/V813
531801V808V1 0803
531801V808V1 0803
N13H139NI 839NI8H3O8
NI3H139NI 839NI8H3O8
NI3H139NI 839NI8H3OB
NI38139NI 833NI8H3OH
NI3H139NI 839NI8H3OB
NI3H139NI 833NI8H308
18315/58V1 dO8H1NIM
NHO0dn
NHOCdn
VN8VHd N35SNVC
31VN L NVOITddV
(1V8O 53SV3138
0311081N03 â€˜1318V1)
8S-NI1VlI8
(1V8O 51318V1)
Vd001AH13N
(1V8O f1318v1)
vdoo1AH13Ð¸
(NOIIV1VHNI 5NO1101O5)
1N3801V
(NÐž11V108NI 5NO1101O5)
1N3801V
(1V8O 5dF18AS)
1N38n1V
(NOI1V1VHNI 51OSO83V)
1N3801V
(1V8O 5. L31811. L1
1N3801V
(1V80 51318V1)
1N38n1v
(NO11330NI 5318V1330NI)
082-3n0VdOSI
(NOI1330NI 2318V1330NI)
V83AO88-OdB0
(NOI1330NI 5318V1330NI)
V83AO88-OdB0

(1V8O 5Ð·1Ð°ÑƒÐ¼ Ð·Ð½ Ñ '1318V1)
Ð¥Ðž N83A

131008 ÃNN03 3OVSOG)
31VN IGVN1
9N02
3018O1H3O8018 31V01N3881AH13N
9N009

Vd001ÐÐ13N
9N092

Vd001Ð813N
%9'0
31V310S 1ON3831O88V13N
%S
31V310S 10N3831O88V13N
1NS/9N0L
31V310S 1ON3831O88V13N
HNI/9HS9'0
31V3105 1ON3831O88V13N
9NUL
31V310S 1ON3831O88V13N
9N02
31V3105 10N383lO88V13N
1N/9N8'19# 51N/9N1'0#1
013V 31O21813N 53NIN0193N
1N/9N00#
31V133V 3NO831S39O88AXO803N
1N/9H001
31V133V 3NO83I539O88AXO803N
9N001
31OZ VON383N
T ST HL ON381$
(5)1N3IGINONI IAIL3V
NOIL VNN0INI AL IA15GT OX3 GNV lN3L Vd 3L VINdO00dV HL IM ST VGN GNV 98'lC'1 01 Z O'L 'l  0Ðž0] GIAO00dV ST VGN 'AI 3T GV1



T ABL E IV.  NDA'S APPR0VE D FROM T-T-82 T O 3-3T-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT)S)
ST RE NGT H S
ME T OCL OPRAMIDE
E O 5MG BASE/5ML
ME T OCL OPRAMIDE HYDROCHL ORIDE
E O 5MG BASE/ML
ME T OCL OPRAMIDE HYDROCHL ORIDE
E O T0MG BASE
ME T OPROL OL T ART RAT E
50MG
ME T OPROL OL T ART RAT E
100MG
ME T OPROL OL T ART RAT E
1MG/ML
ME T RIZ AMIDE
3.75GM/VIAL
ME T RIZ AMIDE
6.75GM/VIAL
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
250MG
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
250MG
ME T RONIDAZ OL E
500MG
T RADE NAME
DOSAGE F0RMl ROUT E
RE GL AN
(SYRUP; ORAL)
RE GL AN
(INJE CT ABL E; INJE CT ION)
RE GL AN
(T ABL E T; ORAL)
L OPRE SSOR
(T ABL E T; ORAL)
L OPRE SSOR
(T ABL E T; ORAL)
L OPRE SSDR
(INJE CT ABL E; INJE CT ION)
AMIPAOUE
(INJE CT ABL E; INJE CT ION)
AMIPAOUE
(INJE CT ABL E; INJE CT ION)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RYL
(T ABL E T; ORAL)
ME T RYL 500
(T ABL E T; ORAL)
APPL ICANT NAME
AH ROBINS
AH ROBINS
AH ROBINS
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
W INT HROP L ABS/ST E RL
W INT HROP L ABS/ST E RL
Z E NIT H L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S
CHE L SE A L ABORAT ORIE S
DRUMME R/PHDE NIX
DRUMME R/PHOE NIX

ÐœÐŸÐ NO.
APPROVAL DAT E
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
17-982
08-23-78
17-982
08-23-78
18-517
05-05-82
18-599
09-17-82
16-599
02-13-84
18-620
03-04-82
18-620
06-02-83
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
NDF
09-24-86
I-12;  I-13;
I-14
09-24-86
I-4
09-24-86
3998790
12-21-93
3998790
12-21-93
3998790 NDF
12-21-93 09-24-86
3701771 1-26
10-31-89 09-24-86
3701771 I-26
10-31-89 09-24-86
IV-69



04-AI
ALIAISGT3X3
88-62-60
006-81
88-81-11
068-81
88-81-11
688-81
88'20-80
148-81
88'20'80
L48-81
88-81-80
S#8-81
88-91-20
818-81
88-91-20
818-81
28-02-21
#94-81
28-Â¿1-60
#94-8l
28-22-01
0#4-81
28-22-01
0#4-8l
28-18'80
#49-81
3LVG TVA ddV
' Ðœ Ð£0Ðœ
85OH NV/MV93N NV
5318O1V8O8V1 1lO88V
5318O1V8O8V1 1lO88V
1V311033VN8VH8 O818O
1V311033VN8VÐ8 0Ð180
1V311033VN8VHd 8Vd
531801V8O8V1 88V8
5318O1V8O8V1 88V8
1V3VN8VHd Ð808NV0
1V3VN8VHd Ð808NV0
5318O1V8O8V1 08O3
5318O1V8O8V1 08O3
85OH NV/MV93N NV
31VN LNVGITddV
(NO11330NI 5318V1330NI)
83NIV1NO3
3115V18 NI â€˜Aâ€˜1 O813N
(NO11330NI 5318V1330NI)
83NIV1NO3
3115V18 NI 31O2V01NO813N
(NO11330NI 2318V1330NI)
31O2V0INO813N
(1V8O 51318111)
1V15OlO88
(1V8O 51318V1)
1V1501088
(1V8O 21318V1)
31O2V0INO813N
(1V8O 21318V1)
31O2V0INO813N
(1V8O 51318Vl)
31O2V01NO813N
(1V8O 51318V1)
31O2V0INO813N
(1V0O 21318111)
31O2v01NO813N
(1V8O 51318V1)
31O2V0INO813N
(1V8O 51.310111.)
31O2V0INO813N
(NO11330NI 5310V1330NI)
â€™A'I O813N
1311100 .NN03 3OVSOGT
INVN 3GV01
1N001/9N009
31O2V01NO813N
1N001/9N009
31OZV01NO813N
1N001/9N009
31O2V01NO813N
9N009
31O2V0INO813N
9N092
3102001Ð¼Ð¾Ð¸1Ð·Ð¸
9N092
31O2V0INO813N
9N009
3102V01NO813N
9N092
3102V01N0813N
9N009
31O2V01NO813N
9N092
31OZV0INO813N
9N009
31O2V01NO813N
9N092
31OZV01NO813N
1N001/9N009
31O2V01NO813N
ÑˆÑ‚
TSTLN3IG3NONI 3AILOV
NOILVNN03NI ALIAISOTOX3 GNV 1N3LVd 31Ð£1000Ndd11 HLIM Ðœ0Ðœ GNV S11'1H 01 28'1'1 N0N3 GIA000dV STVGN 'AI 31m



IAOL L IV.
NUA'D APPROVE D IRUN I-I-OZ IU 5â€”5|â€” Ob ANU NUA'O NIIH APPRUPRIAIE PAIE NI ANU E ACL OOIVIIY INIUHMAIIUN
ACT IVE INGRE DIE NT ISI
ST RE NGT H)S)
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG/100ML
ME T RONIDAZ OL E
500MG
ME T RONIDAZ OL E
250MB
ME T RONIDAZ OL E
HYDROCHL ORIDE
E O 500MG BASE/VIAL
MICONAZ OL E
T0MG/ML
MICONAZ OL E NIT RAT E
2%
MICONAZ OL E NIT RAT E
2%
MICONAZ OL E NIT RAT E
2%
T RADE NAME
(DOSAGE FORM; ROUT E)
ME T RONIDAZ OL E
(INJE CT ABL E; INJE CT ION)
FL AGYL I. V.  RT U
(INJE CT ABL E; INJE CT ION)
FL AGYL I. V.  RT U
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
ME T RONIDAZ OL E
(T ABL E T; ORAL)
FL AGYL I. V.
(INJE CT ABL E; INJE CT ION)
MONIST AT
(INJE CT ABL E; INJE CT ION)
MONIST AT 7
(CRE AM; VAGINAL)
MONIST AT-DE RM
(CRE AM; T OPICAL)
MONIST AT-OE RM
(L OT ION: T OPICAL)
APPL ICANT NAME
E L KINS-SINN/AHROBINS
SE ARL E PHARMS
SE ARL E PHARMS
PAR PHARMACE UT ICAL
L NK INT E RNAT IONAL
SE ARL E PHARMS
JANSSE N PHARMA
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL

ÐœÐŸÐ NO.
APPROVAL DAT E
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
18-353
11-28-80
18-040
10-04-78
17-450
01-30-74
17-494
01-30-74
17-739
12-16-75
PAT E NT NO.
E XP.  DAT E
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
E XCL USIVIT Y
E XP.  DAT E
I-11
12-20-87
1-11
12-20-87
I-11
12-20-87
1-27
09-24-86
IV-71



24-A1
98-#2-60
8-0 58N
98-#2-60
8-0 28N
98-#2-60
SN
98-#2-6
30N
3L VG 'dX3
AIIAISGT OX3
48-02-10
8601608
48-02-10
8601608
48-02-10
8601608
48-02-10
86016b8
48-02-10
8601Ð±88
48-02-10
86016b8
98-21-80
1981988
98-21-80
19b19b8
16-10-01
b496888
06-02-20
9994148
16-10-01
#Â£96888
06-02-20
9994148
3L VG 'dX3
'0N 1N31Vd
#8-81-60
999-81
#8-81-60
999-81
64-82-21
886-41
18-90-10
111-41
18-90-10
111-41
b4-80-40
111-41
84-80-40
111-41
?4-80-40
111-41
64-81-01
b91-81
64-81-01
#Sl-81
#8-51-80
888-81
28-91-80
029-81
3L VG T VA Nd0V
' Ðœ VGN

5NI8O8ÐV/NNI5-

5NI0O8ÐV/NNI5-
1N0800/5N8VHd
1NO800/5N8VH8
1NO800/5N8VHd
100800/5N8V88
100800/5N8V08
1NO800/5N8VHd
5NI813
5NI813
1N0800
1N0800
1NO800
100800
1NO800
1NO800
NHO080
NH0080
1V311033VN8VHd OHl8O
1V311033VN8VHd OHl8O
3NVN L NVOITddV
(NO11330NI 5318V1330NI)
38 Hd8ONV800
(NO1133CN1 5318V1330NI)
38 Hd8ONV800
(1V8O 531V01Ð¼ 33Ð¼ 00)
NvaoÐ¸
(1V8O =1318111)
8V80N
(1V8O 51318V1)
NV8ON
(1V8O 51310V1)
NV80N
(1V8O 51.318111)
NV80N
(1V8O 21318111)
Nvaow
(1V8O 51318V1)
N311NO1
(1V8O 51318V1)
N31INO1
(1VNI9VA 5180115O8805)
8 1V15INON
(1VNI9VA 518O115O8805)
4 1V15IN0N
131008 -N803 3OVSOG)
31VN 30VN1
1N/9H1
31V3105 3N1Hd8ON
1N/9H9'0
31V3105 3NIHd80N
1N/9N02

301801H3O80ÐÐ 3NO0NI1ON
9N001
3018O1H308018 3NO0NI10N
9N09
3018O183O8018 3NO0N11ON
9H92

301801H3080ÐÐ 3NO0NI100
9N01
301801H308018 3N00NI10N
9NS
3018O1H308018 3N00NI10N
9N01
1101Ð¥ONI0
9N9'2
1101Ð¥0NI0
9N002
31V81IN 31O2VNO3IN
9N001
31V81IN 31O2VNO3IN
S H1 N301
S L N3IGI0ONI IAIL OV
NOIL VNN0INI AL IAISRT OX3 GNV 1N3L Vd 3L VI00O00dV HL IM SIVGN GNV 98'18'C 01 Z8'L 'L  10N3 GIAO00dV ST VGN
'AI 3T OV1



86-Â¿2-10
Â¿929868
86-12-60 64-01-21 (1V80 51318Vl)
1202868 b90-Sl SNOS GNV 881005 83 Ðž8VÐ8ÐžÐ
86'[2â€”10
Â¿929868
86-12-60 64-01-21 (1V80 51318V1)
1202868 190-81 SNOS GNV 881005 83 Ðž8VÐ8ÐžS
86-Â¿2-10
Â¿929868
86-12-60 64-01-21 (1V8O 51318V1)
1202868 b90â€”8l SNOS GNV 881005 83 Ðž8VÐ803
86-Â¿2-10
4929868
86-12-60 64-01-21 (1V8O 51318V1)
1202868 b90â€”8l SNOS GNV 881005 83 Ðž8VÐ8ÐžS
86-Â¿2-10
Â¿929868
86-12-60 64-01-21 (1V80 fl318Vl)
1202868 890-81 SNOS ÐžNV 881005 83 Ðž8VÐ8ÐžS
86-Â¿2-10
4929868
86-12-60 64-01-21 (1V80 5.L3`I8Vl)
1202868 890-81 SNOS ÐžNV 881005 83 Ðž8VÐ8ÐžS
86-Â¿2-10
4925868
86-12-60 64-01-21 (1V80 51318V1)
1202868 89o-Gl SNOS ÐžNV 881005 83 Ðž8V98ÐžS
86-Â¿2-10
4929868
86-12-60 64-01-21 (1Ð£80 51318Ð£1)
1202868 S90-Bl SNOS GNV 881005 83 G8VS803
3lV0 'dX3 3lV0 'dX3 3lV0 TV006dd0 31ÐŸÐž0 -N0ÐžÐ— 3ÐVSÐžÐž
Ð1101$0TOÐ¥3 â€˜ÐžÐœ LN3110 ' N Ð£0Ðœ 3NVÐœ LNV ITddV 31Ð£Ðœ Ð—ÐžÐ£01
ÐŸÐ›â€˜! |U1|\|  ̂IllÐ¢ |1Ð¢ÐÐ¢!' '̂!â€™\\/'1 PHIL] l\|'\|\_ll Ð§ IUTâ€œ If\\| l IU III'I'U P UÃ±ll Ð›Ð˜U Ð’ÐŸ_10_!  ̀Ð! Ð§ÐŸ_1_| |l̂ \|l Ð›Ð§ÐÐÐŸ | IU f UHâ€œ â€˜ÐÐ¢ Ð§Ð§ÐŸÐ¦|
9N091
Ð§ÐžÐ§ÐžÐžVN
9N021
3Ðž3ÐžÐžVN
9N0S
1Ðž1ÐžÐžVN
9N0#
1O1ÐžÐžVN
9N091
1O1ÐžÐžÐ£N
9N021
Ð¢Ðž3ÐžÐžVN
9N08
1O1ÐžÐžVN
SN0#
1o1ouvN
S Ð1OÐœ3015
S 1Ðœ310Ð—0ÐÐœ1 3Ð1LOÐ£
84-A1



#4-AI
z6-60-60
289606:
z6-60-60
1081000
z6-60-60
Â¿616000
98-0z-60 86-lzâ€”z l
SN 9968668
68-0z-l l

ÑÑÐ½
98-#2-60 96-80-80
oÐ¼  659901Â»
98-vz-60
sn
88-62-90
9800698
88-6z-90
980069:
88-62-90
9800698
88-62-90
9800698
98-Â»2-60
su
98-91-Â¿0
Ð´ÐµÑˆÐµÐ²Ð°:
3L VG 'dÐ¥3 3L VG 'dÐ¥3
AIIAISGT OX3 'ON L N3L V0
94-11-80
18S-[1
#8-02-11
286-81
28-91-21
E S4-81
28-#1-90
989-91
84-Â¿1-#0
080-Â¿1
#9-90-80
#1l-#1
#9-90-80
#12-#l
4B-[2-21
#12-#l
28-[2-90
#20-81
64-S1-S0
#20-81
31VG T VAONd0V
'ON VGN
88 Ð¥31NAS
1NOdnO/5N8VHd INOdnO
18315/SSV1 dO8H1NIM
1NOdnO/SN8VHd 1NOdnO
1831S/58V1 dO8H1NIM
1831S/50V1 dO8H1NIM
1831S/S8V1 dO8H1NIM
1831S/58V1 dO8H1NIM
1NOdnO/5N8VHd 1NOd0G
1NOd0O/5N8VHd 1NOdnO
31VN lNVOITddV
(1V8O 51318V1)
NASO88VN
(1V8O 51318Vl)
NVÐ¥381
(Ð¢VÐŸÐž f1310Vl)
XN NIM1V1
(NOI1330NI 5318V1330NI)
NV38VN
(1V8O 5NOISN385nS)
NV8933N
(1V8O 51318111)
NV8993N
(1V8O 51318111)
NV8993N
(1V8O 5. L31011. L1
NV8993N
(NOI1330NI 5318V1330NI)
NIV80N
(NOI1330NI 5318111330NI)
NIVB0N
T310O0 'NN03 3OVT OGT
3NVN 3GV01
9NS2L
N3XO88VN
9N0S
3OI8O1H3O801H 3NOÐ¥3811VN
3SV8 SN0S O3 59NS'0
3OI8O1H3O8OAH
3N13OZ V1N38 53OI8O1H3O8OAH 3NOX01VN
1N/9N1
3OI8O1H3O801H 3NOXO1VN
1NS/9N0S2
013V 31XIGI1VN
N91
013V 31XIOI1VN
9H009
013V 31XIOI1VN
9N0S2
013V OIXIOI1VN
1N/9N02
3OI8O1H3O801H 3NIHdn81VN
1N/9N01
3018O1H3O801H 3NIHd081VN
H1 N30L S
1511N3IGI09NI IAIL OV
NOIL VNN03NI AL IAISOT OX3 GNV L N3L Vd 3L VI00O00dV HL IM SIVGN GNV 58'1C'1 OL Z8'l 'L  Ð˜Ðž6Ã GIAO00dV S|VGN 'AI 3T0V1



IAbLE 1V. ÐœÐŸÐâ€˜) AFPKUVLU Ð³ÐºÐ¸Ð¿ |â€”Iâ€”Ã¶Â£ IU J-Ã³l-oa ANU ÐœÐŸÐâ€˜) Ð¸11Ð¿ ÐÐ³Ð³ÐºÐ¸Ð³Ðº1Ð½|Ñ Ð³Ð½|Ð¿Ð¿| Ð½Ð¿Ð¸ Ð•ÐÐ¬Ð¬ÐžÐž1Ðœ11| LHFUAHHILUH
ACTIVE INGREDIENTÃS) TRADE NAME APPLI ANT NAME NDA Ðœ . PAÐ¢Ð•ÐœÐ¢ ND. EXCLUSIVITY
STRENGTH 5 ÐÐŸÐžÐ—ÐÐÐ• F0RM; RQUTE, APPR VAL DATE EXP. DATE EXP. DATE
8APROXE8 NAPROsYN sv8TEX PR 17-581 3998966
250MG (TABLET; ORAL) 03-11-76 12-21-93
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
NAPROXEM MAPROSYN SYNTEX PR 17-581 3998966
375MG (TABLET; ORAL) 07-18-80 12-21-93
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
NAPROXEN NAPROSYN SYNTEX PR 17-581 3998966 NS
500MG (TABLET; ORAL) 04-15-82 12-21-93 09-24-86
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92
NAPROXEN SOOIuM ANAPROX SYNTEX PR 18-164 3998966
275MG (TABLET; ORAL) 09-04-80 12-21-93
4001301
09-09-92
4009197
09-09-92
NICLOSAMIDE NICLOCIDE MILES PHARMS/MILES 18-669 NCE
500MG (TABLET, CMEWABLE; ORAL) 05-14-82 05-14-92
MICOTINE RESIN COMPLEX NICORETTE MERRELL DOW/DOw CHEM 18-612 NCE
EO zMG BASE (GUM, CMEWIMG; ORAL) 01-13-84 01-13-94
IVâ€”75



94-AI
26-S2-11
9082268
16-92-11
2286S68
16-92-11
1160988
68-08-90
8989998
68-l8-21
33N
68-18-21
33N
98-#2-60
Ð— Ðž N
98-#2-60
Ð— Ðž N
98-#2-60
30N
98-#2-60
30N
98-#2-60
30N
98-#2-60
30N
68-22-20
[29##98
3L VG 'dX3 3L VG 'dX3
AL IAISOT OX3 '0N 1N3L Vd
#9-90-11
#89-#1
84-82-01
180-Â¿1
28-12-#0
A 90#-81
#8-18-21
#22-81
#8-18-21
#22-8l
88-61-10
#44-81
88-08-80
249-8l
88-08-80
249-81
28-90-10
129-81
88-82-21
889-81
88-91-90
489-81
18-18-21
28#-81
3L VG T VA Nd0V
'ON VGN
A1111 I13
OHNV/58V1 H131M
OHNV/S8V1 iS831V

135SnO8-15Ð33OH

135S0O8-15Ð33OH
NV88n-S83N388
dNV8SOB-1HOd 9
dNV8SO8-1HOd 9
53I8O1V8O8V1 NOI8VN
1-M/SIAVO-388Vd
SHV/38V3 1V31l I83 NV
83Z I3d/58V1 83213d
31VN L NVOITddV
(1V8O 531FT SdV3)
13Ð½  1A1N3AV
(1V8O 51318Vl)
31138AO
(1V8O 51318V1)
NI1539AV
(1V8O 5311158113)
1VlI83N
(1V8O 531nSdV3)
1V1I83N
(NOI1330NI 5318V1330NI)
10811N
(NOI1330NI 5318V1330NI)
1VNO81IN
(NOI1330NI 5318V133CNI)
1VNO8lIN
(NOI1330NI 5318V1330NI)
018-O811"
(NO11330NI 5318VI33CNI)
1V15O81IN
(NOIIS30NI 5318V1330NI)
110181
(1V8O 53105dV3)
VI08V3088
13100N -NN03 3OVSOGT
31VN IGV01
3SV8 9R01 03
3OI8O1H3O801H 3NI1Al81818ON
9NS40'0
13815398ON
9HS
31V133V 3NO80NIH138ON
UN0S
31V31VN 3NISN33INON
9H92
31V31VN 3NISN33INON
1N/9N8'0
NI833A190811N
1N/9NS
NI833A19O8IIN
1N/9N1
NI833A19O8IIN
1N/9H9
NI833A19O8L IN
1N/9N9
NI833A19O8IIN
1N/9NS'0
NI833A19O8IIN
ÃšN0L
3NI81O33IN
(sT-141813115
(511131031011 311m
NOIL VNN0INI AL IAISOT OX3 GNV L N3L Vd 3L VI00O00dV H1IM ST VGN GNV S8'L C-C 01 Z8'l '1 Ð˜Ðž63 GIAO00dV S|VGN 'AI 3T0V1



TABLE IV. NDA'S APPROVED FROM T-T-82 Ð¢Ðž 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXLLUDIVIIT INrunnnllun
ACTIVE INGREDIENTTS) TRADE ÐœÐÐœÐ• EXCLUSIVITY
TREN TH 5 Ð¢ÐŸÐŸÐ—ÐÐ•Ð• FORM; ROUTE)
NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO T0MG BASE/5ML
NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/5ML
NORTRIPTYLINE HYDROCHLORIDE
EO 10MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO 25MG BASE
NORTRIPTYLINE HYDROCHLORIDE
E0 75MG BASE
NORTRIPTYLINE HYDROCHLORIDE
EO 50MG BASE
OXAMNIOUINE
2S0MG
OXPRENOLOL HYDROCHLORIDE
20MG
OXPRENOLOL HYDROCHLORIDE
40ÐœÐ‘
OXPRENOLOL HYDROCHLORIDE
80MG
OXPRENOLOL HYDROCHLORIDE
160MG
AVENTYL HCL
(CAPSULE; ORAL)
AVENTYL HCL
(SOLUTION; ORAL)
PAMELOR
(SOLUTION; ORAL)
PAMELOR
(CAPSULE; ORAL)
PAMELOR
(CAPSULE; ORAL)
PAMELOR
(CAPSULE; ORAL)
PAMELOR
(CAPSULE; ORAL)
VANSIL
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE; ORAL)
TRASICOR
(CAPSULE: ORAL)
ELI LILLY 14-684 3922305
11-06-64 11-25-92
ELI LILLY 14-685 3922305
11-06-64 11-25-92
SANDOZ PHARMS/SANDOZ 18-012 3922305
08-01-77 11-25-92
SANDOZ PHARMS/SANDOZ 18-013 3922305
08-01-77 11-25-92
SANDOZ PHARMS/SANDOZ 18-013 3922305
08-01-77 11-25-92
SANDOZ PHARMS/SANDOZ 18-013 3922305
06-14-79 11-25-92
SANDOZ PHARMS/SANDOZ 18-013 3922305
06-14-79 11-25-92
PFIZER LABS/PFIZER 18-069 3903283
07-23-80 09-02-92
3821228
06-28-91
3925391
12-09-92
CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86
CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86
CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86
CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86
NCE
12-28-93
NCE
12-28-93
NCE
12-28-93
NCE
12-28-93
IV-77



84-AI
48-10-01
Ð— Ðž N
#6-08-80
33N
26-81-20
33N
3L VG 'dX3
86-80-90
829168
86-80-90
829168
06-90-90
8804848
S6-80-80
6999010
26-22-40
8019688
48-80-80
91066#8
48-80-80
91066#8
88-90-10
2128998
88-90-10
2128998
3L VG 'dX3
11101$0T OÐ¥3
'ON 1NI1Vd
#8-10-01
964-81
24-62-40
8#9-Â¿1
#4-62-40
180-Â¿1
#8-20-#0
#09-80
#8-08-80
189-81
28-81-20
204-4l
49-#2-Â¿0
#61-91
#8-91-01
#92-61
#4-92-Â¿0
8#0-Â¿1
19-Â¿1-#0
244-21
19-Â¿1-#0
244-21
84-#1-60
910-Â¿1
24-#2-01
910-Â¿1
3L VG T VA d01
' N VGN
53I8O1V8O8V1 NO31V
VZ1V
VZ1V
OHNV/58V1 H131M

135S0O8-15Ð33OH
S31SAHd-IO3N
1831S/58V1 dO8H1NIM
03NOHdA1
OHNV/S8V1 15831V
A1111 I13
A1111 I13
VNOZ8V/NONV98O
VNOZ8V/NONV98O
31VN 111G13d01
(31N1VH1HdO 5139)
SH 3NIdO1Id
(31N1VHIHdO 535V3138
0311O81NO3 'l835NI)
0#-O1Id 183503O
(31N1VH1HdO 53SV3138
0311O81Ð¼ O3 '1835Ð¼ 1)

02-O1Id 18Ð·5Ð¿ ÑÐ¾
(1V8O 5df18AS)
3A NV983N38d
(1V80 535V3338
0311O81NO3 '1318V11
1V1N381
(NOI1330NI 5318V1330NI)
111 NI Vd10 N0IONI IdN
(NOI1330NI 5318VI330NI)
NIM1V1
(NOI1330NI f318V. L330NI)
008 NV1N38
(NOI1330NI 5318V1330NI)
NO1AVldBd
(1V8O 51318V1)
3NO801VH
(1V8O 51318V1)
3NO801VH
(NOIL33CNI 5318V1330NI)
NO1nAVd
(NOIL330NI 5318V1330NI)
NO1nAVd
T31008 51101 3015001
3111 IGVN1
%#

3018O1Ð3O801H 3NI88V3O1Id
9N11
3NI88V3O1Id
9NS
3NI88V3O1Id
1NS/9N92'9 51NS/9NS
3018O1H3O801H
3NIZ VH13NO88 530I8O1H3O801H 3NI8HdB1AN38d
9H00#
3N111^91x01u38
1N/13N1
111-N1 'N0IOOSIO N0IONI 31Vl31N38
1N/35V8 9H08 03
3111311 3N13OZ V1N38
1VIA/9N008
31VNOIH135I 3NIOINV1N38
1N/9H92'0
NI815V9V1N38
9N2
3111331 3NOSVHl3NV8Vd
9Nl
3111331 3NOSVH13NV8Vd
1N/9H1
30INO88 N0INO803NVd
1N/9N2
3OINO88 NOINO803NVd
5 110NI115
(ST L N3IGINONI 311131
10111160311 1111IS03OÐ¥3 GN1 1NI11d 3L VI00O00dV HL IM 5T V01 GN1 98'1C'1 01 28'1'1 1061 GIAO00dV 5T V01
'AI 3T OV1



TABLE IV. NDA'S APPROVED FROM T-T-82 T0 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFURMATIUN
APPLI ANT NAME NDA NO. PATENT 10. EXCLUSIVITY
ACTIVE INGREDIENTTS) TRADE NAME
STRENGTHTS) D A E F RM' TE
PIMOZIDE ORAP
2MG (TABLET;
PINDOLOL VISKEN
5MG (TABLET;
PINDOLOL VISKEN
10MG (TABLET;
PINDOLOL VISKEN
15MG (TABLET;
PIROXICAM FELDENE
T0MG
PIROXICAM FELDENE
20MÐ‘
(CAPSULE; ORAL)
(CAPSULE; ORAL)
MCNEIL PHARM
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
APPROVAL DATE EXP. DATE EXP. DATE
17-473
07-31-84
18-285
09-03-82
18-285
09-03-82
18-285
09-03-82
18-147
04-06-82
18-147
04-06-82
3471515
10-07-86
3471515
10-07-86
3471515
10-07-86
3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91
3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
R229668
12-10-91
NCE
07-31-94
NCE
09-03-92
NCE
09-03-92
NCE
09-03-92
NCE
04-06-92
NCE
04-06-92
IVâ€”79



08-AI
#8-92-01
886-81
#8-92-01
886-81
#8-81-Â¿0
110-61
31VG '6Ð¥3 311G 'dÐ¥3 311G 31106dd1
11111503OX3 'ON 113116 'ON 101
SNOI1V8VdB88 MV103
SNOI1V8VdB88 MV103
58V3 3381NIV88
31VN 111O13dd1
(1V8O 5NOII0IIISNO3BB
8O3 830MOd)
31A1O3
(1V8O 5NOIlnlI15NO338
8O3 830MOd)
31A1O3
(1V8O fNOILÃLLI15NO338
8O3 830MOd)
A131A1O9
131006 51603 3015001
3111 30161
1ÑÑ…ÑÑ‡Ð°/Ð¸ÑÑ'1Ð³
513Ñ…3V8/Ð¸989'9
51383Vd/N998'9
51383Vd/N928'2
213x3v8/w91'1zz
31v31ns Ð¸Ð¿10OS
53018Ð¾1Ð½Ñ Ð¸010O5
53.11160981318 HUIUOS
23018O183 unIssv1od
foss: 1O3119 3N311Ð131108
1383V8/N998'11
51383Vd/N926'2
51383Vd/N998'8
51383Vd/N961'1
51383118/H9021
31V3105 N0IOOS
53018O1Ð3 N0IOOS
53IVNO88V318 N0IOOS
53018O1113 NnISSVlOd
50988 3O3A13 3N311Ð13A1Od
1O8/H311'22
51O8/N998'9
51O8/N9#4'9
51O8/N946'2
51O8/N9982
3113105 H010OS
53018O1H3 N010OS
=3.LVNO88V318 N010OS
53018O1Ð3 N0ISSVlOd
f0988 3O3A19 3N311813A1Od
5 HL NIN15
S lN3IGINONI 311LO1
10111160111 111Ð1503OÐ¥3 G11 113116 31116dO6661 HLIM 5â€˜101 011 18'11'1 OL 28'1'1 1063 03006661 5.101
'AI 33011



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
A TIVE IN REDIENT S
STRENGTH
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GÐœ/Ð ÐCÐšEÐ¢
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 1MG
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 2MG
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 5MG
POTASSIUM ACETATE
2MEO/ML
POTASSIUM CHLORIDE
10ME0
TRADE NAME
DAEFRNR H
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
MINIZIDE
(CAPSULE; ORAL)
MINIZIDE
(CAPSULE; ORAL)
MINIZIDE
(CAPSULE; ORAL)
POTASSIUM ACETATE 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
KLOTRIX
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME
EDLAN PREPARATIONS
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
ABBOTT LABORATORIES
MEAD JOHNSON/B-M
ÐœÐŸÐ NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-983
10-26-84
17-986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
17-986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
17-986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
18-896 NDF
07-20-84 09-24-86
17-850 4140756
05-22-80 02-20-96
1V-81



28-AI
98-#2-60
30N
3LVG '0Ð¥3
11101513OÐ¥3
31VG 'dX3
'ON 1NI11d
28-81-21
664-81
28-60-11
224-81
28-60-11
224-81
28-60-11
224-81
28-60-11
224-81
88-Â¿1-20
089-81
88-Â¿1-20
089-81
88-Â¿1-20
089-81
88-41-20
089-81
3LVG TVA d01
'ON VG1
OHNV/58V3 158311
85OH NV/Ðœ193N NV
85OH NV/Ðœ193N NV
85OH NV/MV93N NV
85OH NV/MV93N NV
58V3 1ON3AV81
58V3 1ON3AV81
58V3 3ON3AV81
58V1 1ON3AV81
3111 111313d01
(NOI1330NI 5310V1330NI)
3018O1H3 Ð¸18O1O88
(NOI1330NI 5318V1330NI)
83NIV1NO3 311SV38 NI
%8'0 3018O1H3 N015SVlO8
GNV %6'0 3018O1H3 N010O5
(NOIL33CNI 5318V1330NI)
83NI11NÐž3 311SV38 NI
%22'0 3018O1H3 H015SVlO8
0NV %6'0 3018O1H3 "010O5
(NOII33CNI 5318V133E'NI)
83NIV1NO3 311SV38 NI
%91'0 3018O1Ð3 N0ISSVlOd
ONV %6'0 3018O1H3 N01005
(NOI1330NI 5318V1330NI)
83NIV1NO3 3115V18 NI
%940'0 3018O1H3 N015SV1O8
0NV %6'0 3018O1H3 N010O5
(NO11330NI 2318V1330NI)
83NI11NO3 311SV38 NI
03u00 3018O1Ð3 unISSvlod
0Nv %6'0 301801H3 w01oos
(NOI1330NI 5318V1330NI)
83NIV1NO3 311SV38 NI
03N02 301801H3 H015SVlO8
0NV %6'0 3018O1H3 N0IOOS
(NOI1330NI 5318V1330NI)
83NIV1NO3 311SV38 NI
03N02 3018O1H3 N0ISSVlOd
0NV %6'0 3018O1H3 H010O5
(NOI1330NI 5338V1330NI)
83NI11NO3 311SV38 NI
03N01 3018O1H3 H015SVlO8
0NV %6'0 3018O1H3 N0IOOS
13100N -1601 3015001
â€”300 30181
1N/9N008
3018O1H3 3NIXOOI1V88
1N001/3N006 51N001/9N008
3018O1H3 H010O5 53018O1H3 H015SVlO8
3N001/9N006 51N001/9N022
3018O1H3 N0IOOS 53018O1113 NnISSVlOd
1N001/9N006 51H001/9H091
3018O1H3 N0IOOS =3018O1113 H015SVlO8
3N001/9N006 51N001/9N94
3018O1H3 N010O5 53018O1Ð3 N015SV1Ðž8
3N001/9N006 51N001/9H008
3018Ðž1H3 H01005 5301801113 N01SSVlOd
1N001/9N006 21N001/9H091
3018O1H3 N010O5 53018O1H3 H015SV1O8
1N001/9H006 51N001/9N008
3018O1H3 H010O5 53018O183 N0ISSV1Od
1N001/9N006 511'1001/991091
3018O1H3 N0IOOS f3018O1113 N0ISSVlOd
1 NIN15
151113103NO11 311131
10111160311 111015033Ð¥3 GN1 1NI11d 31116d06d01 1111 5TV01 0Ðœ1 90'1C'1 01 20'1'1 1061 G3106d01 STVG1 '01 33011



TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-3T-85 AND NDAâ€˜S NITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH 5
PRALIDOXIME CHLORIDE
300MG/ML
PRAZEPAM
20MG
PRAZIOUANTEL
600MG
PRAZOSIN HYDROCHLORIDE
5MG
PRAZOSIN HYDROCHLORIDE
1MG
PRAZOSIN HYDROCHLORIDE
2MG
PROBUCOL
250MG
TRADE ÐœÐÐœÐ•
(D95151100; ROUTE)
PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)
CENTRAX
(CAPSULE; ORAL)
BILTRICIDE
(TABLET; ORAL)
MINIPRESS
(CAPSULE; ORAL)
MINIPRESS
(CAPSULE; ORAL)
MINIPRESS
(CAPSULE; ORAL)
LORELCO
(TABLET; ORAL)
APPLI ANT NAME
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
MERRELL DOW/DOW CHEM
ÐœÐŸÐ©
ÐÐ Ð  VAL DATE
18-986
12-13-82
18-144
05-10-82
18-714
12-29-82
17-442
06-23-76
17-442
06-23-76
17-442
06-23-76
17-535
02-01-77
Ð ÐÐ¢Ð•ÐœÐ¢ NQ.
EXP. DATE
4001411
01-04-94
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
3576883
04-27-88
3862332
01-21-92
EXCLUSIVITY
EXP. DATE
NDF
09-24-86
NS
09-24-86
NCE
12-29-92
IV-83



#8-AI
98-#2-60
SN
98-#2-60
30N
98-#2-60
30N
98-#2-60
SN
98-#2-60
30N
98-#2-60
91-I
98-#2-60
SN
98-#2-60
91-I
98-#2-60
91-I
98-#2-60
91-I
3L VG 'dX3
48-12-40
9260298
3L VG 'dX3
11IA1503OÐ¥3
'0Ðœ 11311d
#8-20-80
810-40
S8-18-10
286-90
88-61-#0
8S9-81
88-61-#0
899-81
28-81-01
810-91
88-61-#0
8S9-81
#4-91-01
810-91
28-81-01
810-91
49-81-11
810-91
#4-91-01
810-91
49-81-11
810-91
69-22-Â¿0
984-91
3L VG T V006d01
' Ðœ VG1
531801V808V1
OHNV/58V3
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T ABL E IV.  NDA'S APPROVE D FROM T-T-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
ST RE NGT H 5
PROT IRE L IN
0.5MG/ML
PROT IRE L IN
0.5MG/ML
PYRANT E L PAMOAT E
E O 250MG BASE/5ML
RANIT IDINE HYDROCHL ORIDE
E O 150MG BASE
RANIT IDINE HYDROCHL ORIDE
E O 25MG BASE/ML
RIT ODRINE HYDROCHL ORIDE
10MG
RIT ODRINE HYDROCHL ORIDE
10MG/ML
RIT ODRINE HYDROCHL ORIDE
15MG/ML
SAFFL OW E R OIL; SOYBE AN OIL
10%; 10%
SAFFL OW E R OIL; SOYBE AN OIL
5%; 5%
SARAL ASIN ACE T AT E
E O 0.6MG BASE/ML
SCOPOL AMINE
1.5MG
T RADE NAME
(DOSAGE FORM; ROUT E)
T HYPINONE
(INJE CT ABL E; INJE CT ION)
RE L E FACT T RH
(INJE CT ABL E; INJE CT ION)
ANT IMINT H
(SUSPE NSION; ORAL)
Z ANT AC
(T ABL E T; ORAL)
Z ANT AC
(INJE CT ABL E; INJE CT ION)
YUT OPAR
(T ABL E T; ORAL)
YUT OPAR
(INJE CT ABL E; INJE CT ION)
YUT OPAR
(INJE CT ABL E; INJE CT ION)
L IPOSYN 11 20%
(INJE CT ABL E; INJE CT ION)
L IPOSYN II 10%
(INJE CT ABL E; INJE CT ION)
SARE NIN
(INJE CT ABL E; INJE CT ION)
T RANSDE RM-SCOP
(FIL M,  CONT ROL L E D
RE L E ASE; PE RCUT ANE OUS)
APPL ICANT NAME
ABBOT T L ABORAT ORIE S
HDE CHST-ROUSSE L
ROE RIG/PFIZ E R
GL AXO
GL AXO
AST RA PHARM PRODS
AST RA PHARM PRODS
AST RA PHARM PRODS
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
NORNICH E AT ON/P& G
CIBA/CIBA-GE IGY

ÐœÐŸÐ NO.
APPROVAL DAT E
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
18-555
12-12-80
18-580
12-12-80
18-580
09-27-84
18-991
08-27-84
18-997
08-27-84
18-009
05-29-81
17-874
12-31-79
PAÐ¢Ð•ÐœÐ¢ NO.
E XP.  DAT E
3746697
07-17-90
3746697
07-17-90
3644624
02-22-89
3549624
12-22-87
4128658
12-05-95
4128658
12-05-95
3410944
11-12-85
3410944
11-12-85
3410944
11-12-85
3932624
Ð¾ 1-13-93
3886134
05-27-92
4031894
06-28-94
4262003
04-14-98
E XCL USIVIT Y
E XP.  DAT E
NCE
06-09-93
NCE
06-09-93
NÐ 
09-24-86
NP
09â€”24â€”86
IV-85
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TABLE IV. NDA'S APPROVED FR0M T-T-82 T0 3-31-85 AND NDA'S NITH APPROPRIATE PATENT ANDÃEXCLUSIVITY INFORMATION
ACTIVE INGREOIENTTS) TRAOE NAME APPLICANT NAME NDA NO PATENT N0 EXCLUSIVITV
l l |
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% IN ABBOTT LABORATORIES 19-217
9MG/ML PLASTIC CONTAINER 07-13-84
(INJECTABLE; INJECTION)
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218
9MG/ML IN PLASTIC CONTAINER 07-13-84
(INJECTABLE; INJECTION)
SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
100 UCI (CAPSULE; ORAL) 05-27-82
SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
200 UCI (CAPSULE; ORAL) 05-27-82
SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
400 UCI (CAPSULE; ORAL) 05-27-82
SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS
SMEG/ML PLASTIC CONTAINER 09-05-84 09-24-86
(INJECTABLE; INJECTION)
SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIOE ELKINS-SINN/AHROBINS 18-581
S0MG/VIAL (INJECTABLE; INJECTION) 07-28-82
SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86
142MG/ML; 276MG/ML (INJECTABLE; INJECTION)
SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS
2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86
SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512
SGM/100ML CONTAINER 05-27-82
(SOLUTION; IRRIGATION)
SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465
10% (INJECTABLE; INJECTION) 06-29-83
SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82
1Ð£-87
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S MITH APPROPRIATE PATENT ÐÐœÐŸ EXCLUSIVITY INF0RMATION
ACTIVE INGREDIENT S
STRENGTH S
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; B0MG
SULFAMETHOXAZOLE: TRIMETHOPRIM
800MG; 160MG
SULFASALAZINE
500MG
TRADE NAME
DOSAGE FORM' ROUTE
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFATRIM PEDIATRIC
(SUSPENSION: ORAL)
SULFATRIM
(SUSPENSION; ORAL)
5MZ-TMP
(SUSPENSION; ORAL)
SM2-TMP PEDIATRIC
(SUSPENSION; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)
SULFAMETHOXAZOLE 8
TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)
AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)
APPLICANT NAME
DRUMMER/PHDENIX
DRUMMER/PHOENIX
NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS
DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG
PHARMACIA/PHARMACIA
ÐœÐŸÐ NO. PATENT N0.
APPROVAL DATE EXP. DATE
18-598
05-19-82
18-598
05-19-82
18-615
01-07-83
18-615
01-07-83
18-812
01-28-83
18-812
06-10-83
18-852
05-09-83
18-854
05-09-83
18-946
08-10-84
18-946
08-10-84
07-073
04-06-83
EXCLUSIVITY
EXP. DATE
NDF
09-24-86
IV-B9
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28-42-10 (NÐž11330NI f318V1330NI) V/N
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V/N
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68-00-00
6080998
06-80-00 84-42-60 (1V8O f1318V1) 9N002
8099248 116-41 8383N/ÐžÐ8N 118ONI13 3VONI1nS
06-80-00
8#99248
68-00-00 84-42-60 (1V8O s.L318V.L) 9N091
6080998 116-41 8383N/085N 118ON113 3VONI105
(1V8O
98-02-60 88-02-90 50311O3 31831N3 â€˜1318V1) 9N009
30N 290-88 1V31ln33VN8VHd 8V1O8 3NIZV1VSV310S 3NIZV1VSV3105
31VG '0Ð¥3 31VG '0Ð¥3 31VG 11100dd1 131000 51003 30150G1 5 119NI015
111115 1 Ð¥3 '0N 113110 '0N VG1 3111 111311dd1 3111 30101 (511131030511 311LO1
10111110311 11101$0TOÐ¥3 GN1 1NI110 31110000dd1 1111 5TV01 GN1 90'1C'8 01 28'1'1 1001 G3100dd1 5TV01 'AI 33011



[ÐœÐÐ”Ð• IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 ÐÐœÐŸ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH(S)
TECHNETIUM,
N/A
TERBUTALINE
0.2MG/INH
TERBUTALINE
0.2MG/INH
TERBUTALINE
1MG/ML
TERBUTALINE
2.5MG
TERBUTALINE
5MG
TERBUTALINE
2.5MG
TERBUTALINE
5MG
TCâ€”99M, SUCCIMER KIT
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
SULFATE
TRADE NAME
(DOSAGE FORM; ROUTE)
MPI DMSA KIDNEY REAGENT
(INJECTABLE;
BRETHAIRE
INJECTION)
(AEROSOL; INHALATION)
BRICANYL
(AEROSOL; INHALATION)
BRICANYL
(INJECTABLE;
BRICANYL
INJECTION)
(TABLET; ORAL)
BRICANYL
(TABLET; ORAL)
BRETHINE
(TABLET; ORAL)
BRETHINE
(TABLET; ORAL)
APPLICANT NAME
MEDI-PHYSICS
GEIGY/CIBA-GEIGY
MERRELL DOW/DOW CHEM
MERRELL DON/DON CHEM
MERRELL DON/DOW CHEM
MERRELL DOW/DOW CHEM
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
ÐœÐŸÐ NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-944 4208398 NP
05-18-82 06-17-97 09-24-86
4233285
11-11-97
18-762 3937838 NDF
08-17-84 02-10-93 09-24-86
4011258
03-08-94
18-000 3937838
03-19-85 02-10-93
4011258
03-08-94
17-466 3937838
03-25-74 02-10-93
4011258
03-08-94
17-618 3937838
04-22-75 02-10-93
4011258
03-08-94
17-618 3937838
04-22-75 02-10-93
4011258
03-08-94
17-849 3937838
05-17-76 02-10-93
4011258
03-08-94
17-849 3937838
05-17-76 02-10-93
4011258
03-08-94
IV-91
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8999998
46-92-80
9809611
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68-11-00
8999998
16-80-80
892110#
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8884868
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18-60-11
492-81
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980-81
84-41-80
980-81
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410-81
28-08-21
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011-81
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8383N/085N
8383N/085N
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1N/1Ð— N1

102-11 â€˜301801Ð3 5OÐž11181
1N/13N2
102-11 `3018O1H3 50Ðž11181
1N/9H1
3113105 3NI11108831
151110NI015
1511131030011 311101
10111100311 111015OT OÐ¥3 GN1 1NI110 31110000dd1 1111 5T VGN G11 98'1C'1 01 28'1'1 1003 G3100dd1 5T V01
'AI 31011



T ABL E IV.  NDA'S APPROVE D FROM T-T-82 T0 3-31-85 ÐÐœÐŸ ÐœÐŸÐ'Ð— Ðœ1Ð¢Ð APPROPRIAT E PAT E NT ÐÐœÐŸ E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
ST RE NGT H(S)
T OL AZ AMIDE
100MG
T OL AZ AMIDE
250MG
T OL AZ AMIDE
500MG
T OL AZ OL INE HYDROCHL ORIDE
25MG/ML
T OL ME T IN SODIUM
E O 200MG BASE
T OL ME T IN SODIUM
E O 400MG BASE
T RAZ ODONE HYDROCHL ORIDE
50MG
T RAZ ODONE HYDROCHL ORIDE
100MG
T RE T INOIN
0.05%
T RE T INOIN
0.1%
T RE T INOIN
0.05%
T RE T INOIN
0.01%
T RE T INOIN
0.025%
T RADE NAME
(D0SAGE FORM; ROUT E)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
PRISCOL INE
(INJE CT ABL E; INJE CT ION)
T OL E CT IN
(T ABL E T; ORAL)
T OL E CT IN DS
(CAPSUL E; ORAL)
DE SYRE L
(T ABL E T; ORAL)
DE SYRE L
(T ABL E T; ORAL)
RE T IN-A
(SOL UT ION; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
RE T IN-A
(GE L: T OPICAL)
RE T IN-A
(GE L: T OPICAL)
APPL ICANT NAME
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
CIBA/CIBA-GE IGY
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
ME AD JOHNSON/B-M
ME AD JOHNSON/B-M
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL

ÐœÐŸÐ NO.
APPR0VAL DAT E
18-894
11-02-84
18-894
11-02-84
18-894
11-02-84
06-403
02-22-85
17-628
03-24-76
18-084
10-30-79
18-207
12-24-81
18-207
12-24-81
16-921
10-20-71
17-340
01-26-73
17-522
07-19-74
17-955
10-05-78
17-579
04-18-75
PAÐ¢Ð•ÐœÐ¢ NO.
E XP.  DAT E
3752826
08-14-90
3752826
08-14-90
3381009
04-30-85
3381009
04-30-85
3729568
04-24-90
3729568
04-24-90
3729568
04-24-90
3729568
04-24-90
3729568
04-24-90
E XCL USIVIT Y
IV-93



16-A1
16-08-00
33N
98-02-60
SN
98-02-60
SN
98-02-60
SN
68-12-21
33N
68-12-21
30N
26-91-11
33N
26-91-11
33N
98-12-60
30N
31VG '0Ð¥3
111115013Ð¥3
86-42-01
1984621
46-20-21
9214821
88-90-10
2128998
86-61-01
2904868
86-01-60
0640868
86-61-01
2904868
86-01-60
0640868
26-82-21
9084268
26-90-80
6414688
31VG '0Ð¥3
'01 1NI110
18-08-00
944-81
28-91-60
264-91
28-08-40
649-81
28-60-11
296-41
28-11-40
816-41
18-12-21
614-81
18-12-21
614-81
28-91-11
268-41
28-91-11
268-41
88-82-10
411-81
31VG 111 dd1
' N VGN
1NO28V/NONV98O
OHNV/58V1 53A1
58V1 13V83O18
3H3O8 11-NNVÐ˜33OH

3NO3113Ðœ 5Ð9OÐž8808
18315/58V1 8O881NIÐœ

18315/58V1 8O8Ð1NIM
NHO0dn
NHO0dn
838O8 H NV1111M
3111 11VO11dd1
(NO11330NI 5318V1330NI)
(Sb-3N) NO8038Ou
(1V8O 53105dV31
111NÐž N805
(1V80 51318V1)
NI88OH13N181
(1V8O 11318V1)
ooz  xadÐ¸Ñ…ul
(1V80 51318V1)
N188O1O88
(1V8O 53105dV31
3N11SV80ON
(1V80 5310SdV3)
3N11SV80ON
(1V8O 51318V1)

NO1311Ð
(1V8O 5131811)

NO1311Ð
(NO11V1VHNI =1O5O831)
18O31NZ1
131000`71003 30150G1
3111 3G101
11IA/9N01
301NO88 N01ÐœÐž8033A
3SV8 9N001 03
311311H 3NINV881NI81
9N001
NI88OH13NI81

ÑÐ¸Ð¾ Ð¾ Ð³

Ð¸Ñ… Ð¸Ð°Ð¾ Ð½ 1ÑÐ¸1Ð¸1
9N002
N188OH13N181
9N09
3NV15O1181
9N0E
3NV15O1181
9H9'0
H11O21181
9N92'0
NV1O21181
HNI/9H52â€™ 0
301NO133V 3NO1ONI3NV181
151110NI015
(511NI1G30011 311L O1
10111100311 1111150T OÐ¥3 GN1 1NI110 31110000dd1 1111 5T VGN GN1 98'18'C 01 28'1'1 1003 G3100dd1 ST V01
'AI 31011



T ABL E IV.  NDA'S APPROVE D FROM T-T-82 T O 3-31-85 ÐÐœÐŸ NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE ING
ST RE NGT H S
VE RAPAMIL
80MG
VE RAPAMIL
120MG
VE RAPAMIL
80MG
VE RAPAMIL
120MG
VE RAPAMIL
2.5MG/ML
VE RAPAMIL
2.5MG/ML
W AT E R FOR
100%
W AT E R FOR
100%
W AT E R FOR
100%
W AT E R FOR
100%
W AT E R FOR
100%
XE NON,  XE-
SMCI/VIAL
RE DIE NT T S)
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
INJE CT ION,  ST E RIL E
INJE CT ION,  ST E RIL E
INJE CT ION,  ST E RIL E
INJE CT ION,  ST E RIL E
INJE CT ION,  ST E RIL E
127
T RADE NAME
(DOSAGE FORM; ROUT E)
ISOPT IN
(T ABL E T; ORAL)
ISOPT IN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(INJE CT ABL E; INJE CT ION)
CAL AN
(INJE CT ABL E; INJE CT ION)
ST E RIL E W AT E R FOR INJE CT ION
1N PL AST IC CONT AINE R

(110010; N/Ð)
ST E RIL E W AT E R IN PL AST IC
CONT AINE R
(L IOUID; N/A)
ST E RIL E W AT E R IN PL AST IC
CONT AINE R
(110010; N/A)
BACT E RIOST AT IC W AT E R IN
PL AST IC CONT AINE R

(110010; N/Ð)
ST E RIL E W AT E R FOR INJE CT ION
IN PL AST IC CONT AINE R
(L IQUID: N/A)
XE NON XE 127
(GAS: INHAL AT ION)
APPL ICANT NAME
KNOL L PHARMACE UT ICAL
KNOL L PHARMACE UT ICAL
SE ARL E/SE ARL E PHARMS
SE ARL E/SE ARL E PHARMS
SE ARL E PHARMS
SE ARL E PHARMS
T RAVE NOL L ABS
T RAVE NOL L ABS
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
AM MCGAN/AM HOSP
MAL L INCKRODT

ÐœÐŸÐ NO.
APPROVAL DAT E E XP.  DAT E
18-593
03-08-82
18-593
03-08-82
18-817
09-10-84
18-817
09-10-84
18-925
03-30-84
19-038
03â€”30â€”84
18-595
01-17-83
18-632
06-30-82
18-801
10-27-82
18-802
10-27-82
19-077
03-02-84
18-536
10-01-82

Ð ÐÐ¢Ð•ÐœÐ¢ N0.
E XCL USIVIT Y
E XP.  DAT E
NR
09-24-86
NR
09-24-86
NR
09-24-86
NR
09-24-86
NCE "`
10-01-92
IV-95



96-A1
28-60-80 (NO11V1VHNI 5SV9)
428-81 10Oux3NI11vw :el Ð·Ñ… Ð¼Ð¾Ð½Ð°Ñ…
zs-eo-so (NO11v1vHNI fsvs)
Â¿zz-sl looux3~111vw ssl Ð·Ñ… Ð¼Ð¾Ð½Ð°Ñ…
26-10-01 28-10-01 (NO11v1vHNI fsvs)
33N 989-81 10Oax3NI11vw Â¿zl Ð·Ñ… Ð¼Ð¾Ð½Ð·Ñ…
31VG 'dX3 31VG 'dX3 31VG 3VA08001 13100N ENN03 33VS00)
Ð1IA1503OÐ¥3 '0Ðœ 113110 'ÐžN VG1 3111 111OI1dd1 3111 3G101
11IA/13N02
Si1-3X â€˜NON3X
11IA/13N01
881-3Ð¥ 'NON3X
11IA/13H01
421-3Ð¥ â€˜NON3X
_ s Ð½ÑŽÐ¼Ð·ÑˆÑ
(51131G1ON: 311LO1
NOILVNN0INI 1111151TO13 0Ðœ1 113110 31110000dd1 1111 5TV01 GN1 98'18'C 01 20'1'1 10N3 G310Nd01 5TV01
'0I 31011
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