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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
A roved Prescription Drug Products with Therapeutic Equivalence Evaluations,
Ð‘ÐÐ• EdiÃ®ion (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 symbol1>ADD > to the left of the line on which new
information exists. The Ã¤uÃ«m_>symbol is dropped in subsequent cumulative
supplements for that item.



Products
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 >JÃ¤lÂ> (DELETE) to the left of the
line containing the overstruck print. The â€º4Ð¦Ð´;> 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
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Federal Register Reference
JUN 22, 1984 (49 FR 25681)
AUG 3, 1984 (49 FR 31151)
JUL 15, 1983 (48 FR 32395)
dicyclomine hydrochloride
isosorbide dinitrate
nandrolone decanoate
(continued)
ii



Former Applicant (Name)
Products Federal Register Reference
(continued)
neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
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 17, 1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)
APPLICANT (NAME) CHANGES
Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES
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
1984."



E.
DISCONTINUED APPROVED PRODUCT IDENTIFIER ("Ð°")
The Drug Price Competition and Patent Term Restoration Act of 1984
requires the FDA to make publicly available an alphabetical list of
approved drug products, with the application number and approval date,
for each product approved January l, l982 and thereafter, and an
indication whether in_vitro and/or in vivo bioequivalence studies are
required for ANDA approval. This pEBlication, Approved Prescription Drug
Products with Therapeutic Equivalence Evaluations, 5th Edition, and its
monthly supplements is being used to satisfy this new requirement. The
Agency will no longer delete products from this publication when an
applicant discontinues marketing for economic reasons, as it had done in
the past. The only cause for product removal from the publication will be
for safety or efficacy reasons. Products discontinued from marketing will
be flagged in the Cumulative Supplement and future editions of this
publication with the "Ð´" symbol to designate their nonmarketed status.
SUBSCRIPTION FORM
A subscription form for the publication has been provided at the end of
this supplement for ordering next year's edition.
iv



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



REPORT 0F COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
CATEBoRIES couNTEo JULY '84 |BAsEL|NE| Ð¾ÑÑ‚ '84
ÐžRUG PRooucTs LISTED 74|5 7609
s|NGLE souRcE 2005 (27.01) 2045 (26.91)
MULT|souRcE(I> 5410 (72.95) 5564 â€¹73.11â€º
THERAPEUTlcALLY E0u|vALENT 4393 (59.21)
Ð¼Ð¾Ñ‚ THERAPEUT|0ALLY EoulvALENT 999 (13.41)
EXCEPTIONS(2) |8 â€¹ 0.3%)
Ð¼Ð½Ð  ̧MoLEcuLAR ENT|T|Es APPRovEo Â
NUMBER 0F APPLICANTS 295 300
Ð’. ACTIVITY FOR SUPPLEMENT NUMBER
4497 (59.I$)
|032 (I3.5$)
26 ( 0.35)
JAN '85
7746
2077 (26.81)
5669 (73.21)
4598 (59.4%)
MAY '85
DRUG PRODUCTS ADDED: 40
NEWLY APPROVED 37
DESI EFFECTIVE 3
REMARKETED O
DRUG PRODUCTS REMOVED: 28
WITHDRAWN APPROVAL O
RX TO OTC SWITCH O
DISCONTINUED MARKETING 28
NET GAIN IN DRUG PRODUCTS I2
SINGLE SOURCE PRODUCTS APPROVED I2
MULTISOURCE DRUG PRODUCTS APPROVED 28
NEW MOLECULAR ENTITIES APPROVED: 3
AS THE ENTITY 3
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY O
(I) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e.,
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION
vl
JUN '
43
24
I9
36
(SEE PAGE
85
42
O
|038 | |3.4$| |068 | |3.5$|
23 â€¹ 0.31) 26 â€¹ 0.31)
9 1
304 307
11
JUL '85 cuMuLAT|VE
49 |32
49 |28
Ð¾ 4
0 0
6 58
0 0
0 0
6 58
43 74
14 33
35 99
2 5
I 4
1 1
AVAILABLE
IÂ5 OF THE LIST)
APR '85
7890
2078 (26.31)
58I2 (73.7ÃŸ)
4709 (59.61)



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST â€˜84 - JULY '85
ACEBUTQLOL HYOROCHLQBIDE (PAGE 3-1)
CAPSULE; ORAL
SECTRAL
ACETAQINOPHEN; CODEINE PHOSPHA|Â§ (PAGE 3-1)
TABLETI ORAL
AOETAMINOPHEN Hl CODEINE 82
IVES LABS/ANNO EQ Ð³Ð¾Ð²HÐµ BASE! N 18917 AA LEMMON 300MG;15HGI N 88627
EQ 400MG BASEn N 18917 A0ETAMIH0RHEH N/ ÑÐ¾Ð²ÐµÑ‚Ñ‹: 95
AA LEMMON 300MG;30MGN N 88628
AOETAMIHORHEN w/ ÑÐ¿Ð°Ð²ÑˆÐ¸Ðµ s4
AGETAMINORHEN; BUTALBITAL LPAGE 3-11 AA LEMMON :00rE;8oMG8 N 88629
/AÃ³ETAMINdRHEH'HÅ•'Ã©Ã³Å„EtHr'Ã¡â€˜.SERZTE'lÃ©
CAPSULE; ÐžÑˆ /Ð¨ 7ZER3TR1ARORATÂ¢RIESIII dd uw /N'ÃŸidÃ³ÃŸ/
BUTALBITAL AAAÃAGETAHINORHEH
Ag OM GRAHAM LABS 850MG;50MG8 N 88991
RHRENILIH FORTE AcETAMINOPHEN; HYOROCOOONE BITARTRATE (PAGE 3-2)
Ag CARNRIcx/GH CARNRIcR 8soMG;50MGn N 88831
CAPSULE; ORAL
TABLET; ORAL AGETAMINORHEN ANO HYOROOOOONE BITARTRATE
BUTALBITAL ANO AcETAMIHORHEN AA cENTRAL PHARMS 500MG;Â§AÂ§N N 88898
Ag OANBURY PHARMACAL 325MG;50MG8 N 87550 > AOD > AA OM GRAHAM LABS 500MG;55Â§8 N 88958
RMRENILIM
AA CARNRIck/GH CARNRIcR 325MG;50MGn N 87811 TABLET; ORAL
AGETAHINORHEN ANO HYDRocouoHE BITARTRATE â€š
/M/ RÃ‰RTRÃ„L'PHÃ„RW 7333513 TEU Ñ‚. Â¿7751/
AcETAMINOPHEN; BUTALBITAL; cAFFEINE (PAGE 3-11 00-GEsIc
AA CENTRAL PHARMS 500MG;Â§__ H 87757
CAPSULE; ORAL HYDROCODONE BITARTRATE Ð/ ACETAMINOPHEN
BUTALBITAL, AGETAHIHORHEN, cAFFEINE AA BARR LABORATORIES 500MG;5__N N 88577
Ag 0M GRAHAM LABS 325MG;50MG;4oMG8 N 88743
AA 325MB;50MG;40MG8 N 88758
Ag 325MG;50MG;40MG8 N 88785 AcETAMINoPHEN; oxrcoOONE HYOROcHLoRIOE (PAGE 3-21
Ag 325MG;50MG;40MG8 N 89023
Ag 325Mo;50MG;40MG8 N 89087 CAPSULE; ORAL
Ag 325MG;50MG;40MG8 N 89102 TYLOx
ESGIO McNEIL PHARM 500MG;5MGn N 88790
Ag GILBERT LABORATORIES Â§25MG;50MG;40MGN N 88825 TYLOx-325
McNEIL PHARM 325MG;5MGN N 88248
TABLET; ORAL
BUTALBITAL ASRIRIN ANO cAFrEINE TABLET; ORAL
AB QUANTUM PHARMIcS 325MG;50 ;40MGn N 88972 /dddddÃ©Å•/
ESGIO OXYCET
Ag GILBERT LABORATORIES 325MG;50MG;4oMGn N 87629 AA HALSEY DRUG 325MG;5AÂ§n N 87483
FIORICET
AB SANOoz PHARMS/SANOoz 325MG;50MG;40MG8 N 88818
Ð²Ð°Ñ€Ð°Ð½ AGETAMINORHEN; PROPoxYPHENE NAPSTLAT; (PAGE 3-2)
Ag DM GRAHAM LABS 325MG;50M6;40MGI N 87804
TABLET; ORAL
0ARvocET-H 100
AcETAMINOPHEN; cooEINE PHOSPHATE (PAGE 3-1) AA ELI LILLY 850MG;100MG N 17122
â€˜ 0ARvocET-N Ð²Ð¾
TABLET; ORAL AA ELI LILLY 325MG;50MG N 17122
ACETAMINOPHEN AND OOUEINE PHOSPHATE PROPOXYPHENE NAPSYLATE ANO AOETAMINOPHEN
AA zENITH LABORATORIES 300MG;80MG N 87083 AA BARR LABORATORIES 325MG;50MG8 N 70115
AA 850MG;100MGn N 70118
AA MYLAN PHARMS 850MGz100MGn N 70145
PROVOCET 100
AA LEMMON 8soMG;100MGn N 70107
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 11 /  AUGUST
'85
'84 â€”  JUL Y
Y IN Â° OD CH (PAGE 3-9)
INJE CT ABL E; INJE CT ION
AMINOPNYL L INE IN SODIUM GHL ORIDE 0.652 IN PL AST IC CONT AINE R
A_P ABBOT T L ABORAT ORIE S Ð´Ð¾ Ð¿ Ð¸Ð²/100111;450Ð¿8/1Ð¾ Ð¾ Ð¼ Ñˆ
AE 200MG/100ML;450MG/100ML N
â€˜m ons/loom ;450rT G/100ML11
Ð¸ _ l  l  '500MG/100ML;450MG{100ML N
/Ã„ NINÃ“ PHÃ‘AAINÃ‰â€šÂ¢â€ž Å„52. Ã¯N. SÃ“ RIÃšH. Â¢HAQRIPE. Aâ€ž NSZ Ãƒ

ÑˆÑ‚Ð°Ð½ Ð´Ð°Ñ€Ñ‚ ÑˆVÐ°/588711181;Ð´ÑÑ‚Ð·ÐµÐ´ÑˆÑ‚/
â€šÐ¨ â€œHE RRE RA 288878828 7
, HL i ,  It  H5111 ÐºÐ¸Ð¹
Ð¼ Ð¼ Ð½ ÑˆÑˆÑ‚Ð½ Ðµ'ÑˆÐ¸â€˜Ñ‚Ð¼  dil l  â€˜1566313! '15. '452/

/Ð¨ /ÃÃ© Ã¡sÃfi 'L ÃÃ‰ Ã“ RÃ„ ÃÃ“ RIÃ‰ S//Ã‰ Ã“ Ã–UC )i  61154! 615611 ÐŸÐ™ Ð«/
AHIT RIPT YL INE HYDROCHL ORIDE (PAGE 3-10)
T ABL E T; ORAL
AHIT RIPT YL INE HOL
BP AM T HE RAPE UT ICS 25MG!
BP 50MG!
BP 75H6!
BP IOONGN
BP PAR PHARMACE UT ICAL 10H6!
BP Z SNGU
BP SONG.
BP 75H6!
BP IOOHGI
BP lSOMGI
Ag Ð° PURE PAC/KAL IPHARMA 10M@
Ag a  25MG

AB Ñ 50MG

A 8 75ÐG
iÃ¤Å•/ a /sTm uR1181001101;AH'00"6/
Ñ‚Ñ€Ð¸ /zsnAj/
/sp/  ÑˆÑƒÑ‚Ñ‹
555; ÃÃ¯igÃiÃ«Ã¡/
/sr/  ÑˆÐ¸ÑˆÐ¸
Ag SIUHAK L ABORAT ORIE S L QMQI

Ð•Ð ÐÐÐ¦Ðâ€œ

Ð Ð¨â€œ
_A2 Ð© "
Ag IOOMGI
Ag ISOHGI
BP SUPE NPHARM 10H6!
BP Z SMGI
BP Ð‘Ðž ÐœÐ‘â€œ

BP 75H6â€
BP lOONG!
N 18924
N 18924
N 18924
N 18924

ÐœÐ˜Ðœâ€
/ M5514?!
m 3118147/
zzzzzzzzzzzzzzqz jzzzzzzzzzzzzzzzzz
V
V
V
>
U
D
V
>
U
U
V
>
D
D
UD
V
VVV
Ð¨ (PAGE 3'12)
L OT IONF T OPICAL
L AC-NYDRIN
BRIST OL-MYE RS E Q 122 ACID!
AHOXICIL L IN (PAGE 3-12)
Ag
g
CAPSUL E; ORA
UT INOX
Ð— PARKE-DAVIS/N-L
Ð
L
AE QXICIL L INE POT ASSIUN CL AVUL ANAT E (PAGE 3-13)
POHDE R FOR R
AUGME NT IN
BE E CHAM
AUGME NT IN
BE E CHAM L ABS/BE E CHAM 250NG/5ML;E Q 62.5HG ACID/SML!
T ABL E T; ORAL
AUGME NT IN
BE E CHAM
AUGNE NT IN
BE E CHAM
T ABL E T Â» CHE N
AUGME NT IN
BE E CHAM L ABS/BE E CHAM 125MG;E Q 31.25MG ACID!
AUGME NT IN
BE E CHAM L ABS/BE E CHAM Z SOMG;E Q 62.5MG ACIDI
E CONST IT UT ION; ORAL
'125'
L ABS/BE E CHAM 125MG/5ML;
E Q 31.25MG ACID/5ML!
'250'
'250'
L ABS/BE E CHAM 250MG;E Q 125MG ACID!
'500'
L ABS/BE E CHAM SOOMG;E Q 125MG ACID!
ABL E; ORAL
'125'
'250'
AMPHE T AMINE SUL FAT E (PAGE 3-13)
T ABL E T; ORAL
ANPHE T AMIN
L ANNE T T
E SUL FAT E
5MG!
10H6!
AMPICIL L IN SODIUH (PAGE 3-14)
Ð˜;
INJE CT ABL E;
INJE CT ION
ANPIOIL L IN
E L I L IL L
SODIUN
Y E 500MG BASE/VIA !
E  IGH BASE/VIAL!
N
19155
62107
62107
50575
50575
5056#
50564
50597
50597
83901
83901
62565
62565



16921 N nÃ¤Â§Ã®Ã¤â€”Ã®Ã¯Ã®fÃ¶â€”Ã¤Ã® eNIasHos 8?
500568320
19191 N 8ssva Ð¸50Â°Ð¾ Bs eNIasHes x8
sNsioaaIo __
09161 N nÃ¤Ã«vÃ«-Ã®Ã«Ã¶fÃ®-Ã¶s Noie-NAB/Nasovuavna gv
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 Â JULY '85 5
gETAMETHASONE VALERATE (PAGE 3-22) BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDEI
ÃŸÂ§Â§UDOÂ§PHEDgINÂ§ HYDROCHLORIDE (PAGE 3-25)
CREAM; TOPICAL
BETAMETHASOHE VALERAIE SYRUP; ORAL
Ag THAMES PHARMACAL EQ 0.12 BASE! N 70062 BIPHETANE 0X
BETATR AA BAY LABORATORIES 2MB/5ML;IOMGZSML;3OMG/5MLI N 88811
lÃ©!! mÃŸÃ¢Ã¤Ã¯Å„Å„Ã¡/RÃŸÅ•ÃŸÃŸdN/_Ã¡-_M '6112 â€˜Ð±Ñ‹ Ñ‚Ð¸ÑˆÐ  ̧_____Ð²Ð¿Ð¾Ð¼Ñ‚Ñ‚Ð² Ð¾Ð½
Ag SAVAGE LABS/BYK-GLDN EQ 0.12 BASE N 18862 AA NATL PHARM MFG/BARRE 2MG/Â§ML;10H6/5ML;30MG/5ML! N 88722
VALNAO DIMETANE-DX
Ag NMC LABORATORIES EQ 0.12 Ð‘ÐÐ—Ð•! N 70050 AA AH ROBINS 2MS/5ML;10MG/5ML;30MS/5ML N 11694
AA AMG/5ML;JOMG/SML;SOMG/SML N 19279
LOTION; TOPICAL
Ð©
Ag LEMMON EQ 0.12 Ð‘AÐ—Ð•! N 70072 BROMPHENIRAMINE MALEATEÃ¬APHENYLPROPANOLAMINE HYDROCHLORIDE
BETAMETHASONE VALERATE (PAGE 3-25)
> ADD > Ag NATL PHARM MFG/BARRE EQ 0.12 Ð‘AÐ—Ð•! N 70052
ELIXIR; ORAL
OINTMENT; TOPICAL BIPHETAP
VALNAO AA BAY LABORATORIES 4MB/5MLÃ¤25MG/5MLI N 88687
Ag NMC LABORATORIES EQ 0.12 BASE! N 70051 BROMANATE`
_A NATL PHARM MFG/BARRE 4MG/5ML;25MG/5MLI N 88688
BITOLTEROL MESXLATE (PAGE 3-24)
gQQÃˆIAAIQE (PAGE 3-25)
AEROSOL; INHALATION
TORNALATE TABLET; ORAL
HINTHROP-BREON/STERL 0.37MG/INHI N 18770 BUMEX
HOFFMANN-LA ROCHE Ð³HÐµÐ² N 18225
BROMODIPHENHYDRAMINE HYDROCHLORIDEi CODEINE PHOSPHATE
LPAGE 3-241 /BURREHORRHIHE'HrdRddHÃ¼dRtdE/(PAGE 3-28)
SYIÃƒIRSÃ„YORAL INJERTTRN/
AA "my LABORATORIES Ð´Ð½Ð°â€”Ð³ TTG/50u@ Ð  ̧n N 88626 Ð¼ÑÑ‚Ð½Ñ‹Ð¼/Ð¼Ð½ /RA'AIAHA'RASUNI/ Ñ‚Ð¸ÑˆÐ¸
AA MARION LABORATORIES 12,5M6/5ML510MG/5ML N 09319
BROMANYL â€  ̃BUTABARBITAL SODLUM (PAGE 3-26)
AA NATL PHARM MFG/BARRE 12.5MG/5ML;10MG/5MLI N 88343
ELIXIR; ORAL
/sauION'HUTABAAHITAL/
BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE; BUTABARBITAL SODIUM
PHENYLPROPANOLAMINÂ§ UYQROCHLORIDg (PAGE 3-25)
TABLET? ORAL
SYRUP; ORAL QUTABARBITAL SODLQM
QIPHETANE DQ AA LEMMON 15H6! N 88632
AA BAY LABORATORIES 2MG/5ML;10MG/5ML; AA Ã¤gmg8 N 88631
;2.5MG/5ML8 N 88904
BROMAHATE Oo \ Y
AA NATL PHARM MFG/BARRE ZMG/SMLIIOMG/SML; QALCITONINÂ¢ SALEQN (PAGE 3-27)
12,5MG/5MLI N 88723
DIMETANE-DO INJECTABLE; INJECTION
M A" ROBIN' Ã -_LHG/Sm-_NLm/m CIÃˆÃ‰ÃˆÃ‰GÃ  ̂â€˜Ñ€Ð¸ÐºÑˆÐ  ̧ÑˆÐ° 'RRf'TNHs/R'/ 8111184/
aÃŸmÃŸM RIMM â€š â€šâ€žâ€šâ€šâ€šâ€š l â€žâ€žâ€š
ÐœÐœ. Ð¸ÐºÑ. mrs/nu /N 1.176,9/
ARMOUR PHARM 200 IU/ML N 17769
400 IU/VIAL N 17497
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 Â JULY '85 7
CAPTOPRIL;4HYOROCHLOROTHIAzIOE (PAGE 3-31) CEEOTAAIME SQQIOA; SOOIgn ggLggIOE (PAGE 3-331
TABLET; ORAL INJECTABLE; INJECTION
CAPOZIDE 25/15 CLAFORAN IN SOOIUM CHLORIOE 0.92 IN PLASTIC CONTAINER
ER SOUIBB ANO SONS 25MG;15MGn N 18709 HOECHST-ROOSSEL 58 20Ð¼G BASE/ML;9MG/MLn N 50598
CAPOzIOE 25/25 58 40H8 B155/HÑŒ;9HG/Ð½ÑŒÐ¿ N 50598
ER 5801B8 ANO SONS 25MG;25MGn N 18709
CAPOzIOE 50/15
ER 5801BB ANO SONS 50MG;15MGN N 18709 CEEOxITIN SOOIUM (PAGE 3-331
CAPOzIOE 50/25
ER 5801BB ANO SONS 50MG;25MGn N 18709 INJECTABLE; INJECTION
MEPOxIN
MSSO/MERCR 58 IOGM BASE/VIALn N 50517
CARBACHOL Â«PAGE 3-311
/SOLUTION/DROPSÃƒXOPHTHALMIC/ CgEoxITIN SOOIUM; OExTROSE (PAGE 3-331
INJECTABLE; INJECTION
INJECTABLE; INJECTION
MEEOxIN IN OExTROSE 52 IN PLASTIC CONTAINER
CEEAzOLIN SOOIUM;Å•OExTROSE (PAGE 3-331 MSaO/MERCK 58 20MG BASE/ML;50MG/ML8 N 50581
58 40MG BASE/ML;50MG/MLn N 50581
INJECTABLE; INJECTION
ANCEP IN OExTROSE sz IN PLASTIC CONTAINER
TRAVENOL LABS 58 10MB BASE/ML;50MG/MLn N 50588 CEEOxITIN SOOIUM; SOOIUM CHLORIOE (PAGE 3-331
58 20HG BASE/ML;50MG/ML8 N 50588
INJECTABLE; INJECTION
MEEOxIN IN SOOIUM CHLORIOE 0.92 IN PLASTIC CONTAINER
CEEORANIOE TPAGE 3-331 MSAO/MERCR 58 20MG BASE/ML;9MG/MLx N 50581
58 40MG BASE/ML;9MG/MLn N 50581
INJECTABLE; INJECTION
PRECEP
BRISTOL LABS/B-M 500MG/VIAL8 N 62579 > 100 > CEPTAzIOIMg (PAGE 3-331
IGM/vIAL8 N 62579
Ð³ÐµH/01118 N 62579 > 100 > INJECTABLE; INJECTION
IoGM/VIALn N 82579 > ADO > PORTAz
zoGM/VIALn N 62579 > 100 > GLAXO sooMC/VIAL8 N 50578
> 100 > IGM/VIAL8 N 50578
> 100 > eGM/VIAL8 N 50578
QEEQIAXIME Ð—ÐžÐžÐ”Ð© (PAGE 3-33) > ADD > 66M/VIALII N 50576
INJECTABLE; INJECTION
CLAEORAN â€š â€š â€š â€š CEFTIzOxIME SOOIUM; OExTRosE (PAGE 3-331
HOECHST-ROUSSEL /EA 566116. PASE/#ml Ñ‚. 5.65.47/
58 IOGM BAsE/VIAL8 N 50547 INJECTABLE; INJECTION
CEEIzOx IN OExTROsE 52 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MB BASE/ML;SOMG/MLI N 50589
CEEOTAxIME SOOIUM; OExTROSE (PAGE 3-33) 58 40H6 BASE/ML;50MG/MLN N 50589
INJECTABLE; INJECTION
CLAFORAN IN DEXTROSE 52 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ Ð—ÐžÐÐ• BASE/ML;SOMG/MLI N 50596
EQ QOMG BASE/ML;SOMG/MLI N 50596
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DRUG PRODUCT LIST /
9
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 Â JULY '85
CHYMOPAPAIN (PAGE 3-43)
INJECTABLE; INJECTION
CHYMODIACTIN
SMITH LABORATORIES
CISPLATIN (PAGE 3-44)
IyÃ¤giÃ¬Ã®sÃ¤Ã« ; INJECTION
)RRASTÃˆATAAs/Afn/ Ð¼Ð¸Ð¼/Ð½Ð¸
PLATINOL-AQ
BRISTOL LABS/B-M
4,000 UNITS/VIAL!
ÐÐ˜ÐœÐ‘/Ð£ÐœÐ«
0.5MG/ML
CLEMASTINE FUMARATE (PAGE 3-44)
SYRUP; ORAL
TAVIST
DORSEY LABS/SANDOZ
EQ 0.5MG BASE/5ML!
CLOMIPHENE CITRATE (PAGE 3-45)
TABLET; ORAL
CLONIDINE (PAGE 3-45)
FILMÂ»  CONTROLLED RELEASE;
CATAPRES-TTS-I
OLON-.m
MERRELL 'PRH/151511. 'SÃHÃ‰N/ 5.6115/
/ 1515/
Ag MERRELL DOH/DOH CHEM 50MG
- CLOHIPHEHE CITRATE
/BP/ WHÃ‘ÃÃ‰WAPHÃƒRH/ /5151115/
Ag PLANTEx/IKAPHARM 50MG
PERCUTANEOUS
BOEHRINGER INGELHEIM 2.5MGN
CATAPRES-TTS-2
BOEHRINGER INGELHEIM 5MG!
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGN
CLOTRIMAZOLE (PAGE 3-45)
TABLET; VAGINAL
NYOELEX-G
MI LES PHARMS/MI LES
500MG!
N 18663
N 18675
Ñ‚'Ð¼Ñˆ/
N 16131
/ 11.733361/
N 18361
N 18891
N 18891
N 18891
N 19069
ODEINE PHOSPHA ' PHENY E
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PHENERGAN VC Nl CODEINE
INE YDROCH OR
â€™ PROMETHAZIN
N 08306
AA HYETH LABS/AMHO 10MG/5ML;5MG/5ML;6.25MG/5ML
PROHETH VC Nl CODEINE
AA NATL PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML8 N 88764
PROMETHAZINE VC Nl CODEINE
AA BAY LABORATORIES 10MG/5ML;5MG/5ML;6.25MG/5ML! N 88896
CODEINE PHOSPHATE; PROMETHAZINE HIDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
PNENERGAN H/ CODEINE
AA NYETH LABS/AMHO 10MG/5ML;6.25QÂ§/5ML N 08306
PROMETH Hl CODEINE
AA NATL PHARM MFG/BARRE 10MG/5ML;6.25MG/5ML8 N 88763
PROMETHAZINE H/ CODEINE
A_ BAY LABORATORIES 10MG/5ML;6.25MG/5MLI N 88875
CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)
SYRUP; ORAL
AOTIFED Nl CODEINE
AA BURROUGHS NELLCOME
PSEUOOOINE c
AA BAY LABORATORIES
TRIAcIH-c
AA
COLCHICINE; PROBENECID (PAGE 3-47)
TABLET; ORAL
PROBENECID AND COLCHICINE
BP ORUMMER/PHOENIX 0.5MG;500MG
OBENECID
/AP/ 'Mmm/233838?"â€œ175.551555188/
CORTICOTROPIN (PAGE 3-47)
INJECTABLE; INJECTION
OORTIOOTROPIN
A2 CARTER-GLOSAU LABS 40 UNITS/VIAL!
QORTISONE ACETATE (PAGE 3-47)
TABLET; ORAL
CORTISONE ACETATE
BP O VITARINE/PHOENIX 25MG
10MG/5ML;30MG/5ML;1.25MG/5ML N 12575
10MG/5ML;30MG/5ML;1.25MG/5MLI N 88833
NATL PHARM MFG/BARRE 10MG/5ML;30MG/5ML;1.25MG/5ML! N 88704
N 88130
ÑˆÐ²Ð°Ð¼Ð¸
N 88772
N 80333



DRUG PRODUCT LIST / CUNULATIVE SUPPLEMENT NUMBER 11 / AUGUST â€˜84 Â JULY â€˜85 10
CRONOLYN SOOIUN (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 42!
CYCLOPHOSPHAHIDE (PAGE 3-50)
INJECTABLE; INJECTION
CYTOXA
Ð¸ 71111? Ð˜ÐÐ« Ðœ/Ð’Ð•Ð!
/Ð¥Ð—/ /11096)110Ð¡/
/Ð¥Ð’/ /a NÃ¤ÃÃ¼lÃ¡Ã/
[Ð’] l!) NSJVIAU
/_j Ñ‚: 11 1. L!
Â£607.10/
Ag BRIsToL LABs/B-N 100MB/VIAL
Ag zoons/VIAL
Ag 500MG/VIAL
Ag IGN/VIAL
2Gm/VIAL
TABLET; ORAL
CIAÃˆÃÃ‰'IMNsaN/a 1|/ Ð¨  Ð©
' ' /s.<|I|Â¢/
CYTOXAN
BRISTOL LABS/Bâ€”" 25H6
SONG
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)
TABLET; ORAL
cvvRoNEPTAnINE NcL
_A AN THERAPEUTICS Â¿Nga
A Ð° DRUNNER PNoENIx ggg
)P
DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)
TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES 0.25HG;5MG
ENDURONYL FORTE
BP ABBOTT LABORATORIES 0.5MG;SHG
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25N955NGI
BP 0.5HG;5HG!
DESONIDE (PAGE 3-53)
CREAM; TOPICAL
DESDHEN
Ag OHEN LABS/DER" PRODS 0.052!
TRIDESILON
Ag MILES PHARNS/NILES 0.052
N
2222
18155
88798
87284
12775
12775
88486
88452
19048
17010
DESOXIMETASONE (PAGE 3-53)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594
DEXAMETHASONE (PAGE 3-53)
/Â¢RÃ‰AHÃIIÂ¢Ã‰1Â¢ÃÂ£/
/HI/IÃ‰Ã‰Ã‰Ã‰NIIN/Ã„KÃISNÃ„l / 9,515.42/ / 1123355/
DEXAHETHASONEÃ¬ NEOHYCIN SULEATEÃ¬ EQLYHYXIN B Â§QLFAIÂ§ (PAGE 3-55)
OINTHENT; OPHTHALHIC
DEXAOIDIN
AI COOPERVISION PHARMS 0.125EQ 3.506 BASE/6H;
102000 UNITS/GMI N 62566
SUSPENSION/DROPS; OPHTHALHIC
DEXACIDIN
AI COOPERVISION PHARMS 0.12;EÂ§ 3.5MB BASE/HL;
102000 UNITS/MLU N 62544
DEXAMETHASONE SODIUN PHOSPHATE (PASE 3-55)
SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASONE SGDIUN PNDSPNATE
AI CARTER-GLOSAU LABS EQ 0.12 PHOSPHATEI N 88771
Ð’Ð•Ð¥AHÐ•Ð¢ÐA80ÐœÐ•80010Ð PHOSPHATEi NEOHYCIN SULFATE (PASE 3-56)
SOLUTION/DROPS; OPHTHALMIC
Ñˆ
AI HS&D/HERCK EQ 0.12 PHOSPHATE;
EQ 3.5MB BASE/HL N 50322
NEDMYCIN SULFATE-DEXANETHASONE SODIUN PNOSPNAT!
AI PHARNAFAIR EQ 0.12 PHOSPHATE;
EQ Â§.SHG BASE/ML! N 62539
ÐœÐœÐœÐ™ÐœÐ« Ð« Ð« Ð« Ð â€˜ÐœÐÐÐœÐâ€˜, 'IIÃ‰ÃˆÃšIIÃ“Ã‰MÃ‰IIRÃNÃ‰ 'Ã¡ÃºiÅ•ÃƒTÃ‰/(PAGE 3-56)
Ñ‚ '.152' '
l IÃ‰ÃˆÃ‰mÃŸHgÃ‰I/V
/ 5551415111119/ / 218556919! /N'Ã¯Ã¡ÃŸÃŸÃ¤l
DEXTROAMPHETANINE SULFATE (PAGE 3-56)
TABLET; oRAL
Ð¨
AA a VITARINE/PRoENIx Â§58 N 84986
AA a Â¿ons N 85892
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|> â€˜ÐªÐ§Ð-Ð•Ð•
U Ñ‚'Ð¿ 'Ð²
DE XT ROME T HORPHAN NYDROBRDMIDE; PROME T NAZ INE HYDROCHL ORIDE
(PAGE 3-57)
SYRUP; ORAL
PNE NE RGAN Hl DE XT ROME T NORPNAN
AA NYE T N L ABS/ANNO 15MG/5ML;6,25MG/5ML
PRONE T N Nl DE XT RCHE T NORPHAN
NAT L PHARM MFG/BARRE 15MG/5ML;6.25MG/5ML8
PROME T NAZ INE DN
BAY L ABORAT ORIE S
I;
I?
15MG/5ML;6.25MG/5ML8
DE XT ROSE (PAGE 3-57)
INJE CT ABL E; INJE CT ION
DE XT ROSE 302 IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S 3GSM/100ML!
T RAVE NOL L ABS 3OGM/100ML
DE XT ROSE 38.52 IN PL AST IC CONT AINE R
ABBOT T L ABORAT ORIE S 38.56M/100ML I
DE XT ROSE 52 IN PL AST IC CONT AINE R
AgAg
. . . L  .  â€”~`
ABBOT T L ABORAT ORIE S 50MG/ML
SGM/100ML!
DE XT ROSE 602 IN PL AST IC CONT AINE R
DE XT ROSE; HE PARIN SOOIUM (PAGE 3-58)
INJE CT ABL E; INJE CT ION
HE PARIN SOOIUM 109000 UNIT S IN DE XT ROSE 52
ABBOT T L ABORAT ORIE S 5GM/100ML;101000 UNIT S/100ML!
HE PARIN SOOIUM 102000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
AB ABBOT T L ABORAT ORIE S SGM/100ML;10|000 UNIT S/100ML!
HE PARIN SOOIUM 1000 UNIT S AND DE XT ROSE 52 IN PL AST IC
CONT AINE R

AE AM "Ð¡Ð’AÐ˜/AÐ HOSP 56M/100ML3200 UNIT S/100ML!
HE PARIN SOOIUM 12,500 UNIT S IN DE XT ROSE 52
Â¿ E ABBOT T L ABORAT ORIE S 5GM/100NL S5,000 UNIT S/100ML!
HE PARIN SOOIUM 12,500 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
A! ABBOT T L ABORAT ORIE S SGM/100ML;5,000 UNIT S/IOOML N
HE PARIN SOOIUM 2000 UNIT S AND DE XT ROSE 52 IN PL AST IC
CONT AINE R
AM MCGAN/AM HOSP SGM/100ML;200 UNIT S/100ML!
HE PARIN SOOIUM 25A000 UNIT S IN DE XT ROSE 52
ABBOT T L ABORAT ORIE S 5GM/100ML310,000 UNIT S/100ML!
HE PARIN SODIUM 25,000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R
ABBOT T L ABORAT ORIE S SGM/100ML35,000 UNIT S/100ML!
5GM/100ML;10,000 UNIT S/100ML!
HE PARIN SCDIUM 25000 UNIT S IN DE XT ROSE 52 IN PL AST IC
CONT AINE R

AM "Ð¡Ð’AÐ˜/AÐ HOSP
i
1

AgAg Ð Ð
SGM/100ML;5,000 UNIT S/100ML!
)
N 11265
N 88762
N 88864
N 19345
N 17521
N 18923
L/ /  N.  '15367/
N 16367
N 19466
ABBOT T L ABORAT ORIE S Ã³OGM/IOOML I N 19346
N 18911
N 19339
N 19130
N 18911
N 19339
N 19130
N 18911
N 19339
N 19339
N 19134
E XT ROSE' NE PARI (PAGE 3-58)
INJE CT ABL E; INJE CT ION
HE PARIN SOOIUM 5000 UNIT S AND DE XT ROSE 52 IN PL AST IC
CONT AINE R

AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP SGM/100ML111000 UNIT S/100ML! N 19130
DE XT ROSE' L IDOCAINE HYDROCNL ORIDE (PAGE 3-58)
INJE CT ABL E; INJE CT ION
L IDOCAINE NCL Nl DE XT ROSE
Ag ABBOT T L ABORAT ORIE S 7.5Ð¸;53 N 83914

/XÃL Â¢Â¢Ã„ ÃNÃ‰. HÂ¢L. HÃ. PE NÃRASÃ‰7_
xYL OCAINE Ð½ / DE XT ROSE
AST RA PHARM PROOS 7.52;1.52 N 16297
xYLoCAIHE 0/  8500055
Ag AST RA PHARM PROOS 7. sx;Â§Â¿ N 10498
DE XT ROSEâ€™  MAGNE SIUM CHL ORIOE' POT ASSIUM CHL ORIDEâ€™  POT ASSIUM
PHOSPHAT E! DIBASIC; SOOIUM ACE T AT E (PAGE 3-58)
INJE CT ABL E; INJE CT ION
ISOL YT E P N/ DE XT ROSE 52 IN PL AST IC CONT AINE R

AM "Ð¡Ð’AÐ˜/AÐ HOSP SGM/100ML;31H6/100ML Ã¬130MG/100ML;
26MG/100ML;320MG/100ML I N 19025
DE XT ROSE; OXYT OCIN (PAGE 3-59)
INJE CT ABL E; INJE CT ION
OXYT OCIN 10 USP UNIT S IN DE XT ROSE 52
Ag ABBOT T L ABORAT ORIE S 5GM/100ML;1 USP UNIT/IooML8 N 19185
Ag y sGM/100ML;2 USP uNIT S/IOOML8 N 19185
QlII2QIE.22JÂ£Ã«L!!!IÂ§_!!_!!!IBQÂ§Â§_Â§Z
Ag ABBOT T L ABORAT ORIE S 5GM/100ML;2 055 Ð¸Ðœ1Ñ‚5/100Ð¼ ÑŒ- N 19185

91!12Ð•Ð•Ð¦_Ð•ÐÐÐ•Ð¬Ð” Ð«Ð•Ð•Ð•Ð” Ð•Ð¬Ð” Ð•Ð•Ð•Ð•Ð•Ð•Ð¬Ð•Ð•
Ag ABBOT T L ABORAT ORIE S 5GM/100ML;1 055 Ð¸Ð¼ 1Ñ‚/100Ð¿1Ð¿ N 19185
DE XT ROSE; POT ASSIUM CHL ORIOE; SOOIUM CHL ORIOE (PAGE 3-60)
INJE CT ABL E; INJE CT ION

POT ASSIUM CHL ORIOE IOME QÃIN DE XT ROSE 52 AND SOOIUM
CHL ORIOE 0.92 IN PL AST IC CONT AINE R
AB T RAVE NOL L ABS SGM/100ML5150MG/100ML;
900MG/100ML I N 19308
56M/100ML;75MG/100ML;
900MG/100ML I N 19308
POT ASSIUM CHL ORIOE Z OME Q IN DE XT ROSE 52 AND SOOIUM
CHL ORIOE 0.92 IN PL AST IC CONT AINE R
Ñ† T RAVE NOL L ABS Ã¤GM/IOOML HSOMG/IOOML;
`900MG/100ML N N 19308
AB 56Ml100ML;300MG/100ML; v
900MG/100ML I N 19308
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NUMBE R 11 /  AUGUST
DIHYDROE RGOT AMINE ME SYL AT E S HE PARIN SOOIUM;
HYDROCHL ORIDE (PAGE 3-66)
L IDOCAINE
INJE CT ABL E;
E MBOL E X
INJE CT ION
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2,500 UNIT S/0.5ML;
5.33MG/0.5ML I
0.5M6/0.7ML;5Â»000 UNIT S/0.7ML;
7.46MG/0.7ML N
DIPHE NHYDRAMINE HYDROCHL ORIDE (PAGE 3-67)
CAPSUL E; ORAL
DIPHE HHYDRAMINE Hc L
AA 505555Ð½ 15Ð¼  25Ð¼ G8
AA sonsn
E L IXIR; ORAL
DIPHE NHYDRAHINE Hc L
AA NAsKA PHARMACAL 12.5HG/5MLn
DISOPYRAMIDE PHOSPHAT E (PAGE 3-68)
CAPSUL E; ORAL
DISOPYRAMIDE PHOSPHAT E
BIOCRAFT L ABS E Q 100MG BASE!
Eg 150ÐœG B1558
59 loom s ÃŸAsEn
59 150m B BAsE8
E Q_IQQMÂ§_E AÂ§E N
59 150m B BAsE8
NoRPAc E
SE ARL E PHARMS E 100MB BASE
E 150MG BASE
Ð Ð Ð Ð Ð 
Ð¨Ð¤Ð¤Ð¤Ð¤Ð¨
DANBURY PHARMACAL
MYL AN PHARMS
lÃ¤Ã¼ Ã¤
DISUL FIRAM (PAGE 3-68)
T ABL E T; ORAL
DISUL F IRAM
BX PAR PHARMACE UT ICAL 250MB!
BX 500MG!
QL VAL PROE X SOOIUM (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
Z Z Z Z Z Z Z Z
18885
18885
89040
89041
88680
70101
70102
70173
70174
70138
70139
17447
17447
88792
88793
18723
V
b
U
V
V
>
Ðž
DOPAMINE HYDROCHL ORIDE (PAGE 3-69)
INJE CT ABL E; INJE CT ION
DDPAMINE HCL
99 INVE NE X L ABS/L IFE Â«ons/ML A
99 80Ð¼ G/H1Ð¿
Â¿ E L YPHoMEn 40Ð¼ 8/Ð¼ 1Ð½
Ag Ð·Ð¾ HÐµ/011
DOXORUBICIN HYDROCHL ORIDE (PAGE 3-69)
INJE CT ABL E;
ADRIAMYCIN

FARMIT AL IA CARL O E RB Z OMGÃVIAL I
INJE CT ION
DOXYCYCL INE HYCL AT E (PAGE 3-70)
CAPSUL E; ORAL
DORYX
99 FAUL DING E Q 100MB BASE8
DOXY-L E HHON
99 L E MMON E Q 50MG BASEn
DOXYCYCL IHE HYOL AT E
99 HAL SE Y DRUG E Q Ð‘Ðž ÐœÐ‘ BASEn
99 E Q 100MB BASEn
99 PAR PHARMACE UT ICAL E Q Ð‘Ðž ÐœG Ð’AÐ— Ð•Ð¿
99 SUPE RPHARM E Q 50MG BASEn
99 Ð•9 100MB BASEn
99 Ð˜E ST-HARO E Q Ð‘Ðž ÐœG Ð‘AÐ— Ð•!
99 Z E NIT H L ABORAT ORIE S E Q Ð‘Ðž ÐœG BASE8
99 Ð• 100MB Ð‘AÐ— Ð•!
T ABL E T; ORAL
DOKY-L E MMON
99 L E MMON E 100MG Ð‘AÐ— Ð•!
noxYc Yc LrnE HYOL AT E
99 SUPE RPHARM E Q 100MB BASE!
A Z E NIT H L ABORAT ORIE S 99 1Ðž Ðž ÐœG BASE Â»
QQÃ¤IL AMIHÂ§_Â§QQQI!AIÂ§ (PAGE 3-70)
T ABL E T; ORAL
DE CAPRYN
99 ME RRE L L DON/DON CHE M 25MG
DOXYL AHIHE SUCCIHAT E
99 QUANT UM PHARMICS Ð³Ð‘ÐœÐ‘Ð¿
DRONABINOL (PAGE 3-70)
CAPSUL E; ORAL
MARINOL
UNIME D 2.5ÐœGn
Ð‘HGÐ¿
10MB!
Z Z Z Z
Z Z Z Z Z Z Z Z Z Z  Z
Z Z Z
70012
70013
70058
70059
50467
50582
62497
62119
62119
62434
62469
62469
62396
62500
62500
62581
62494
62505
06412
88603
18651
18651
18651
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EININYL ESIBAOIOL; NORETHINORONE AcÂ§1A1Â§ (PAGE 3-79) ELUORONETHOLONE (PAGE 3-83)
TABLET; ORAL721 SuSPENSION/OROPS; OPHTHALnIc
/LÃ³Ã‰SÃRÃ¯N. â€ž5/35/ FnL
LOESTRIN 21 1.5/30 ALLERGAN PHARNS 0.1z8 N 16851
ETHYNOOIOL OIAcETATE; NESTRANOL (PAGE 3-80) ELUOROURAOIL (PAGE 3-83)
TABLET; ORAL-20 INJECTABLE; INJECTION
OVuLEN FLuonouRAcIL
> A00 > Ð° SEARLE/SEARLE PHARnS 1Ð¿Ðµ;Ð¾.1Ð¿G N 16029 Ag SOLOPAK LABORATORIES 50MB/NL8 N 88766
Ag sons/NL8 N 88767
ETIDRONATE DISODIUM (PAGE 3-81)
ELUPHENAZINE HYDROCHLORIDE (PAGE 3-84)
TABLET; ORAL
DIDRONEL TABLET; ORAL
NORHICH EATON/P&G 400MGI N 17831 PERMITIL
BP Ð SCHERING 2.5MG N 12034
EENTANYL CITRATE (PAGE 3-81)
INJECTABLE; INJECTION
ELUPREDNISOLONE (PAGE 3-84)
FENTANYL CITRATE TABLET; ORAL
AB ABBOTT LABORATORIES EQ 0.05MG BASE/ML! N 19115 ALPHADROL
Ð UPJOHN 1.5MG N 12259
FLUNISOLIOE (PAGE 3-82)
/ Ã³llllztÃ³ll 'STINÃšL'ATINB'MRNONE â€œÐ¼Ñ‹ÑˆÑ†Ð°Ð¼Ð  ̧LPAGE 3-85)
AEROSOL; INNALATION
BRONALIOE /INJEÂ¢ÃÃ„BÂ£E5ÃINJÃ‰Â¢ÃIÂ¢N/
SYNTEx LABS/SYNTEx 0.025ns/INH8 N 18340 /PERGONAL/
ÐœÐÐžÐ®/ÐšÐÐ‘Ð« /75.'Ñ…Ð¿/Ñ‚Ñ:75.'ÑˆÑ‚Ñ€/ /NfiÃŸÃ¡6/
FLUOCINOLONE ACETONIDE (PAGE 3-82)
CREAM; TOPICAL
EQEOSEMIDE (PAGE 3-86)
ELuocIHoLoNE AOETONIOE TABLET; ORAL
A1 BAY LABORATORIES 0.0128 N 88757 FUROSEMIOE
A; 0.025zn N 88756 Ag CORD LABORATORIES 80MBÂ» N 18569
Ð¦ PHARHAFAIR 0.01%!! N 68499 Â¿Q LEDERLE LABS/AH CYAN 80H6!! N 18415
Â¿1 0.02528 N 88506 AB PARKE-DAVIS/N-L gonsn N 18419
FLuoNIn LASIx
/Ã®Ã¤ /SÃƒÃ‰ÃÃ‰STLkÃ‰SÃ‰ÃƒÃ§ÃˆÃˆÃEgN/c.02578 /S Ã¢Ã¤Ã¢Ã¢Ã¢/ AB HOEcHST-ROUSSEL 8935 N 16273
' tl 12 .'.. .
/ÃƒÃÅ• /_l_Â¿Ã Â¿/ /NfÃŸÅ„Ã©ÃŸÃ¤/
SENTANICIN SULFATE (PAGE 3-86)
OINTNENT; TOPICAL
ELUOOINOLONE AcEToNIOE INJECTABLE; INJECTION
AI BAY LABORATORIES 0.02528 N 88742 BENTANIOIN SULFATE
FLuoNIn Ag SOLOPAK LABORATORIES gg 10HG BASE/ML8 N 62507
Ã®; HERBERT'LABS/ALLERBN 0 257x N'87157 Ag Eg Â«ons BASE/NL8 N 62507
/_/ ÐŸÐ˜Ð©Ð  ̃Ð©ÐžÐÐ®â€˜ÐžÐ™Ð‘Ð›â€”Ð¦. 'Â /N 5155,13/
OINTNENT; TOPICAL
SOLUTION; TOPICAL BENTABIOIN SULFATE
FLuONIO AI E FOUSERA/BYK-GLON Eg Ins BASE/sn8 N 62533
/Ã©i/ _7HXHÃONILABORATORIES//Ã³$012/ /NfÃŸÃŸÃ¡ÃŸÃ¡/ AI PHARMAOERn/BYK-SLON Eg 1MB BASE/GMB N 62534
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V
>
Ðž
Ðž
V
ADD
>ADQ>
HE XACHL OROPHE NE (PAGE 3-94)
E HUL SION; T OPICAL
T URBEx
91 xT T RIUH L ABS 998
N 19055
HOMAT ROPINE ME T HYL BROMIDE E HYDROCODONE BIT ART RAT E (PAGE 3-95)
SYRUP; ORAL
/HÅ•Å„ Å„ Ã³Ã³Ã© Å„ Ã³Å„ Ã© /
HYOROOOOONE coMPOUNg
Ñˆ
AA HAL SE Y ORUG 1.5MG/5HL;5MG/5HL8 N 88066
T ABL E T; ORAL
NYcooAN
AA DUPONT PHARMS/OUPONT 1.5MG;Â§8Â§ N 05213
T USSIBON
99 OANIE L S PNARN 1.5MG;5_Â§8 N 88508
NYORAL Az INE HYOROCHL ORIOE (PAGE 3-951
T ABL E T; ORAL
NYORAL Az INE NCL
AA AMIDE PHARMACE UT ICAL 25888 N 88560
AA 50MG8 N 88649
99 ASCOT HOSP PNARMS 25HG8 N 88310
AA 50MG8 N 88311
AA BARR L ABORAT ORIE S 10MG8 N 88728
AA 100MG8 N 88729
99 CAHAL L 10HG8 N 88846
AA 25HG8 N 88847
99 50HG8 N 88848
AA 100MG8 N 88849
AA Ð° ORUMME R/PHOE NIX 25HG N 86088
AA SUPE RPHARM 10MG8 N 88787
AA 25HG8 N 88788
A 50HG8 N 88789
HYOROCNL OROT HIAZ IOE (PAGE 3-961
T ABL E T; ORAL
NIBROOHL OROT NIAZ IOE
99 L E MMON 25HG8 N 88924
99 50HG8 N 88923
99 SUPE RP8AR8 25HG8 N 88827
99 50MG8 N 88828
99 100H88 N 88829
V
>
U
C
V
>
U
Ðž
VVVV
V
â€º
U
o
V
>
Ðž
Ðž
V
b
U
Ðž
V
>
Ðž
Ðž
V
>
Ðž
Ðž
HIDRQQHL QBOT HIAZ IDE; E E IQBBQL OL IABlRAT E (PAGE 3-98)
T ABL E T; ORAL
L OPRE SSOR HCT 100/25
GE IGY/CIBA-GE IGY 25MG;100MGI N 18303
L OPRE SSOR HCT 100/50 v
GE IGY/CIBA-GE IGY 50MG;100MGI N 18303
L OPRE SSOR HCT 50/25
GE IGY/CIBA-GE IGY 25MG;50MGI N 18303
HYDROCHL OROT HIAZ IDE; PROPRAW L OL HYDROCHL ORIDE (PAGE 3-98l
CAPSUL E,  CONT ROL L E D RE L E ASE; ORAL
INDE RIDE L A 120/50
AYE RST L ABS/AHH0 50MG;120MG8 N 19059
INOE RIOE L A 16o/50
AYE RST L ABS/AHH0 50MG;160MG8 N 19059
INBE RIOE L A 80/50
AYE RST L ABS/AHH0 50MG;80H88 N 19059

Ð¢ÐÐÐ— ÐÐÐ¬Ð— Ð?"

/Ã„ ÃE RSÃfL ÃBS/ÃMHR/ /Z SMGÃÃ„ RMR/ /Ã‘jiÃŸÃŸÃŸi/
/Ã‰ SMGÃŸÃ¡ÃŸÃ±G/ /N. Ã¯ÃŸÃŸ31/
INOE RIOE-4o/25
AYE RST L ABS/AHH0 25MG;40MG N 18031
INDE RIOE-8o/25
AYE RST L ABS/AHH0 25HG;80H8 N 18031
HYDROCHL OROT HIAZ IDE; RE SE RPINE (PAGE 3-98)
T ABL E T; ORAL
HYDROCHL OROT HIAZ IDE N/ RE SE RPINE

/BP/ /Ã‰ Ã„ RRÃL ÃBÐž RÃ„ ÃÃ“ RIÃ‰ S/ /ÃSMÃ‰ ÃAÃIÃ‰ SMÃ‰/ /Ã‘Ã¡ÃŸÃŸSÃŸÅ„/
/Ã‰ P/ /SHHÃ‰ Ã„ Pâ€ž IÃ‰ SMG/ /Ã‘. ÃŸÂ§579/
RE SE RPINE ANO NYOROCHL OROT NIAZ IOE
BP BARR L ABORAT ORIE S 25HG;0.125MG N 84580
BP 50H6;0.125H8 N 84579
NYOROCHL OROT HIZ IOE; SPIRONOL AQT ONE (PAGE 3-981
T ABL E T; ORAL
SPIRONOL ACT ONE 4 NYOROCNL OROT NIAz InE
99 ASCOT HOSP PNARnS 2588;25HG8 N 88025
SPIRONOL ACT ONE N/ NYOROCNL ORBT NIAz IOE ~
A a  PURE PAC/KAL IPRARHA 25HG;25HG N 88054
ÃŸYDROCHL OROT HIAZ IDE Ã¬ T IMOL OL MAL E AT E (PAGE 3-98)
T ABL E T; ORAL

/ÃÃ¯Å„ Å„iÃ¯Å„f/
T IMOL IDE 10-25
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 11 /  AUGUST â€˜84 Â JUL Y
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V
p
U
V
b
Ðž
V
b
U
V
>
Ðž
V
VV
KANAMICIN SUL FAT E (PAGE 3-112)
INDOME IHACIN (PAGE 3-108)
CAPSUL E; ORAL
INDOME T HAO
99 PAR PHARMACE UT ICAL 25MG8
99 508G8
99 PARKE-OAVIS/N-L 25HG8
99 50MG8
99 ROxANE L ABORAT ORIE S 25MG8
99 50MG8
SUPPOSIT ORY; RE CT AL
INOOCIN
HSan RE S L ABS/HE RCK 50HG8
INDOME T HACIN SOOIUM T RIHYDRAT E (PAGE 3-108)
INJE CT ABL E; INJE CT ION
INDOCIN I. V.
MSAD/ME RCK E Q 1MG BASE/VIAL!
IODOHIPPURAT E SOOIUM! IÂ123 (PAGE 3-109)
INJE CT ABL E; INJE CT ION
NE PHROFL ON
ME DI-PHYSICS IMCI/ML I
IOPANOIC ACID (PAGE 3-109)
T ABL E T; ORAL
T E L E PAQUE

/HÃ¯NIHRÐž Å•fÃ¯Ã„ Ã‰ S/SÃÃ‰ RI//SAAMÃ‰/
NINT HROP-BRE ON/ST E RL 500MG
IQXAGL AT E ME GL UMINE; IOXAGL AT E SOOIUM (PAGE 3-109)
INJE CT ABL E; INJE CT ION
HE XABRIX
MAL L INCKRODT 39.32;19.6Z8
ISOE T HARINE ME SYL AT E (PAGE 3-110)
AE ROSOL; INHAL AT ION
BRONKOHE T E R I â€š

/Ð’ÐÐ•Ðž Ðœ.1Ð´Ð‘$/$1Ð‘ÐÐ¬1Ð$//Ð´â€ž61Ð™ /
BN BRE ON L ABS/ST E RL ING 0.34MG/INH
ISOE T HARINE HE SYL AT E
BN NAT L PHARM MFG/BARRE 0.34MG/INH8
18829
18829
18806
18806
70353
70354
Z IZ IZ IZ IZ IZ
N 17814
N 18878
N 18289
/NfÃŸÃŸÃŸÃŸÃ¡/
N 08032
N 18905
/8'12339/
N 12339
N 87858
INJE CT ABL E; INJE CT ION
KANAMYOIN SUL FAT E
A2 CART E R-GL OSAU L ABS
KAQIRE X
AE BRIST OL L ABS/B-M
Â¿ E
Ð•
E Q IGM BASE/3ML I
E 75MG BASE/2ML!
E 500MG BASE/2ML.
E Q 16M BASE/3ML I
L ABE T AL OL HYDROCHL ORIDE (PAGE 3-113)
INJE CT ABL E; INJE CT ION
NORMOOYNE
SCHE RINB
T ABL E T; ORAL
NORMOOYNE
99 SCHE RING
99
A
T RANOAT E
99 sL Axo
99
99
5MG/ML!
L E UPROL IDE ACE T AT E (PAGE 3-113)
INJE CT ABL E; INJE CT ION
L UPRON
T AP PHARMACE UT ICAL S 1MG/0.2ML I
L E VONORDE FRIN; ME PIVACAINE HYDROCHL ORIDE (PAGE 3-114)
INJE CT ABL E; INJE CT ION
SCANQQNgST L
99 OE PROCO
0.0588/8 :g8
L E VOT HYROXINE SOOIUM; L IOT HYRONINE SOOIUM (PAGE 3-114)
T ABL E T; ORAL
T HYROL AR-S
Ð ARMOUR PHARM
L IDOCAINE (PAGE 3-114)
AE ROSOL; ORAL
XYL OCAINE
AST RA PHARM PROOS
0.25MG;0.065MG
102!
IZ IZ IZ IZ  212:2
62520
62564
62564
62564
18686
18687
18687
18687
18716
18716
18716
18716
19010
88388
16807
14394
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99290 N
9' Ã® Ã¤f
929.15
09999 N
99Â¿99'N
01050 N
22299 N
22999 N
99941 N
99941 N
92991 N
nÃ® Ã®
925
122
121
22
(Â£21-5 39Vd)
10/3919 900: oa
1m m /335922

/ÃN/#HSI/
0009930 E?
21112â€”1552222155
suona  Ð¸91Ð½ 9 19191 E?
521152102
Ei
9911 019019-931910 91
1"'Ð°Ð½ _5Ñˆ:" 1"'0"1"_2Ñˆ3 _
9N11aa15/sav1 20399 91

Ð— Ð11009810
Ðœ01133Ð“ Ðœ1 $3191133Ð“ Ðœ1

301801Ð30801Ð 30110111932
0Ð½ Ð¸1/9911 Ð½ 131Ð½

/Â¢HUY/SHYÃfHÂ¥3XN/
31V3108 3NIHVAH
N01133FN1 53191133Ð“ Ðœ1

(221-2 301d) 3116108 Ð— Ðœ1Ð˜831Ðœ3Ðd3Ð

ISNOOÃ
IT NS/SNO5

ÃH5/9N05

ÃH/SHOI

IT HÃSNOI
931801180911 Nava  11
102â€œ5010123932
1180 2131911
931801180911 Ð·Ð¼ 1Ñ…09 VV
10N a Nzarasda N
19319/9911 909Ð½ 1Ðœ1Ð¼  VV
1625252
1180 290919
919 001110103Ð¸ 11N1 91
931801180911 110991 E?
13H SNIGIHBdBN
N01133FN1 23191133Ð“ Ðœ1

(221-5 39Vd) 3018DÃNÃœD8OAH 3N101H3d3Ã¼
8dHV/nl 002
dHV/01 051
Z1
8911 DND838
T VNDS83d
N01133FN1 $3191133Ð“ Ðœ1
(221-2 39Vd) 8N1dD810N3N
SN8VHH NV983T T V
SNN
31NT VH1H8D 2N015N38808
(221-5 301d) 3Ðœ08A803Ð™
92561 N nÃ¯Ã¼ 0017Â§Ã¼ 20521Ã¼ 0017Â§Ã¼ 925
:_â€œ111001/911995 :1_-â€žâ€”11001/01u5sÅ•-_N001/9u05 9911 100311191 91
930111200 0115119 N1 3111110215
92061 N 12001792005212001792025
2120017926222120017922221200179262 931801180911 110991 Ã¤?
832111200 0115119 N1 31110191Ð½ 9
2011191991 220110109

(611-5 30Vd) 311Ðœ03010 "01008 5301801Ð3

Ð™ ÐŸ1008 !3111351 "01008 5301801Ð3 Ð˜01881106 5301801Ðœ3 Ð˜0183Ðœ01ÐŸ
H1 3NV11XD1

/3NYIIXÂ¢Ã/
N01103PN1 $3191133Ð“ Ðœ1
D 3NV11XDT

/3NY#IXÂ¢Ã/
T V8D 231V81N33N03

(911-5 39Vd) 301801Ð3080AÐ 3NIdVXDT
Â£Â£991 N RSNOOÃ®  83T IN/8H8VH8 83T IN 91 â€¹ 001 â€¹
Ã® iÃ® iÃ® Ã® Ã¯
T V8D f1319V1

(L11-5 39Vd) 311Ðœ09813 Ð˜01Ð111
16199 N 921 931801180911 119 I?
5210251
1101901 2009Ð¸1Ð½ 9
06199 N uÃ® Ã®  931901180911 119 I?
5212211
1131d01 2N01101
(911-5 301d) 3NVONIT
50999 N ~929 931801180911 a Nvxou I?
152â€”521256211
1101901 220110109
20999 N 122 931801180911 Ð·Ð¼ 1Ñ…09 I?
Ã¢Ã±Ã¶Ã¶Ã«Ã® Ã¬-Ã® Ã±Ã® Ã® Ã¶Ã¶Ã¼ Ã® Ã¯
/39H.3N1Y99ÃŸ13/
T V8D 5N0110108
/Å•Ã¶Å•fffN/ /Z Ã/ 80086 Ð¸91Ð½ 9 18191
521150122
99599 N N21 3611/8911 X3N3AN1

HÃNIVL NDO 0115116 NI T ON 3NIV00011
N01133FN1 2319V103FN1
31<001<

(511-5 39Vd) 301801Ð30801Ð 3Ðœ1130011
02 59._110Ð“ Â 99| 180001 /  11 839Ð˜0Ðœ 1N3H3Tdd08 3A11110Ð˜03 /  1811 130008d 0080



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 Â JULY '85 21
AEPROBAHAI; (59SE 3-123) 9970810559H105 HYOROCHLORIO; (59SE 3-132)
TABLET; ORAL TABLET; ORAL
EPROBAHAT > A00 > OLOPRA
/Ã®Ã¡/ ÃÃ±Ã±'Ã±lgÃ®Ã® /20088/ /Njg6Ã¡gÃŸ/ > ADO > 99 OUANTUH PHARHICS E 10HG BASE8 N 70294
/__/ /91 2/ /Ð¿]95229/ > 999 > HETOBLORRAHIOE HOL
> ADO > 99 BIOCRAPT LABS 59 10HG 89558 N 70184
> A00 > 99 COLMEO LABORATORIES 59 108G BASE8 N 70339
HETHICILLIN SOOIUH (5AG5 3-1271 REBLAN
> 909 > 99 9Ð½ ROBINS 99 A08G 8959 N 17854
INJECTABLE; INJECTION
/OELBENIN
/Ã®g/ 'Â£ABS/BÂ£EÂ¢HA8/Å• '90088'EASPIRÃAL/ /NfÅ„Ã¯Ã¡Ã¡j/ gETRONIOAzOLE (5AG5 3-133)
/Ð‘/ Ð”: 2368 'e ÑˆÐ¸Ñ  ̂/Ð¿.â€˜61493/ '
/__/ /!Ñ:!;4Ðµ.:895: 91ÑŠ9/ /Ð½;61493/ INJECTABLE; INJECTION
Ð›Ð¸ÑˆÑŒ, A . ÑˆÑ‚â€ .̃ J; 9/ /9.â€šÑˆ99/ ______Ð½Ñ‚Ð¾Ñ‚Ð´2_Ð¾ÑŠÐ³
/EQ 988, 955/Ð£191/ /N 61493/ 99 INTL HEOICATION SYS 500HG/100HL8 N 70004
99 LYPHOHEO 500HG/100HL8 N 70071
Ñˆ
HETHOTREXATE SOOIUM (59G5 3-128â€º 99 LEHHON 500HG/100HL8 N 70042
INJECTABLE; INJECTION TABLET; ORAL
HExATE HETRONIOAzOLE
BRISTOL LABS/B-H EQ 250MG BASE/VIAL8 N 86358 99 HALSEY ORUG 250H88 N 70021
HExATE-Ag 99 PAR PHARHACEUTICAL 250HG8 N 70040
99 BRISTOL CARIB/B-H/PR 59 25HG BASE/8L8 N 88760 99 500HG8 N 70039
99 510Ð¼9Ðº LABORATORIES 250H88 N 70027
99 500HG8 N 70033
HETHYCLOIBIAZIOE (59SE 3-129) 99 SUPERPHARH 250MG8 N 70008
99 500MG8 N 70009
TABLET; ORAL HETRYL
HETHYOLOTHIAZIOE Ñ‰ LEHHON 250MG8 N 70035
99 CHELSEA LABORATORIES 2.5MG8 N 88750 HETRYL 500
99 9998 N 88724 99 LEHHON 500MG8 N 70044
99 COLHEO LABORATORIES 9998 N 88745 SATRIO
> 99 SAVAGE LABS/ALTANA 250MG8 N 70029
HETHYLOOPA (5AG5 3-130)
Ð© (PAGE 3-134)
TABLET; ORAL
Ð¨Ð•Ð• SUPPOSITORY; VAGINAL
99 Ð¼Ð·Ð°Ð¾/Ð¼55ÑÐº 125H8 N 13400 HONISTAT 3
HETHYLOOPA ORTHO PHARMACEUTICAL 200HG8 N 18888
99 CHELSEA LABORATORIES 125MG8 N 70260
99 250MG8 N 70261
99 500H88 N 70262 HOLINOONE HYOROCHLORIOE (59G5 3-1351
99 HYLAN PHARMS 250MG8 N 70075
99 500HG8 N 70076 CAPSULE; ORAL
HOBAN
O DUPONT PHARMS/OUPONT 5MG N 17111
HETHYLPREONISOLONE SOOIUM SUCCINATE (5AG5 3-131) 8 10HG N 17111
a 25MG N 17111
INJECTABLE; INJECTION
Â§0LU-MEDROL
UPJOHN EQ 26M BASE/VIAL! N 11856
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST â€˜84 Â JULY '85 23
OXYPHENBUTAZONE (PAGE 3-143) EEENDIMETRAZINE'IARTRATE (PAGE 3-149)
TABLET; ORAL CAPSULE; ORAL
OXYPNENBUTAZONE ENENDIMETRAZINE TARTRATE
AQ BOLAR PHARMACEUTICAL 100MB! N 88399 AA Ã  VITARINE/PHOENIX 35MB N 85634
TANDEARIL AA Ð° 35H6 N 85645
> ADD > Ag Ð GEIGY/CIBA-GEIGY 100MG N 12542 AA Ñ 35H6 N 85670
TABLET; ORAL
/PÃ‰NETATE â€˜0955505 â€˜555500505; 'YB-'149 â€˜(5985 '3J-145 Ð¨
AA Ð° 050HÐ¿55/5Ð½05Ð½1Ñ… 9999 N 86106
/Ã¯NJÅ•AfAÃ¡iAi'INJÅ•sfiÃ¯RN/ AA Ñ VITARINE/PHOENIX Ð  ̈Ðœ 85519
/Ã¯Ã¯Ã¯Å•Å„Å„im'iÅ„jÃ¯6Ã¡'Å„Ã¯Å•ÃŸ/ â€š â€š Ð¼ Ð° Ñ  ̂N 86005
/PIAPNPSIIA #RWM/2891281! Ñ‚ 17519!
PHENTERMINE HYOROCHLORIDE (PAGE 3-151)
EENTAMLDINE ISETNIONATE (PAGE 3-148)
CAPSULE; ORAL
INJECTABLE; INJECTION PHENTERMINE NGL
PENTAM 300 AA CHELSEA LABORATORIES 30MGK N 86740
LYPHOMED 300MG/VIALI N 19264 AA Ñ ORUHHER/PHOENIx 30MG N 87202
AA Ð° 30H8 N 87235
AA PHARM BASICS 30Ð¿Gn N 88797
PENTETATE CALCIUM TRISODIUM; YB-169 (PAGE 3-148)
TABLET; ORAL
INJECTABLE; INJECTION PHENTERMINE NCL
YTTERBIUM YB 169 DTPA AA Ð ORUHHER/PHOENIx ggg N 86453
MEDICAL PRODUCTS/3M 2MCI/ML N 17518 AA O QMQ N 86456
> ADD > AA PHARM BASICS 37.5Ð¼8n N 88910
> 900 > AA 37.5HG8 N 88917
PENTOBARBITAL SOOIUM (PAGE 3-149)
CAPSULE; ORAL ENENYLEPHRINE HYDROCHLORIDE; EBOMETNAZINE HYDROCHLORADE
PENTOBARBITAL SOOIUM (PAGE 3-153)
AA Ð VITARINE/PHOENIX 100MB N 83284
SYRUP; ORAL
TABLET; ORAL PHENERGAN VO
PENTOBARBITAL SOOIUM AA HYETH LABS/ANNO 5MG/5ML;6.25MG/5ML N 08604
AA Ð VITARINE/PHOENIX 100MG N 83285 PROMETN V0 PLAIN
AA NATL PHARM MFG/BARRE 5MG/5ML;6.25MG/5MLI N 88761
Ð¨
PENTOXIFYLLINE (PAGE 3-149) AA BAY LABORATORIES 5MG/5ML;6.25MG/5MLI N 88897
TABLET, CONTROLLED RELEASE; ORAL
TRENTAL PHENYTOIN SOOIUM (PAGE 3-153)
HOECHST-ROUSSEL 400MGI N 18631
INJECTABLE; INJECTION
Ð¨
PHENDIMETRAZINE TARTRATE (PAGE 3-149) AB INVENEX LABS/LIFE 50MG/MLM N 89003
AE SOLOPAK LABORATORIES 50MG/ML! N 88519
CAPSULE; ORAL AE 50MG/MLM N 88520
PHENDIMETRAZINE TARTRATE AB 50MG/MLM N 88521
AA Ð° DRUMMER/PHOENIX 35MB N 86403
AA Ð 35MG N 86408
AA Ð 35MG N 86410
AA Ð 35MG N 87424
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V
b
o
V
>
o
V
>
Ðž
U
V
>
Ðž
U
VV
PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)
TABLET; CONTROLLED RELEASE; ORAL
PROOAINANIDE HOL
59 BOLAR PHARMACEUTICAL 250HGI
59 sonnen
59 750Ð¼6Ñ†
59 COPLEY PHARM 500MG!
PROGAN SR
59 250mB
59 500MG
AÐ’ 750m;
7Ð’;$/ PARKE-DAVxs/u-L Ð›Ð–Ð˜]
lGMn
PROCHLORPERAZINE EDISYLATE (PAGE 3-164)
CONCENTRATE; ORAL
PROCHLORPERAZINE EDISYLATE
AA BAY LABORATORIES EQ 10H6 BASE/HL!
SYRUP; ORAL
PROCHLORPERAZINE EDISYLATE
AA BAY LABORATORIES EQ 5MG BASE/5ML!
PROCHLORPERAZINE NALEATÂ§ (PAGE 3-164)
CAPSULEÂ»  CONTROLLED RELEASE; ORAL
COMPAZINE
Ð SK&F LABORATORIES EQ 75H6 BASE
PROHETHAZINE HYDROCHLORIDE (PAGE 3-165)
sYRuP; ORAL
/Å„Ã¡Å•Å„Ã©fÅ„Ã¡iÅ•Å„Ã©
PROHETHAZINE PLAIN
PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)
CAPSULE; ORAL
PROPOXYPHENE HOL
55 Lennon gggg8
PROPRANOLOL HYDROCHLORIDE (PAGE 3-168)
TABLET; ORAL
M
59 AYERST LABS/Anno lons
59 Ð³Ð¾HÐµ
59 Ð´Ð¾Ð¼Ðµ
59 @ons
PROPRANOLOL HYDROCHLORIDE (PAGE 3-168)
TABLET; ORAL
> ADD > Ð¨
N 88533 > ADD > 59 CHELSEA LABORATORIES 10H6! N 70140
N 88534 > ADD > 59 Ð³Ð¾Ð½ÐµÑ† N 70141
N 88535 > AOD > 59 40Ð˜6Ð  ́N 70142
N 88974 > ADO > 59 Ð—ÐžÐG! N 70144
> ADD > 59 LEDERLE LABS/AM CYAN 10H6! N 70125
N 86468 > ADD > 59 Ð³Ð¾HÐµÑ† N 70126
N 86065 > ADD > 59 40Ð6! N 70127
N 87510 > ADD > 59 80H6! N 70128
Ñ‚. $6.665/
N 88489
PROTAHINE SULFATE (PAGE 3-168)
INJECTABLE; INJECTION
PROTAMINE SULFATE
UPJOHN 250MG/VIALI N 07413
N 88598
PROTEIN HYDROLYSATE (PAGE 3-168)
INJECTABLE; INJECTION
N 88597 AMINOSOL 52
ABBOTT LABORATORIES 52! N 05932
PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3-169)
N 11000 SYRUP; ORAL
TRILITRON
AA /ÃÃ‰ÃˆÃˆÃˆBRÃˆÃˆISÃ‰ASES'Ã„Ã‘Ãœ'Å•s30HG/5HL51.25MG/5HLI N 88474
. L . JL. . Ð•ÐŸÐ’Ð’Ð•Ð•ÐÐªÐ”, â€žÑŠ â€ž â€š
ÐœÑ‘/ /PHÃ„HHÃ„FÃIÃ‰/ /Ã¤Ã³Å„Ã¤Å•Ã¤Å„lÃ¤iiÃ¡Å„G/Ã‰ÃšLH/ Ñ‚. M541/
TABLET; ORAL
Ð¨
55 PRIVATE FORMULATIONS 60NG;2.5MG8 N 88860
QQRPNEO
AA CORD LABORATORIES 60M6;2.5N68 N 88602
TRILITROH
AA NENTRON PHARMS 60 ;2.5HGI N 88515
TRIPROLIDINE HOL AND PSEUDOEPHEORINE HOL
N 88615 AA SUPERPHARM 60H6;2.5MGI N 88578
AA ZENITH LABORATORIES 60N6;2.5N6l N 85273
INIDINE SLUCONATE (PAGE 3-170)
TABLETÂ»  CONTROLLED RELEASE; ORAL
N 16418 INIDINE GLUCOHATE
N 16418 59 ASCOT HOSP PHARHS 324MB! N 88582
N 16418
N 16418
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SODIUH NITROPRUSSIDE (PAGE 3-178) Â§ULEACÂ§TAHIDÂ§ SOOIUM (PAGE 3-181)
INJECTABLE; INJECTION SOLUTION/DROPS; OPHTHALHIC
SOOIUM HITROPRUSSIDE SULFAOETAHIDE SOOIUM
5:3 Ð¿Ñ€Ð¸ÐµÐ¼Ð½Ð¾ Â¿ons/vnu: Ð½ vom ÐÐ¢ PHARnAFAIR 1m Ð½ own
lE/ Ñ‚Ð¼Ð¸Ð½Ð½Ñ‹Ð¼ /Ã¬Ã¬Ã¬Å¯/ Ñ‚Ð°Ñ‚Ñ
SULFAIR 10
SOOIUM POLYSTYRENE SULFONATE (PAGE 3-179) 51 PHARMAFAIR Agg! N 87949
POÐ˜DER; ORALÂ» RECTAL
KAYEXALATE SULFAMETHOXAZOLE (PAGE 3-182)
AA BREON LABS/STERLING 453.66H/BOT N 11287
SOOIUM POLYSTYREHE SULFOHATE TABLET; ORAL
55 BAY LABORATORIES 59919995991n N 88786 SULFAHETHOXAZOLE I
/Ã©Ã©/ 7Ã¯li'Ã¯Ã¯Ã±Ã¬'Ã®ifÃ±Ã±Ã®ÃŸ7 ÐœÐ˜Ðœ Ñ‚. ÑˆÑ‚
SUSPENSION; ORAL, RECTAL 59 HEATHER DRUG 500MG N 86163
SOOIUM POLYSTYRENE SULFOHATE
AA BAY LABORATORIES ISGH/Ã³OMLI N 88717
SULFAMETHOXAZOLE; TRIMETHOPRIH (PAGE 3-183)
SOYBEAN OIL (PAGE 3-180) TABLET; ORAL
COTRIH
INJECTABLE; INJECTION 59 LEHMON 400HG;80 8 N 70034
LIPOSYN III 102 COTRIM 0.5.
59 ABBOTT LABORATORIES 193! N 18969 59 LEMHON 800HG;160MGH N 70048
LIPOSYH III 202 suLFAMETHnPRIn
59 ABBOTT LABORATORIES 929! N 18970 59 PAR PHARMACEUTICAL 400MG;80 n N 70022
Ð¨
59 PAR PHARMACEUTICAL 800MG;160HGI N 70032
SPIRONOLACTONE (PAGE 3-180) SULFAHETHOXAZOLE Ð° TRIHETHOPRIH
59 HEATHER DRUG 400MG;80HGI N 18946
TABLET; ORAL A 800MG;160MGI N 18946
SPIROHOLACTOHE SULFAHETHOXAZOLE AHD TRIHETHOPRIH
59 8 PUREPAC/KALIPHARMA 25 N 88053 59 BARR LABORATORIES 400MG$80MGI N 70006
59 CHELSEA LABORATORIES 400MG;80MGI N 70002
59 800HG$160MGI N 70000
SUCCINYLCHOLINE CHLORIOE (PAGE 3-181) SULFAHETHOXAZOLE AND TRIMEIHOFRIH DOUBLE STRENGTH
59 BARR LABORATORIES 800MG;160MGH N 70007
INJECTABLE; INJECTION SULFATRIM-DS
Â¿Alim 59 SUPERPHARH mÃ¤lggÃŸÃŸl N 70066
A2 0 BURROUGHS NELLCOME 5999595 N 08453 995551919:99
SUCCINYLCHOLINE CHLORIOE 59 SUPERPHARM Ð—Ð—Ð•Ð¦Ð•Ð—ÐÐÐ¦Ð•" N 70065
Â¿Ã ? â€š â€š Ð´ /gmmm Ð©Ð¸ Hmm/sum'dfsMÃ‰S/Ã¡Ã³Ã³Å„d â€œÑˆ l Ñ‚ MM]
1. L L .L . _____5 â€˜Ð¹ /fÅ„fMÃ©fn2Â§uuÂ¢A's/s U I I
Ñ‰Ð¸ â€º . .Ð¨Ð•$/__._Ñ‘Ð±Ð±Ð¹Ñ‘Ð³Ñ‘Ð±Ð¹Ñ‘Ð¿/ 04. ÑˆÑ‚
SULFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE (PAGE 3-181)
TABLET; VAGINAL SULFISOXAZOLE (PAGE 3-184)
SULTRIN
51 ORTHO PHARMACEUTICAL 184MG;143.75MG;172.5HG N 05794 TABLET; ORAL
TRIPLE SULFA SULFISOXAZOLE
51 Ð• FOUGERA/ALTANA 184MG$143.75MG;172.5HGI N 88463 BP Ã  DRUMMER/PHOENIX 500MG N 87332
51 PHARMADERM/ALTANA 184HG;143.75HG;172.5HGI N 88462
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THEOPHYLLINE (PAGE 3-190)
CAPSULEÂ» CONTROLLED RELEASE; ORAL
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
BC
ELIXOPHYLLIN SR
BERLEX/SCHERING
SLO-BID
NILLIAM H RORER
SLO-PHYLLIN
HILLIAM H RORER
SOMOPHYLLIN-CRT
FISONS
THEO-24
SEARLE/SEARLE PHARMS
THEOBID
GLAXO
THEOBID JR.
GLAXO
THEOCLEAR L.A.Â130
CENTRAL PHARMS
THEOPHYL-SR
MCNEIL PHARM
THEOPHYLLINE
CENTRAL PHARMS
THEOVENT
SCHERING
125MGI
250MG!
50MG!
IOOMG8
Ð³Ð¾Ð¾Ð¼ÐµÑ†
:cons8
125MG
Ð²ÐµHÐµÑ†
zoomen
Ð·Ñ€Ð¾Ð¼Ð²n
200MG
300MG
ZÃ“Ã–MGI
130MGI
130MG
125MG8

Ð³Ð·Ð¾Ð¿ÑÑ†
125Ðœ6!
250MB!
125MG!
250MGII
TABLETÂ» CONTROLLED RELEASE; ORAL
BC
BC
Bc
Bc
59
THEOCHRON
FOREST LABORATORIES
THEOPHYLLINE
FOREST LABORATORIES
100MG!
200MGI
loonsn
Ð³Ð¾Ð¾Ð¼ÐµÐ¿

Ð³ÑÑÐ¿ÑÐ¿
THIAMYLAL SOOIUM (PAGE 3-191)
INJECTABLE; INJECTION
SURITAL
PARKE-DAVIS/H-L
SGM/VIAL!
22212 2:2 212 2:2 2:2 22 2: 2: 212 21212 2: 2121212 2:2
86826
86826
88269
87892
87893
87894
85203
87763
88382
88383
87943
87944
85983
87854
86569
86480
86471
88654
88689
87010
87910
88320
88321
88503
88504
88505
07600
V
>
D
V
>
D
V
>
D
VV
IHIORIDAZINE HYDROCHLORIDE (PAGE 3-192)
TABLET; ORAL
IUIQBIQAZIEÂ§_!QL
59 BARR LABORATORIES Isons8
59 Ð³Ð¾Ð¾Ð¼Ð²Ð¿
59 BIocRAFT LABs 1Ð¾Ð¼ÐµÐ½
59 loons8
59 CORD LABORATORIES Iconen
59 OANBURY PHARMACAL Isons8
59 Ð³Ð¾Ð¾Ð¼Ð²Ð¿
59 ROxANE LABORATORIES Iconen
59 SUPERPHARM lonen
59 Ð³Ð²Ð¼Ð²Ñ†
59 sens8
TOBRAMYCIN (PAGE 3-194)
SOLUTION/DROPS; OPHTHALMIC
TOBREX

AÐšÐ¡ÐžÐ LABORATORIES 0.32K
TOCAINIDE HYDROCHLORIDE (PAGE 3-194)
TABLET; ORAL
TONOCARD
MSaD/MERCK 400M6n
600MGn
TOLAZAHIDE (PAGE 3-194)
TABLET; ORAL
TOLAZAHIDE
59 ZENITH LABORATORIES 1Ð¾Ð¾Ð¼ÐµÑ†
59 Ð³Ð²Ð¾Ð¿Ð²Ñ†
59 sooMG8
TOLIHASE
59 UPJOHN 100MB
59 250MB
59 soonB
TOLAZOLINE HYDROCHLORIDE (PAGE 3-194)
INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIGY 25MG/ML!
TOLBUTAMIDE (PAGE 3-194)
TABLET; ORAL
TOLBUTAMIDE
A_ PUREPAC/KALIPHARMA 500MG!
A_ SUPERPHARM SOOMGR
21212121212122222212
21212 1212 2̀
88737
88738
88493
88456
88135
88869
88872
89048
89103
89104
89105
62535
18257
18257
18894
18894
18894
15500
15500
15500
06403
88950
88893
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VERAPAMIL HYDROCHLORIDE (PAGE 3-202)
TABLET; ORAL
GALAN
59 SEARLE/SEARLE PHARMS ÐµÐ¾Ð¼ÐµÑ†
AB 120MB!
IsoPTIu
59 KNOLL PHARMACEUTICAL Ð²Ð¾
59 120Ð¿Ðµ
VINCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION
Â°7Ã‰qÂ§1"â€™1"vl Ð¸Ð½Ð²/ÐÐ½Ð½
L .L LL
Ð¼Ð¸Ñ€/ÐÐ½Ð½
ELI LILLY 1MG/ML
NARFARIN SOOIUM (PAGE 3-203)
TABLET; ORAL
COUNADIN'
/ÃŸxl 7Bm. MAAS/ummm
/ÃŸx/ Ð¼Ñ‹
59 DUPONT PHARMS/DUPONT 915;
Ñˆ ÑˆÐ°.
NARPARIN SOOIUM
59 COLMEO LABORATORIES zug!
_L Ð©n
NATER FORTINJECTION STERILE (PAGE 3-204)
LIQUID; N/A
STERILE WATER FOR INJECTION IN PLASTIC CONTAINER
AE TRAVENOL LABS 1002
STERILE WATER IN PLASTIC CONTAINER
Ñˆ . . L -.
N 18817
N 18817
N 18593
N 18593
N 18632
Ñ‚. '16632/
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'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST
DIPYRIDAMOLE (PAGE AD4)
TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25MG
50MG
75MG
PHARM BASICS 50MG
SIDMAK LABORATORIES 25MG
50MG
75MG
/IÃ¡dÃ¤dÅ„Ã¡tÅ„Ã© â€˜ÑˆÐ¸ÑˆÐ  ̧t PAGE A05 l
(ALL PRoOucTs Â SEE SPECIAL NOTE Ð².)
/ÃÃ„Å„llÅ•iÃfÅ„lf/â€˜JÃ®/
$35555# IDÃ‰ÃÃšINIÃRÃÃÃ‰/
/1/ ÃRRÃL'Ã„BRRÃÃRRÃÃ‰S/ ÐÐÐœ/
/ÃÃ„BJ-Ã‰f.
/Ã¯
Ð’
' . RSJÃƒIÃ‘GÃšÃ„JI/
.Ã¡Ã³Ã© iÃ³Å•fÅ„iNIÃRÃ„ÃÃ‰
Ð›Ñ‘Ð  ́.L'ÃÃ‰RRÃÃRRÃÃ‰S// /Ã¯Å„l-â€™fÃŸ/
/ ' 1â€˜ '.'ifÅ„Å„Ã¯Å•Å„illÅ•Ãº'RELÃ‰ÃSÃ‰ÃƒÃARÃJI/
. ÐœÐ.
551451â€˜. ÐœÐÐ™ÐÐÐžÐÐÐÐ/Ð˜Ð™ÐÐ/
Ðž
5
Ð¹
Â¿A
if#
NITROGLYCERIN (PAGE AD7)
/IfÃŸÅ•ÃŸslÃ±iÃfsfÃ±Å„Ã¯Å•Å„iiÅ•Å„'RÃ‰IÃ‰Ã„SÃ‰Ã'ISRÃ„L/
(ALL PRODUCTS Â SEE SPECIAL NOTE B.)
Ð›â€˜ÐÐ‘ÐÐÐ—ÐÐ¬'Ð¡Ð¤Ð¨ÐÐžÐ¦Ð•Ð™.â€˜Ð˜ÐÐ«Ð•/655517
(ALL PRODUCTS Â SEE SPECIAL NOTE B.)
PENTAERYTHRITOL TETRANITRATE (PAGE A08)
CAPSULE; CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE
Ð VITARINE/PHOENIX 80MG
O 80MG
Ð BOMG
N 88945
N 88800
N 87432
N 88822
N 88683
N 88684
N 88685
M3755#
Ñ‚. ÐªÐ™Ð‘ÐÐ‘/
Ð›Ð“ÐÐœÐÐ/
N 86305
N 87529
N 87531
â€˜84 â€” JULY
'85
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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 l984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizin the Agency to
accept abbreviated new drug applications for most previousTy approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available a list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved from January l, 1982; and
3) whether_ig vitro and/or jg_vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescription Dru Products with Therapeutic Equivalence
Evaluations, 5th Edition, A DP) andÅ„Ã¯ts monthly supplemeÃ±ts will be used to
saÃ¯isTy Ã®Ã±is new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approva of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, 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 {ÐÐµ approval of the original aBpTicaTio .



(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 o? the original applicaÃ®ion, except that
such an application may be submitted after four years if it
contains a certification that a patent claiming {ÐÐµ Brug 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 Ð° subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original application.
A supplement to a new drug application approved after
September 24, 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 supplemenÃ¯.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
aÃŸplication. The approval of a subsequent application for
t e 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, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (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.
Bioavai1ability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or iB_vivo bioavailability/bioequivalence study
data must be incluHÃ«d witÃ± their ANDA suEmissions.
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) ÑŠÐ½Ð±Ð·Ðµ wÃ±ich pose an
actual or potential bioequivalence problem but for which an_ig vivo study may
be waived if acceptable dissolution performance is demonstrated (the list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potentia bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug Broducts formulated-Tn Hosage forms
which do not present bioequivalence pro lems, such as an intravenous solution,
may request that the jg vivo bioequivalence requirement be waived.
AÂ3



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 t0 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 {Ð•Ñ‘ new Act. 'â€”
Topicals
In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of re-1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency require that applicants for topical drug products
initially approved after 1962, including l'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 NDAâ€œ approval process. The Agency is now reviewing the therapeutic
equivalence evaluation olicy that has been made on the pre-1962 topical
products to determine wgether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT Ã®opical 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¡ as well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some
drugs for which there are both approved and unapproved ÐžÐ¢Ð¡ drug products in
the market place. This situation occurs as a result of the Agency's current
ÐžÐ¢Ð¡ compliance policy which allows the marketing of various unapproved ÐžÐ¢Ð¡
drug products pending the effective date of the applicable final ÐžÐ¢Ð¡
monograph. The ÐžÐ¢Ð¡ products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.



NDA's Approved by the Office of Biological Research and Review Not Previously
PublTShed 1n the APDP
All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.
Patent and Exclusivity Information
It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The patents that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/composition patents should
be added to the List.
A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. Ð¢Ð¾ ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
following certification: "The undersigned certifies that the drug or
formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.
The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.



Firms submitting ANDAs after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.
TABLES II'IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A'l & A'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 AÂ8.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.



DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEW ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEW STRENGTH
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEW INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEW DOSING SCHEDULE
ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
O NARCOTIC OVERDOSE IN CHILDREN
I POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
C.) O CJ Ðž Ðž Ðž Ðž U Ðž U O
I l
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I-I
IÂ2
IÂ3
IÂ4
IÂ5
|Â6
IÂ7
IÂ8
IÂ9
IÂI0
I-II
IÂI2
IÂI3
IÂI4
|ÂI5
IÂI6
IÂI7
|Â|8
IÂI9
|Â20
IÂ2I
IÂ22
|Â23
IÂ24
|Â25
IÂ26
IÂ27
IÂ28
IÂ29
IÂ30
IÂ3I
IÂ32
IÂ33
|Â34
|Â35
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 0F 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
USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
PROLACTIN SECRETING ADENOMAS
SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE



ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; '
CAPSULE 0R TABLET; ORAL
I60â€”I65MG; |60'|6516; 5016
ACETAMINOPFEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325Ðœ6; 32516; SWG
ACETAMINIPI'EN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
|60-|6516; |60-|65Ðœ6; 506; 4016
ÐÐ¡Ð•Ð¢ÐÐœÐ¨Ðžâ€™ÐÐ•8; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE 0R TABLET; ORAL
325Ðœ6; 32516; 5016; 4016
ACETAMINOPHEN; BUTALBITAL
CAPSULE (R TABLET; ORAL
325; 5016
650; 50m
ACETAMINL'PIEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325Ðœ6; 5016; 4M
65016; 50m; 4016
TABLEI. LIT FDR P D T IIHIHII TDE NTRATEIIIVIV
BI AVAILABILITY NLY IF P D T FAIL Ð¢ A HIEVE ADE AÐ¢Ð• DI L TI N
AM l NOPHYLL INE
TABLET; ORAL
I OOMG
ZOOMG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 5016
650; 5016
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE Å“ TABLET; ORAL
32516; SONG; 40MG;
650MG; 50MG; 4016;
ASPIRIN; CAFFEINE; CARISOPRCDG.
TABLET; ORAL
IÃ“ OMG; 3216; 20016
ASPIRIN; CAFFEINE; CARISOPRODOL;
Å“ DEINE PHOSPHATE
TABLET; ORAL
|6046; 32MG; 2OOMG; I6MG
ASPIRIN; CARISOPRÅ“ OL
TABLET; (RAL
325146; 20016
ASPIRIN; CARISIPRODOL; CODEINE
PHOSPHATE
32516; 200146; IOMG
ASPIRIN; MEPROBAMATE
TABLET; ORAL
32516; 2OOÐœ6
ASPIRIN; IETHOCARBAMOL
TABLET; CRAL
325Ðœ6; 200146
CHLOROTH IAZ IDE
TABLET; ORAL
250MG
ESTROGENS, CONJUGATED; IIEPRÅ“ AMATE
TABLET; ORAL
O.4MG; 200Ðœ6
0.4146; lIOOMG
HYDROXYZINE HYDROCHLORIDE
TABLET; (RAL
IWG
25MG
SWIG
IOOMG
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T ABL E II.  OT C DRUG PRODUCT S UHICH CURRE NT L Y RE OUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INGRE DIE NT L SI
ST RE N T H S
ACE T AMINOPHE N
120MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
IZ OMG
ACE T AMINOPHE N
IZ OMG
ACE T AMINOPHE N
Ã“ SOMG
ACE IAMINOPHE N
Ã“ SOMG
ACE T AMINOPHE N
T Z OMG
AL UMINUM HYDROXIOE; MAGNE SIUM
T RISIL ICAT E
BOMG; Z OMG
AL UMINUM HYDROXIOE; MAGNE SIUM
T RISIL ICAT E
IÃ“ OMG; 40M@
BROMPHE NIRAMINE MAL E AT E
BMG
BROMPHE NIRAMINE MAL E AT E
IZ MG
BROMPHE NIRAMINE MAL E AT E;
PHE NYL PROPANOL AMINE
HYDROCHL ORIOE
12HG; 75HG
T RADE NAME
(DOSAQE FORM; ROUT 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-Z
(T ABL E T,  CHE W ABL E; ORAL)
OIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
OIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
OIME T APP
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
APPL ICANT NAME
W E BCON PHARMS/AL CON
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
G AND W  L ABORAT ORIE S
G AND W  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
AH ROBINS
II-l
NDA NO.
APPROVAL 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
12-436
04-02-84
PAT E NT NO.
E XP.  DAT E
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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TABLE 11. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENTLSI
STRENGTH S
INSULIN SUSPENSION, ISOPHANE,
BEEF
TOO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML
Ð¨
(DOSAGE FORM; ROUTE)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NOROISK
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)
INSULIN NOROISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
souIBB-NoVo
ELI LILLY
LILLY RES LABs oIV
LILLY RES LABS oIV
ELI LILLY
NOROISK
ELI LILLY
soulÃŸÃŸ-NoVo
NOROISK
ELI LILLY
IIÂ5
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
17-929
02-08-77
18-781
10-28-82
17-936
02-08-77
17-936
02-08-77
18-479
06-12-80
18-194
01-16-80
18-345
12-05-79
18-623
07-30-81
18-195
01-16-80
17-932
02-08-77
EXCLUSIVITY
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TABLE II. T DR PR D T NHT Ð RRENTLY RE IRE APPR VED APPII ATI N A A CONDITION 0F NARKETIN
AQTIVE INQREDIENTLSI TRADE NAME APPLI ANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENQTHTS) IDQSAQE EQRH; RQUTE) APPRQVAL DATE EXP. DATE EXP. DATE
INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE SOUIBB-NÃœVÃœ 18-382
PORIFIEO PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INsOLIN zINC susPENsION, LENIE ILEIIN II ELI LILLY 18-477
PURIEIEO BEEF (INJECTABLE; INJECTION) 06-12-80
100 uNIIs/NL
INsuLIN zINC SUSPENSION, LENIARO sOOIÃŸÃŸ-NOVO 18-384
PORIEIEO BEEF ANO PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) T2Â05Â79
100 UNITS/ML
INSULIN ZINC SUSPENSION, LENTE SOUIBB-NOVO I8-383
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INSULIN, SEMISYNTHETIC NOVOLIN R SOUIBB-NOVO 18-778
PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML
INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780
100 UNITS/ML (INJECTABLE; INJECTION) TO-28-82
INSULIN, PORK INSULIN SOUIBB-NOVO 17-926
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
1 LI â€š PORK INSULIN SQUIBB-NOVO 17-92
U S/ML (INJECTABLE; INJECTION) 02-08-
INSULIN, PURIFIED BEEF REGULAR ILETIN II ELI LILLY 18-478
100 UNITS/ML (INJECTABLE; INJECTION) 06-12-80
INSULIN, PURIFIED PORK INSULIN NOROISK OUICK NOROISK INSULIN LABS 18-193
100 UNITS/ML (PORK) 01-16-80
(INJECTABLE;INJECTION)
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENTLSL
STRENGTHLS)
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML
PSEUDDEPHEORINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
Ã“OMG; 2.5MG
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
Ã“OMG; 2.5MG
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML
PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
Ã“OMG; 2.5MG `
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
Ã“OMG; 2.5MG
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
Ã“OMG; 2.5MG
PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
TZOMG; 5MG
PSEUDDEPHEDRINE SULFATE
TZOMG
TRADE ÐœAÐœÐ•
DAEFRNR Ð
ALLERBAN PLUS
(SYRUP; ORAL)
TRI-SUDO
(TABLET; ORAL)
TRIPOORINE
(TABLET; ORAL)
TRIOFED
(SYRUP; ORAL)
TRIPOSED
(SYRUP; ORAL)
TRIPROLIOINE HCL
ANO PSEUDDEPHEDRINE HCL
(TABLET; ORAL)
TRIPOSEO
(TABLET; ORAL)
TRIPROLIOINE AND
PSEUDDEPHEDRINE
(TABLET; ORAL)
ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)
AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLI ANT ÐœAÐœÐ•
BAY LABORATORIES
MD PHARMACEUTICAL
DANBURY PHARMACAL
NATL PHARM MFG/BARRE
HALSEY DRUG
CHELSEA LABORATORIES
HALSEY DRUG
BOLAR PHARMACEUTICAL
BURROUGHS WELLCOME
SCHERING
NDA Ðœ0. PATENT Ðœ0.
APPR VAL DATE EXP. DATE
88-116
03-04-83
85-024
01-10-84
88-112
01-20-83
88-115
03-04-83
88-213
03-30-84
88-118
01-26-84
88-192
05-01-84
88-318
01-13-84
18-996
06-17-85
18-191
10-30-80
EXCLUSIVITY
EXP. DATE
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
RTO
09-24-86
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T ABL E III.  NDAâ€˜S APPROVE D BY T HE OFFICE DE BIOL OGICAL RE SE ARCH AND RE VIE N NDT PRE VIOUSL Y PUBL ISHE D
ACT IVE INGRE DIE NT(S)
ST RE NGT H(S)
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-l
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; RQUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL NT N
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
T RAVE NOL L ABS
III-T
NDA NQ.  PAT E NT NQ,
APPR VAL DAT E E XP.
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
E XCL USIVIV
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEV NOT PREVIOUSLY PUBLISHED
ACTIVE INGREDIENTES) TRADE NAME APPLICANT NAME NQA NQ. PATENT NO. EXCLUSIVITY
SLEENGIHLS) (DOSAGE FORM; ROUTE) APPRQVAL DATE EXP. Ð”AÐ¢Ð• EXP. DATE
DEXTRAN 40, 10% NONE ABBOTT LABORATORIES 16-375
1OGM/TOOML IN (INJECTABLE; INJECTION) 7-25-67
DEXTROSE 5%
SGM/100MLÂ
DEXTRAN 40, 10% NONE ABBOTT LABORATORIES 16-375
TOGM/1OOML IN (INJECTABLE; INJECTION) 7-25-67
SOOIUM CHLORIDE 0.9%
0.9GM/100ML
DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 8-819
6GM/100ML IN (INJECTABLE; INJECTION) 3-31-53
DEXTROSE 5%
SGM/100ML
DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 8-819
6GM/100ML IN (INJECTABLE; INJECTION) 3-31-53
SOOIUM CHLORIDE 0.9%
0.9GM/100ML
DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 18-253
Ã–GM/1OOML IN (INJECTABLE; INJECTION) 2-4-83
SOOIUM CHLORIDE 0.9%
0.9GM/1O0ML
DEXTRAN 40, 10% NONE AMERICAN MCGAW 16-767
TOGM/100ML IN (INJECTABLE; INJECTION) 4-6-70
DEXTROSE 5%
SGM/100ML
DEXTRAN 40, 10% NONE AMERICAN MCGAW 16-767
TOGM/100ML IN (INJECTABLE; INJECTION) 4-6-70
SOOIUM CHLORIDE 0.9%
0.9GM/100ML
DEXTRAN 70, 6% NONE AMERICAN MCGAN 9-024
Ã“GM/1OOML IN (INJECTABLE; INJECTION) 8-18-69
SOOIUM CHLORIDE 0.9%
0.9GH/1OOML
DEXTRAN 40, 10% NONE CUTTER BIOL/MILES 16-653
TOGM/100ML IN (INJECTABLE; INJECTION) 9-23-69
DEXTROSE 5%
SGM/100ML
DEXTRAN 40, 10% NONE CUTTER BIOL/MILES 16-653
IOGM/100ML IN (INJECTABLE; INJECTION) 9-23-69
SOOIUM CHLORIDE 0.9%
0.9GH/100ML
III-3
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T_A_BL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOOSL Y PUBL ISHE D
Ð¨Ð’Ð•Ð¨Ð© Ð©
SIRE NGIIZ IIS).
DE XT RAN 40,  10%
T OGM/T OOML IN
DE XT ROSE 5%
SGM/100ML
DE XT RAN 40,  10%
10GM/100ML IN
SOOIUM CHL ORIDE 0.9%
0.9GM/100ML
DE XT RAN 40,  10%
T OGM/100ML
DE XT ROSE 5%
5GM/100ML
DE XT RAN 40,  10%
T OGM/100ML IN
SOOIUM CHL ORIDE 0.9%
0.9GM/100ML
DE XT RAN 75.  6%
Ã“ GM/T OOML IN
SOOIUM CHL ORIDE 0.9%
0.9GH/100ML
DE XT RAN 75,  6%
INVE RT E D SUGAR 10%
6GM/100ML;10GM/100ML
IN SOOIUM CHL ORIDE 0.9%
0.9GM/100ML
HE T AST ARCH,  6%
6GM/100ML IN
SOOIUM CHL ORIDE 0.9%
0.9GM/100ML
PROPIOL ACT ONE 99%
99GH/100ML
UROKINASE
5000 IU/VIAL
UROKINASE
250,000 IU/VIAL
UROKINASE
250,000 IU/VIAL
Ð¨
Ð¨
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 40
(INJE CT ABL E; INJE CT ION)
GE NT RANR 75
(INJE CT ABL E; INJE CT ION)
6% GE NT RANR 75 AND
10% T RAVE RT R
(INJE CT ABL E; INJE CT ION)
HE SPANR
(INJE CT ABL E; INJE CT ION)
BE T APRONE
(SOL UT ION; CHE MICAL
ST E RIL IZ ING AGE NT)
ABBOKINASE OPE N-CAT HE T E R
(INJE CT ABL E; INJE CT ION)
ABBOKINASE
(INJE CT ABL E; INJE CT ION)
BRE OKINASE
(INJE CT ABL E; INJE CT ION)
P T  NA
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
AM CRIT ICAL CARE
ONE AL JONE S& FE L DMAN
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ST E RL ING DRUG
III-5
Ð©
Ð¨
16-628
11-4-68
16-628
11-4-68
84-619
2-22-85
84-620
2-22-85
16-607
1-26-70
8-788
2-9-53
16-889
7-17-72
11-657
9-11-59
76-T021
12-15-83
76-1021
7-31-78
17-873
8-28-79
PAT E NT NQ.

E AB,  Ð” ÐÐ¢Ð•
3523938
8-11-87
Ð•Ð¥ L  IVIT Y
Ð©
NS
09-24-86
I-29
09-24-86
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T ABL E IV.  NDA'S APPROVE D FROM T-Ð¢-Bl T O 7'31'85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT I S)
ST RE NGT H( S)
ACE BUT OL OL HYDROCHL ORIOE
E O Z OOMG BASE
ACE BUT OL OL HYDROCHL ORIOE
E O 400MG BASE
ACE T AMINOPHE N; PE NT AZ OCINE HYDROCHL ORIOE
Ã“ SOMG; E O 25MG BASE
ACE T IC ACIO,  GL ACIAL
Z SOMG/T OOML
ACE T OHYDROXAMIC ACIO
250MG
ACYCL OVIR
5%
ACYCL OVIR
Z OOMG
ACYCL OVIR SOOIUM
E O 500MG BASE/VIAL
AL BUT E ROL
0.09MG/INH
AL BUT E ROL
0.09MG/INH
T RADE NAME APPL I ANT NAME
IMSAGE FORM; ROUT E)
SE CT RAL IVE S L ABS/AMHO
(CAPSUL E; ORAL)
SE CT RAL IVE S L ABS/AMHO
(CAPSUL E; ORAL)
T AL ACE N ST E RL ING DRUG
(T ABL E T; ORAL)
ACE T IC ACIO 0.25%
IN PL AST IC CONT AINE R
(SOL UT ION; URE T HRAL)
T RAVE NOL L ABS
L IT HOST AT URO-RE SE ARCH
(T ABL E T; ORAL)
Z OVIRAX BURROUGHS HE L L COME
(OINT ME NT; T OPICAL)
Z OVIRAX BURROUGHS HE L L COME
(CAPSUL E; ORAL)
Z OVIRAX BURROUGHS HE L L COME
(INJE CT ABL E; INJE CT ION)
PROVE NT IL SCHE RING
(AE ROSOL; INHAL AT ION)
VE NT OL IN GL AXO
(AE ROSOL; INHAL AT ION)
NDA.
APPR VAL DAT
18-917
12-28-84
18-917
12-28-84
18-458
09-23-82
18-523
02-19-82
18-749
05-31-83
18-604
03-29-82
18-828
01-25-85
18-603
10-22-82
17-559
05-01-81
18-473
05-01-81
PAT E NT .
Ð¨
3726919
04-10-90
3857952
12-31-91
3726919
04-10-90
3857952
12-31-91
4105659
08-08-95
4199574
04-22-97
4199574
04-22-97
4199574
04-22-97
3644353
02-22-89
3705233
12-05-89
3644353
02-22-89
3705233
12-05-89
E XL IVIT Y
E XP.  DAT E
NCE
12-28-89
NCÐ•
12-28-89
NC
09-24-86
NCE
05-31-93
NCE
93-29-92
NCE
03-29-92
NCÐ•
03-29-92
I-22
09-24-86
IV-I
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78-82-60 (1V80 1131801) ÑwÐ¾Ð¾S
SQL-8l 531801080801 13513Ð½3 1081808011V 1081808011v
78-82-60 (1V80 5131801) Ñw001
981-81 531801V80801 13513Ð½3 1081808011V 1081808011V
78-91-11 (1V80 f131801) ÑÐ¸Ð¾Ð¾Ðµ
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE IN RE DIE NT
ST RE NGT HL S)
AL L OPURINOL
T OOMG
AL L OPURINOL
300MG
AL L OPURINOL
T OOMG
AL L OPURINOL
3OOMG
AL PRAZ OL AM
0.25MG
AL PRAZ OL AM
0.5MG
AL PRAZ OL AM
T MG
AMCINONIOE
0.1%
AMCINONIOE
0.1%
AMIL ORIOE HYDROCHL ORIOE;
HYDROCHL OROT HIAZ IOE
5MG; 50MG
AMINO ACIOS
6.9%
T RADE NAME

DAE FRMR Ð
Z YL OPRIM
(T ABL E T; ORAL)
Z YL OPRIM
(T ABL E T; ORAL)
L OPURIN
(T ABL E T; ORAL)
L OPURIN
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
XANAX
(T ABL E T; ORAL)
CYCL OCORT
(CRE AM; T OPICAL)
CYCL OCORT
(OINT ME NT; T OPICAL)
MODURE T IC 5/50
(T ABL E T; ORAL)
FRE AMINE HBC 6.9%
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
BURROUGHS W E L L COME
BURROUGHS NE L L COME
BOOT S PHARMACE UT ICAL
BOOT S PHARMACE UT ICAL
UPJOHN
UPJOHN
UPJOHN
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
MS& D/ME RCK
AM MCGAN/AM HOSP
NDA NO.
APPROVAL DAT E
16-084
08-19-66
16-084
01-14-74
18-297
06-10-80
18-297
06-10-80
18-276
10-16-81
18-276
10-16-81
18-276
10-16-81
18-116
10-18-71
18-498
11-13-81
18-201
10-05-81
16-822
05-17-83
Ð AÐ¢Ð•ÐœÐ¢ N0.
Ð¨
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3624205
11-30-88
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
3987052
10-19-93
3980789
09-14-93
4158055
06-12-96
4158055
06-12-96
3781430
12-25-90
E XCL USIVIT Y
E XP.  DAT E
NS
09-24-86
IV-3
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TABLE IV. NDA'S APPROVED FROM 1'1'8110 7'31'85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
APPLI ANT NAME NDA Ðœ11. PATENT NO. EXCLUSIVITY
APPR VAL DATE EXP. DATE EXP. DATE
ACTIVE INGREDIENTLS)
STRENGTH( S)
TRADE NAME
D A E F RM' R UTE
AMINO ACIOS TRAVASOL 8.5% TRAVENOL LABS 18-931
8.5% N/O ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIOS TRAVASOL 10% TRAVENOL LABS 18-931
10% N/O ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIOS TROPHAMINE 6% AM MCGAN/AM HOSP 19-018 NS
6% (INJECTABLE; INJECTION) 07-20-84 09-24-86
AMINO ACIOS AMINOSYN-HBC 7% ABBOTT LABORATORIES 19-374
7% (INJECTABLE; INJECTION) 07-12-85
AMINO ACIOS; CALCIUM ACETATE; PERIPHRAMINE AM "CÐ’AW/AÐ HOSP 18-582 NC
GLYCERIN; MAGNESIUM ACETATE; (INJECTABLE; INJECTION) 05-08-82 09-24-86
PHOSPHORIC ACIO; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE
3%; 26MG/100ML; 3GM/100ML;
54MG/1OOML; 4TMG/TOOML;
149MG/100ML; 204MG/100ML;
117MG/1OOML
AMINO ACIOS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-120
3.5%; 5% v N/ DEXTROSE 5% 10-11-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIOS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-118
3.5%; 25% N/ DEXTROSE 25% 10-11-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIOS; DEXTROSE AMINOSYN 4.25% ABBOTT LABORATORIES 19-119
4.25%; 25% W/ DEXTROSE 25% 10-11-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-5
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IAOLE IV.
NOA'S APPROVED FROM 1'T-82 TO 7-31-85 ANO NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITV INFORMATION
ACTIVE INOREDIENTLS)
STRENGTHLS)
AMINOPHYLLINE; SOOIUM CHLORIDE
500MG/100ML; 450MG/1OOML
AMITRIPTYLINE HYDROCHLORIOE
TOMG
AMITRIPTYLINE HYDROCHLORIOE
25MG
AMITRIPTYLINE HYDROCHLORIOE
50MG
AMITRIPTYLINE HYDROCHLORIOE
75MG
AMITRIPTYLINE HYDROCHLORIOE
TOOMG
AMITRIPTYLINE HYDROCHLORIOE
150MG
AMITRIPTYLINE HYDROCHLORIOE
lOMG/ML
AMITRIPTYLINE HYDROCHLORIOE;
CHLOROIAZEPOXIOE
12.5MG; 5MG
AMITRIPTYLINE HYDROCHLORIOE;
CHLOROIAZEPOXIOE
25MG; )OMG
TRADE NAME
DAEFRMR Ð
AMINOPHYLLINE N/
SOOIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(INJECTABLE; INJECTION)
LIMBITROL
(TABLET; ORAL)
LIMBITROL
(TABLET; ORAL)
APPLI ANT NAME
ABBOTT LABORATORIES
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MSBD/MERCK
MS&D/MERCK
MS&D/MERCK
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
NDA Ðœ .
APPR VAL DATE
18-924
12-12-84
12-703
04-07-61
12-703
07-05-74
12-703
04-07-61
12-703
10-28-76
12-703
10-28-76
12-703
09-17-76
12-704
04-11-61
16-949
12-23-77
16-949
12-23-77
PATENT NO.
EXP. DATE
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
4316897
02-23-99
4316897
02-23-99
EXCLOSIVITY
EXP. DATE



IV-8
T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 7-31-85 ANO NDA'S NIT H APPROPRIAT E PAT E NT ANO E XQL OSIVIT Y INFORMAT ION
AQT IVE INGRE DIE NT T ST
ST RE NGT HIQ)
AMIT RIPT YL INE
PE RPHE NAZ INE
T OMG; 4MG
AMIT RIPT YL INE
PE RPHE NAZ INE
Z SMG; Z MG
AMIT RIPT YL INE
PE RPHE NAZ INE
25HG; 4MG
AMIT RIPT YL INE
PE RPHE NAZ INE
T OMG; Z MG
AMIT RIPT YL INE
PE RPHE NAZ INE
IOMG; 4MG
AMIT RIPT YL INE
PE RPHE NAZ INE
25HG; Z MG
AMIT RIPT YL INE
PE RPHE NAZ INE
T OHG; Z MG
AMIT RIPT YL INE
PE RPHE NAZ INE
Z SMG; 4MG
AMIT RIPT YL INE
PE RPHE NAZ INE
SONG; 4MG
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
HYDROCHL ORIOE;
AMMONIUM L ACT AT E
Ð½ Ð¾  121 ACIO
T RADE NAME
DAE FRNR Ð˜
E T RAFON A
(T ABL E T; ORAL)
E T RAFON 2-25
(T ABL E T; ORAL)
E T RAFON-FORT E
(T ABL E T; ORAL)
E T RAFON 2-10
(T ABL E T; ORAL)
T RIAVIL 4-T O
(T ABL E T; ORAL)
T RIAVIL 2-25
(T ABL E T; ORAL)
T RIAVIL 2-10
(Ð¢ABÐ¬Ð•Ð¢; ORAL)
T RIAVIL 4-25
(T ABL E T; ORAL)
T RIAVIL 4-50
(T ABL E T; ORAL)
L AC-HYDRIN
(L OT ION; T OPICAL)
APPL I ANT NAME
SCHE RING
SCHE RING
SCHE RING
SCHE RING
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
BRIST OL-MYE RS
NDA .
APPR VAL DAT E
14-713
12-30-65
14-713
12-30-65
14-713
12-30-65
14-713
12-30-65
14-715
12-30-65
14-715
08-23-65
14-715
04-04-57
14-715
08-25-65
14-715
03-15-78
19-155
04-24-85
PAT E NT N .
E XP.  DAT E
3428735
OZ-T ÃŸ-BÃ“
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
4105783
05-03-94
Ð•Ð¥ L  IVIT Y
E XP.  DAT E
NE
04-24-88



IAOLE IV. NOAIS APPROVED FROM 1'1'82 TO 7-31-85 ANO NDA'S NITH APPROPRIATE PATENT AND EXCLOSTVITY INFORMATION
ACTIVE INCREDIENTLS) TRADE NAME APPLI ANT NAME NDA Ðœ . PATENT NO. EXCLOSIVITY
STRENOTHLS) (OOSAOE FORM; ROOTE) APPR VAL DATE EXP. DATE EXP. DATE
AMOXAPINE AS N LEDERLE LABS/AM CYAN 18-021 3546226
25MG (T T; ORAL) 09-22-80 12-08-87
' 3663696
05-16-89
3681
08-0
AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
50MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
TOOMG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE AS N LEDERLE LABS/AM CYAN 18-021 3546226
150MG (T T; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMRINONE LACTATE INOCOR WINTHROP LABS/STERL 18-70 4072746 NCÐ•
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 07-31- 02-07-95 07-31-94
ASPIRIN; CAFFEINE; SYNALGOS-DC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE: ORAL) 09-06-83
356.4MG; 30MG; 16MG
ASPIRIN; CAFFEINE; NORGESIC RIKER LABS/3M 13-
ENA NE CITRATE (TABLET; ORAL) 10- - 2
25MG
G; G;
ASPIRIN; CAFFEINE; 80 SIC TE RIKER LABS/3M 13-416
10-27-82
ORPHENADRINE CITRATE (T ET; L)
770MG; Ð±Ð¾Ð¼Ð±; 50MG



Ol-AI
98-02-60
nu
3110 '013
Ð11Ð1Ð113Ð¥3
16â€”11â€”60
lÂ£99282
26-02-10
2807868
68-9l-SO
Â¿098998
16-Â¿1-60
l499282
26-02-10
2807868
68-9l-90
L092992
16-Â¿1-60
l199282
26-02-10
2807868
68â€”91â€”90
Â¿092992
96-80â€”80
6895017
3110 Â°dX3
'0N 113110
78â€”80â€”90
09L-8l
I8-6l-80
072-8l
l8-6lâ€”80
072-8l
SL-Zl-ll
l68-9l
28-62-2l
ZOL-ll
28-ll-L0
998-21
28-ll-L0
998-21
28-80-20
966-0l
28-80â€”20
966-01
3110 TVAOMddV
'ON VGN
NV I31/5080H8 18V01$
NV I31/5080H8 1800lS
NV I31/S080H8 18V0lS
183l5/SBVT 808H1NIÐœ
OHOV/5801 HI3AÐœ
M-3/S080H8 33VT1VM
M-3/5080H8 33VT1VM
88/S8lSONI A11I1 113
88/58lSONI A1111 113
3111 111 ITddV
(1080 f131801)
001 311380831
(1080 1131801)
Ð¼1wÐ°Ð¾Ð¼Ð·1
(1V8O f1318011
NIH8ON31
(1V80 1131801)
Ð¾Ð¼Ð¿Ð¾Ð°Ð¸Ð¾Ñ Ð¼1Ð¼101
(1080 f131801â€º
315330003
(1V80 :131801)
3N13003 /M Ð¾Ð¼Ð¿Ð¾Ð°wÐ¾Ñ 0Ð˜05
(1080 f131801)
Ð¾Ð¼Ð¿Ð¾Ð°wÐ¾Ñ 0Ð˜05
(1V80 f31058031
S9-ON0OdNO3 NOA800
(1080 13105803)
08008Ð½03 80A800
Ð› 1113310
3111 30111
9092 59000l
3000110Ð½1801Ð½3 110100310
90001
1010831V
9009
101ON31V
3508 aus 21 03 =ÑÐ½Ð·Ð³Ðµ
30180TH308OAH 3NI3OZV1N38 5N18I8SV
90002 t90522
31VOV808830 fN18I85V
9091 f90002 f90922
3lVH85OH8 3013003
f100088OS1803 tN18I85V
90002 t90922
100088OS1803 2N18I85V
9w59 fowv'zs fswÃ³az
Ð·oluowHaouoXH ÑÐ¼Ð·Ð½Ð°Ð¶Ñ…Ð¾Ð°Ð¾8Ð°
138133103 10181850
ÑwÐ³Ð³ 53w0'28 fÑwÑŒÐ²Ñ
30180103080AH 3NÐ·HÃ Xxo8ou8
fÑÐ¼133303 fÐ¼181850
Ð1 1301
1131031 11 3Ð11 1
101111103Ðœ1 11111501313 011 113110 31111001dd1 1111 51101 GN1 SO'IÃ‰'L 01 ZO'l'I 1013 03101dd1 51101 'AI 31011



Ð¨Ð•Ð• 111.  NDA'S APPROVE D FROM T-HZ AT O 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT IS)
ST RE NGT H) S)
AT E NOL OL; CHL ORT HAL IOONE
50MG; 25MG
AT RACURIUM BE SYL AT E
T OMG/ML
AT ROPINE SUL FAT E; OIFE NOXIN HYDROCHL ORIOE
0.025MG; 0.5MG
AURANOFIN
3MG
AT ROPINE SUL FAT E; OIFE NOXIN HYDROCHL ORIOE
0.025MG; IMG
AZ AT AOINE MAL E AT E
1MG
AZ AT ADINE MAL E AT E;
PSE UDDE PHE DRINE SUL FAT E
1MG; 120MG
BACL OFE N
T OMG
BACL OFE N
20MG
BE CL OME T HANSONE OIPROPIONAT E
0.042MG/INH
T RADE NAME
D AE FRMâ€™  R T E
T E NORE T IC 50
(T ABL E T; ORAL)
T RACRIUM
(INJE CT ABL E; INJE CT ION)
MOT OFE N HAL F-ST RE NGT H
(T ABL E T; ORAL)
RIOAURA
(CAPSUL E; ORAL)
MOT OFE N
(T ABL E T; ORAL)
OPT IMINE
(T ABL E T; ORAL)
T RINAL IN
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
L IORE SAL
(T ABL E T; ORAL)
L IORE SAL DS
(T ABL E T; ORAL)
BE CL OVE NT
(AE ROSOL; INHAL AT ION)
APPL I AÐœ1 ÐœAÐœÐ•
ST UART PHARMS/ICI AM
BURROUGHS NE L L COME
MCNE IL L ABORAT ORIE S
SK& F L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
SCHE RING
SCHE RING
GE IGY/CIBA-GE IGY
GE IGY/CIBAâ€” GE IGY
GL AXO
NDAN.
APPR VAL DAT E
18-760
06-08-84
18-831
11-23-83
17-744
07-14-78
18-689
05-24-85
17-744
07-14-78
17-601
03-29-77
18-506
03-23-82
17-851
11-22-77
17-851
01-20-82
18-153
06-24-80
Ð¨
Ð•Ð¥Ð .  DAT E
3663607
05-16-89
3934032
01-20-93
3836671
09-17-91
4179507
12-18-96
3646207
02-28-89
3635945
01-18-89
3708579
01-02-90
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
4414209
08-23-94
4364923
12-21-99
E XCL IVIT Y
E XP.  DAT E
NC
09-24-86
NCÐ•
11-23-93
NCÐ•
05-24-90
NC
09-24-86
NS
09-24-86
IV-T T



21-^1
86-62-21
33N
98-72-60
3N
98-72-60
3N
3110 â€˜013
11111 1 13
06-01-Â¿0
2129718
16-20-70
2991088
26-Â¿2-10
Â¿929262
26-12-60
1202862
26-Â¿2-10
Â¿929262
26-12-60
1202868
98-60-Â¿0
8912622
98-60-Â¿0
8912622
98-60-Â¿0
8912622
76-82-80
6027177
66-62-01
8267987
16-08-60
Â¿699227
66-12-21
8267987
76-82-80
6027177
76-82-80
6027177
66-62-01
8267987
Â¿6-02-60
Â¿695227
3110 â€˜013
' 113110
88-62â€”21
998-81
28-92-90
Â¿79-81
28-92-90
Â¿79-81
Â¿ Â¿-62-2O
791-21
69-Â¿ O-Zl
791-21
69-Â¿0-21
791-21
18-72-60
lZ S-81
18-02-60
789-81
9Â¿-21-SO
2Â¿9-Â¿1
3110 T VAOMddV
01 101
531801080801 01800
5805 0NV 881005 83
5805 0NV 881005 83
5805 0NV 881005 83
5805 0NV 881005 83
5805 0NV 881005 83
9N18303S
OXVT9
9N18303S
3111 111313001
(1V80 f80110105)

Ñ… Ð·Ð¸Ð¶Ð½ Ñ
11V8O f1318011
3012803
1T V8O fl31801)
3012803
(1V80 5131801)
01-0113801VN
(1080 f131801)
S-0113801VN
(T V80 f131801)
9'2-N113801VN
(T VSVN/8011VT VHNI t1OS083V)
3SVN33NVA
11VSVN/8011VT VHN1 t1OS083V)
35V80338
(8011VT VHN1 t1OS083V)
11833NVA
131101 Â°N003 30VÂ§OGT
BNVN 30111
109'Â¿/9000S
30100811838
9008 f909
1010008 5301201H13Ð˜013080038
3Ð˜07 53Ð˜5
1010008 5301201H130013080038
9001
3012V10130013080839
90S
3UIZ VIH13001308UN38
909'2
3012V10130013080838
HNI/90270'0
31VNOI808810 3NOSNVH13001338
HNI/90270'0
31VNOI808810 3NOSNV013001338
HNI/90270'0
31V801808810 3NOSNV013001338
13111513113
1511131031311 311131
10111110311 11111503313 011 113110 31111001dd1 1111 SIVGN GNV SR'IE 'L  01 Z8'l 'l  1013 03001dd1 51101 'AI 3T8V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AÐœ1] EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDA NO. PATENT N . EX L IVITY
BETAMETHASONE CELESTONE SCHERING 12-657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23-86
BETAMETHASONE CELESTONE SCHERING 14-215 3485854
0.6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86
BETAMETHASONE CELESTONE SCHERING 14-762 3485854
0.2% ICREAN; TOPICAL) O4-TO-64 )2-23-86
BETAMETHASONE ACETATE; CELESTONE SOLuSPAN SCHERING 14-602 3485854
BETAMETHASONE SOOIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/NL; E0 3MG BASE/NL
BETANETHASONE OIPROPIONATE OIPROLENE SCHERING )8-741 4070462
EO 0.05% BASE (OINTMENT; TOPICAL) 07-27-83 01-24-95
Ð’Ð•1AHÐ•1ÐASO8Ð• DIPROPIONATE BETAMETHASONE OIPROPIONATE PHARNADERN/BYK-GLON 19-136
EO 0.05% BASE ICREAM; TOPICAL) 06-26-84
BETANETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE E EOuGERA/BYK-GLON )9-)37
EO 0.05% BASE TCREAM; TOPICAL) 00-26-84
BETAMETHASONE OIPROPIONATE ALPHATREx SAVAGE LABS/BYK-GLON )9-)38
E0 0.05% BASE (ÑÐ½ÐµÐ´Ð¸; TOPICAL) 06-26-84
BETAMETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE PHARMADERM/BYK-GLON 19-140
EO 0.05% BASE (OINTNENT; TOPICAL) 09-04-84
BETAMETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE E FOUGERA/BYKÂGLON 19-141
E0 0.05% BASE IOINTNENT; TOPICAL) 09-04-84
BETANETHASONE OIPROPIONATE ALPHATREx SAVAGE LABS/BYK-GLON 19-)43
E0 0.05% BASE IOINTNENT; TOPICAL) 09-04-84
BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING )7-535 O-T
E0 Ð¾ 05% BASE ICREAM; TOPICAL) 01-29-75 09-24-86
BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING 17-691 0-1
E0 0.05% BASE IOINTNENT; TOPICAL) 04-T5Â76 09-24-86
BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING 17-781 0ÂT
E0 0.05% BASE (LOTION; TOPICAL) 02-01-77 09-24-86



IV-14
TABLE IV. NDAâ€˜S APPROVED FROM 1'T-82 T0 7-3T-85 AN0 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH1Â§L
BETAMETHASONE OIPRÐžPIONATE
E0 0.1% BASE
BETAMETHASONE OIPROPIONATE; CLOTRIMAZOLE
EO 0.05% BASE; 1%
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMEIHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
EO 0.1% BASE
BETAMETHASONE VALERATE
E0 0.1% BASE
TRADE NAME
(DOÂ§AGE FORM; ROUTE)
OIPROSONE
(AEROSOL; TOPICAL)
LOTRISONE
(CREAM; TOPICAL)
BETA-VAL
(CREAM; TOPICAL)
BETADERM
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETAMETHASONE VALERATE
(CREAM; TOPICAL)
BETATREX
(CREAM; TOPICAL)
BETATREX
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(LOTION; TOPICAL)
BETATREX
(LOTION; TOPICAL)
APPLICANT NAME
SCHERING
SCHERING
LEMMON
TJ ROACO
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
NDA NO.
APPR VAL DATE
17-829
05-24-77
18-827
07-10-84
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
PATENT .
EXP. DATE
3660577
05-02-89
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
EX L IVITY
EXP. DATE
D-I
09-24-86
NC
09-24-86



TABLE IV. NDA'S APPROVED FROM 1'T-82 TO 7'31fBS AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INOREDIENTLS) TRADE NAME APPLI ANT NAME ÐœDA Ðœ . PATENT NO. EXCLUSIVITY
TREN TH S D A Ð• F RMâ€™ R TE APPR VAL DATE EXP. DATE EXP. DATE
BETANETHASONE VALERATE BETANETHASONE VALERATE PHARMADERM/BYK-GLÐžN 18-870
EO 0.1% BASE ILOTION; TOPICAL) 08-31-83
BETHANIOINE SULFATE TENATHAN AH ROBINS 17-675 3495013
TOMG (TABLET; ORAL) 05-29-81 02-10-87
Ð’Ð•Ð¢ÐA81018Ð• SULFATE TENATHAN AH ROBINS 17-675 3495013
25MG (TABLET; ORAL) 05-29-81 O2Â10Â87
BITOLTEROL NESYLATE TORNALATE NINTHROP-BREON/STERL 18-770 4138581 NCÐ•
0.8% (AEROSOL; INHALATION) 12-28-84 02-06-96 12-28-89
BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618
50MG/NL (INJECTABLE; INJECTION) 07-18-78 04-29-86
BROMOCRIPTINE MESYLATE PARLOÐžEL SANOOZ PHARMS/SANOOZ 17-952 3752888 IÂ16
EO 2.5NG BASE (TABLET; ORAL) 06-28-78 08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
BROMOCRIPTINE MESYLATE PARLODEL SANOOZ PHARMS/SANOOZ 17-962 3752888 I-16
EO SMG BASE (CAPSULE; ORAL) 03-01-82 08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
BROMOOIPHENHYDRAMINE HYDROCHLORIOE; AMBENYL MARION LABORATORIES 09-319
CODEINE PHOSPHATE (SYRUP; ORAL) OT-IO-84
12.5NG/5ML; TOMG/SNL _
BROMPHENIRAMINE MALEATE; OIMETANE-DC AH ROBINS 11-694
CODETNE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIOE
2MG/5ML; TOMG/5ML; 12 . 5MG/5ML
BRONPHENIRAMINE MALEATE; OIMETANE-OÐ¥ AH ROBINS 11-694
ÐžEXTRONETHORPHAN HYÐžROBRONIDE; (SYRUP; ORAL) 03-29-84
PSEUDDEPHEDRINE HYDROCHLORIOE
2MG/5ML; TOMG/5ML; 30MG/5ML
IV-15



91-A1
98-72-60
3N
26-82-20
33N
26-82-20
33N
26-82-20
33N
26-82-20
33N
31V 'd13
AIIAI 1 13
16-92-90
9296182
16ÂSZ Â70
vS9908S
68-11-10
:Bsvcgc
16-22-70
7299082
68-11-10
2897292
1BÂEz Âv0
BE SBBBE
BB-11-10
Essvsss
16-22-70
7299082
68-11-10
2897292
3IVÐž 'd13
'ON Ð¨Ð•Ð›/Ð´
8Â¿-22-80
Â¿98-Â¿1
28-20-60
708-81
28-20-60
708-81
78-70-90
269-81
98-71-90
922-81
S8-8Z-Z O
922-91
28-82-20
922-81
98-71-90
922-81
28-82-20
922-81
78-62-20
Â¿80-21
78-72-80
6Â¿2-61

3IVG T VA ÐÐœ
'ON VGN
0-8/9801 1019188
$0088 080H8 V81$V
$0088 080H8 V81$V
9N11831$/9801 80388
30308 VT-NNV03300
3H308 V1-NNVHJJOH
30308 V1-NNV03300
30308 VT-NNVH33OH
30308 VT-NNV03300
$01808 HV
S81808 HV
BNVN INV ITddV
(801133Ð“8I 53180133Ð“ N1)
100V1S
(801133Ð“8I 5318V133Ð“ N1)
3NIV38OSN3S
(801133Ð“81 531801338N1)
3NI038OSN35
(NOI133Ð“ NI f3180133Ð“811
1VNI85 3Nl03800
1V80 f131801)
X3008
(801133Ð“ N1 53180133[`N1)

Ð¥Ð— ÐÐŸÐ
(1V8O t1318V1)
X3008
(T V80 f131801)
X3008
1T V80 f131801)
X3008
(T V80 t8IXI13)
88V13010 81X113
(1V80 f808AS)
X0-3NV13010
Ð¨Ñ‚?! M1103 3DVÂ§OGT
3NVN 3GV111
10/901
31V81801 108VH880108
10/901600'0 1%51'0
Ð·lvulavlle  3NI8H33NI33

Ð— Ð·Ð¾ Ñ… Ð½ Ð¾ Ñ‚Ð½ ÑÐ¾ Ð½ Ð¾ Ð¶Ð½  3NIvJvAIBn8
10/901600'0 f29'0
31V81801I8 3N18H83NI83
f3O180103080AH 3NIV30AI808
%Sz 8 1%91'0
35081Ð¥30 130100103080AH 3NIVJVAI3n8
902
3OINV13008
10/9092'0
aolnvlauna
909'0
301NV13008
902
3OINV13008
901
301NV13008
109/9092 1109/907
30180103080AH 3NIHVT0NV80881AN3H8
f3103T V0 3010V8IN3H80088
109/9002 f109/9001 t109/902
30180103080AH 3N1803H83000358
53010088080AH NVH88OH130081X30
f31V3T V0 3N1NV81N3080088
101H19N31113
T SL L N3IG3MONI 3A113V

NOIL VN1103NI AIIAISOT O13 GNV 1N31Vd 31VIMdOMddV HL IM ÐœGÐœ GNV SO'1Ãˆ'L  01 10'1'1 ÐÐž Ð¨ G3A0ÐddV Â§1VGN 'AI 3100



IAOLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INOREDIENTIS)
STRENOTHLS)
BUTORPHANOL TARTRATE
2MG/ML
CALCEFEOIOL, ANHYDROUS
0.02MG
CALCEFEOIOL, 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;
SOOIUM ACETATE;
SOOIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; 30MG/100ML;
74MG/100NL; 640MG/100ML; SOOMG/1OOML;
74MG/100ML
TRADE NAME
DAEFRMR Ð˜
STADOL
(INJECTABLE; INJECTION)
CALDEROL
(CAPSULE; ORAL)
CALDEROL
(CAPSULE; ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
ISOLYTE E Ð˜/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLI ANT NAME
BRISTOL LABS/B-M
UPJOHN
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MCGAN/AM HOSP
NDA .
APPR VAL DATE
17-857
08-22-78
18-312
08-05-80
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 .
Ð¨
3819635
06-25-91
3833622
09-03-91
3565924
03-23-86
3833622
09-03-91
3565924
03-23-86
3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
3597559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
Ð•Ð¥ L IVITY
EXP. DATE
I-18
12-21-87
1-18
12-21-87
IV-17



81-A1
78-08-11
288-81
78-08-11
288-81
78-08-11
288-81
28-92-80
Â¿08-81
28-92-80
L08-81
28-92-80
Â¿08-81
28-92-80
Â¿08-81
31VG Â°d13 31VG TVAOMddV
AIIAISOTDXÃ
'ON 1N31Vd â€™ N VGN
030130
030130
030130
85OH NV/MV930 NV
85OH NV/MV930 NV
85OH NV/MV930 0V
85OH NV/ÐœV930 NV
BNVN LNVDITddV
<1v38011838v018I fnolln3os)
83N1v1803 011$V18 N1
%SzÂ°v 35081Ð¥30 /M
Ð¥313130
(1138011838V8181 tN01101OS)
83NIV18O3 311$VTd N1
%9'2 35081Ð¥30 /M
X313130
(1v38011838v81NI fNollnwoS)
u3NIv1803 Jllsv18 NI
%sâ€˜1 3sou1Ð¥30 /M
Ð¥313130
(1138011838V8181 f801101OS)
8381V1803 311$VTd N1
%09 3S081X3O /M
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSL
STRENGTHLS)
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 1.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 2.5GM/1OOML;
5.08MG/100ML; 538MG/100ML; 448MG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/1O0ML; 538MG/1O0ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/1OOML; 1.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/1OOML; 538MG/1OOML; 448MG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 4.25GM/100ML; 5.08MG/100ML;
538M6/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
26MG/100ML; 2.5GM/1OOML; 15MG/1O0ML;
SÃ“OMG/1OOML; 39OMG/1OOML
TRADE NAME
)DOSAGE FORM; ROOTE)
DELFLEX
N/ DEXTROSE 1.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 2.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
N/ DEXTROSE 4.25%
LON 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
N/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
OIALYTE
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
NDA Ðœ .
APPROVAL DATE
PATENT NO.
EXP. 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
EXCLUSIVITY
IV-19



02-A1
(801133Ð“81 53180133Ð“N1)
10001/90098 f10001/9002 t10001/9022
28-60-11 8301v1809 3115v18 NI 30180103 Ð˜01005
121-81 850H NV/ÐœV99Ð˜ NV 5.839818 530180103 Ð˜n155v108 530180103 Ð˜ÐŸ191v9
(801133081 f3180133081) 1Ð˜001/9Ð˜098 f1Ð˜001/9Ð˜02 21Ð˜001/9Ð˜52
28-Â¿0-20 83NIV18O9 3115v18 NI 30180103 Ð˜01005
809-81 5801 1oN3AV81 801133081 5839818 f30180103 Ð˜0155v108 f30180103 Ð˜0191v9
18011V91881 tNOI101OS) 10001/90098 t10001/9002 f10001/9022
28-61-20 8301V1809 9115V18 NI 30180103 001008
960-81 5801 1ON3AV81 5.839818 5301801H9 Ð˜8155v108 f301801H9 Ð˜0191v9
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(801133081 :318v133Ð“~1> 21Ð˜001/Ð˜99 21Ð˜001/9Ð˜85
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TABLE IV. NDA'S APPROVED Ð•ÐœÐ¨ T-T'OZt TO 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE 1Ðœ6ÐœÐ•ÐŸ1Ð•Ðœ1151
STRENOTHL S)
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/1OOML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/1OOML; Ã“OOMG/TOOML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
179MG/100ML; 600MG/TOOML;
310MG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; 5GM/100ML;
T79MG/1OOML; 6OOMG/IOOML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
ZOMG/1OOML; SGM/100ML;
254MG/100ML; Ã“OOMG/TOOML;
3TOMG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100ML; Ã“OOMG/1OOML;
3TOMG/TOOML
TRADE NAME
(DOSAGE FORM: ROUTE)
POTASSIUM CHLORIDE
5MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TONEO IN DEXTROSE 5%
ANO LACTATEO RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TSMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
3OMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLI ANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
NDAN.
APPROVAL DATE
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
19-367
04-05-85
PATENT NO. EXCLUSIVITY
IV-21



1
1
18â€”21â€”01
Â¿â€”0
98â€”02â€”60
02â€”1
3110 'Ð±Ð¥3
96â€”80â€”80
9115010
98â€”00â€”11
2089108
98â€”70-11
2089108
58-Llâ€”10
E7E-8l
7L-OS-7O
90g-Ll
â‚¬LÂLlâ€”ll
L7S-Ql
08â€”80â€”70
126-81
28â€”12â€”21
189â€”81
28â€”61â€”20
060-81
58â€”50-70
Â¿98-61
98-90-00
Â¿QS-61
3lVÃ»  'dX3
Ð11Ð1Ð—ÐŸ13Ð¥3
f0N 1N31Vd
3110 1VAO6ddV
'0N VGN
sNos uNv 881005 Ð¸Ð·
18315/5801 808HIÐœ1Ðœ
18315/5801 808HIÐœ1Ðœ
5801 1083^V81
85OH Ð˜V/ÐV93Ð˜ NV
5801 1083^081
SEV? 1083^V81
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22â€”^1
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ovv 3nÃ²v8os1
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5.839818 03101301
("011V91881 tNOIln3OS)
838101803 3115018 NI
5.839818 03101301
(80110Ð1881 Ð—8011ÐŸ105)
838101803 3115018 NI
5-839818 03101301
(Ð¼01133ÑÐ¼1 f3390133ÑÐ¼1â€º
Ð½Ð·Ð¼101Ð¼03 3115014 N1
5.Ð½Ð·ÑÐ¼1Ð½ 03101301 oNv
Ð¸Ð· Ð·Ð·Ð¾Ð½1Ñ…Ð·Ð¾ N1 bÐ·wov
3018OTÐ½3 Ð¸Ð¿15501Ð¾Ð°
â€¹Ð¼01133ÑÐ¼1 53180133Ð“81)
Ð½Ð·Ð¼101Ð¼Ð¾3 311501Ð° N1
5-8Ð—Ð818 031013VT oNv
Ð¸Ð· Ð·Ð·Ð¾Ð¸1Ñ…Ð·Ð¾ N1 Ð¾Ð·wÐ¾Ð³
3018OTÐ½3 Ð¸Ð¿15501Ð¾Ð°
131ÐŸÐžÐ ÐÐœ603 3915001
31VN 30V61
9Ð˜9'Zl
118801803
1Ð˜/9Ð˜8'19Ð  Ð1Ð˜/9Ð˜1'071 51Ð˜/9Ð˜58'0
0130 310218130 5301Ð˜ÐŸ1930 5Ð˜ÐŸ13103
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Ð˜ÐŸ1005 3100218130 53LVOZ18HH 301Ð˜ÐŸ1930
531VOZ18l30 NÃœIS3NÐVN 53lVOZ18l30 Ð˜ÐŸ13103
1Ð˜001/9Ð˜01Ð• 51w001/9wo09
11Ð¸001/9Ð˜08 51Ð¸001/9Ð¸02
3101303 Ð¸Ð¿ÑˆÐ¾5 Ð±Ð·Ð°ÑˆÐ¾Ñ‡Ð½Ñ Ð¸Ð¿1005
530180TH3 Ð˜ÐŸ1$$0108 f30180TH3 Ð˜ÐŸ13103
1Ð˜001/9Ð˜018 51Ð˜001/9Ð˜009
51Ð˜001/9Ð˜08 51Ð˜001/9Ð˜02
3101301 Ð˜ÐŸ1005 5301801H3 Ð˜ÐŸ1005
53CI18O303 Ð˜ÐŸ1550108 5301801K) Ð˜ÐŸ13103
1Ð˜001/9Ð˜018 f1Ð˜001/9Ð˜009
51Ð˜001/9Ð˜08 f3NO0l/9NOZ
3101301 HÐŸ1005 53UIHO3HÃ) Ð˜ÐŸ1005
5301801H3 Ð˜01550108 530180TH1 Ð˜ÐŸ13103
1Ð˜001/9Ð˜018
51Ð˜001/9Ð˜009 51Ð˜001/9Ð˜828
t'MOOL/NSS t1Ð˜OO1/3NOZ
3101301 Ð˜ÐŸ1005
301801H3 Ð˜ÐŸ1005 5301801H3 Ð˜ÐŸ1550108
fÃˆIS08DGO 53U18O Ì03 Ð˜ÐŸ13103
1Ð¸001/ÑÐ¸Ð¾1Ð³
13wo01/3w009 13Ñ‹001/9Ð¸822
f1Ð¸001/Ð¸99 53Ð¸001/9Ð¸02
3101301 wnloos
301u0103 Ð¸Ð¿1005 530180TH3 Ð¸Ð¿1550100
Ð±Ð·5Ð¾Ð¸1Ñ…Ð·Ð¾ 530180TH3 Ð¸Ð¿13103
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T_A_BLE IV. NDA'S APPROVED FROM T-1-OZ TO 7'31'85 Ð¨ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
CAPTOPRIL CAPOTEN ER 500IB8 AND SONS 18-343 4105776 I-20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 IÂ20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SOUIBB AND SONS 18-343 4105776 I-20
TOOMG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 25/15 ER 500IB8 AND SONS 18-709 4105776 NC
25MG; TSMG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 25/25 ER 500188 AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 50/15 ER 500IB8 ANO SONS 18-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 50/25 ER SOUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
IOOMG (TABLET, CHENABLE; ORAL) 12-14-81 10-11-00
IV-23
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0206918
98â€”61â€”80
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0Ð˜052 f9Ð˜92
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IAOCE IV.
NDA'S APPROVE D FROM 1-1-82 10 7-31-85 AND NOA'S NIT H APPROPRIAT E PAT E NT ANDÐ™ E XCL USIVIT Y INFORMAT ION
ACT IVE INCRE DIE NT IS)
ST RE NOT HL S)
CE L L UL OSE SOOIUM PHOSPHAT E

2.5GH/Ð ÐCÐšÐ•Ð¢
CE RUL E T IOE OIE T HYL AMINE
0.02MG/ML
CHE NOOIOL
250MG
CHL OROIAZ E POXIOE
25MG
CHL OROIAZ E POXIOE
5MG
CHL OROIAZ E POXIOE
T OMG
CHL OROIAZ E POXIOE
3OMG
CHL OROIAZ E POXIOE HYDROCHL ORIOE
5MG
CHL OROIAZ E POXIOE HYDROCHL ORIOE
T OMG
CHL OROIAZ E POXIDE HYDROCHL ORIÐž E
25MG
CHL OROIAZ E POXIOE HYDROCHL ORIOE
100MB/AMP
CHL OROIAZ E POXIOE HYDROCHL ORIOE;
CL IOINIUM BROMIOE
5MG; 2.5MG
CHL OROIAZ E POXIOE; E ST ROGE NS,  CONJUGAT E D
5MG; 0.2MG
T RADE NAME
(OOSAOE FORM; ROOT E)
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)
L IBRE L E ASE
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
L IBRIUM
(CAPSUL E; ORAL)
L IBRIUM
(CAPSUL E; ORAL)
L IBRIUM
(CAPSUL E; ORAL)
L IBRIUM
(INJE CT ABL E; INJE CT ION)
L IBRAX
(CAPSUL E; ORAL)
ME NRIUM 5-2
(T ABL E T; ORAL)
APPL I ANT NAME
MISSION PHARMACAL
ADRIA L ABORAT ORIE S
ROW E L L L ABORAT ORIE S
ROCHE PRODUCT S
ROCHE PRODUCT S
ROCHE PRODUCT S
HOFFMANN-L A ROCHE
ROCHE PRODUCT S
ROCHE PRODUCT S
ROCHE PROÐž UCT S
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
NDA NO.
APPR VAL DAT E
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
17-813
09-12-83
12-249
02-24-60
12-249
02-24-60
12-249
02-24-60
12-301
07-21-61
12-750
05-02-61
14-740
10-27-59
PAT E NT N .
Ð¨
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02-23-99
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02-23-99
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4316897
02-23-99
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02-23-99
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02-23-99
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02-23-99
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Ð•Ð¥ L  IVIT Y
E XP.  DAT E
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09-24-86
IV-25
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AÐœD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
CIMETIOINE TAGAMET SK&F LAB 17-920 3950333
300MG (TABLET; ORAL) 08-16-77 04-13-93
4024271
05-17-94
CIMETIOINE TAGAMET SK&F LAB 17-920 3950333 NS
400MG (TABLET; ORAL) 12-14-83 04-13-93 09-24-86
4024271
05-17-94
CIMETIOINE HYDROCHLORIOE TAGAMET SK&F LAB 17-924 3950333
Ð•0 300MG BASE/5ML (SOLUTION; ORAL) 08-16-77 04-13-93
4024271
05-17-94
CIMETIOINE HYDROCHLORIOE TAGAMET SK&F LAB T7Â939 3950333
EO 150MG BASE/ML (INJECTABLE; INJECTION) 08-16-77 04-13-93
4024271
05-17-94
CINOXACIN CINOBAC ELI LILLY 18-067 3669965
250MG (CAPSULE; ORAL) 06-13-80 06-13-89
CINOXACIN CINOBAC ELI LILLY 18-067 3669965
500MG (CAPSULE; ORAL) 06-13-80 06-13-89
CISPLATIN PLATINOL-AO BRISTOL LABS/B-M 18-057 4177263 NDF
0.5MG/ML (INJECTABLE; INJECTION) 07-18-84 12-04-96 09-24-86
4310515
01-12-99
CITRIC ACID; MAGNESIUM OXIDE; IRRIGATING SOLUTION G TRAVENOL LABS 18-519 ÐœÐ¡
SOOIUM CARBONATE IN PLASTIC CONTAINER 06-22-82 09-24-86
3.24GM/1OOML; 380MG/100ML; 43OMG/100ML (SOLUTION; IRRIGATION)
CITRIC ACIO; MAGNESIUM OXIOE; UROLOGIC G ABBOTT LABORATORIES 18-904 NC
SO010H CARBONATE IN PLASTIC CONTAINER 05-27-83 09-24-86
3.24GM/100ML; 380MG/100ML; 430MG/100ML (SOLUTION; IRRIGATION)
CLEMASTINE FUMARATE TAVIST DORSEY LABS/SANDOZ 18-675 NDF
EO 0.5MG BASE/5ML (SYRUP; ORAL) 06-28-85 06-28-88
IV-27
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T ABL E IV.  NDA'S APPROVE D FROM T-1'OE T O 7-31-85 AND NOA'S NIT H APPROPRIAT E PAT E NT AND E XCL OSIVIT Y INFORMAT ION
PAT E NT NO.
E XP.  DAT E
ACT IVE INGRE DIE NT L S)
ST RE NGT H) S)
CL ORAZ E PAT E OIPOT ASSIUM
15MG
CL ORAZ E PAT E OIPOT ASSIUM
22.5MG
CL ORAZ E PAT E DIPOT ASSIUM
11.25MG
CL ORAZ E PAT E OIPOT ASSIUM
3.75MG
CL ORAZ E PAT E OIPOT ASSIUM
7.5MG
CL ORAZ E PAT E OIPOT ASSIUM
15MG
CL OT RIMAZ OL E
1%
CL OT RIMAZ OL E
1%
CL OT RIMAZ OL E
1%
CL OT RIMAZ OL E
T OOMG
T RADE NAME
)DOSACE FORM; ROOT E )
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)
L OT RIMIN
(SOL UT ION; T OPICAL)
L OT RIMIN
(CRE AM; T OPICAL)
GYNE-L OT RIMIN
(CRE AM; VAGINAL)
GYNE-L OT RIMIN
(T ABL E T; VAGINAL)
APPL ICANT NAME
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
SCHE RING
SCHE RING
SCHE RING
SCHE RING
NA.
APPROVAL DAT E
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
17-613
02-03-75
17-619
03-18-75
18-052
11-08-78
17-717
03-24-76
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
Ð¥ 11111
P.
T
IVÂ29



08-A1
98â€”92-60
3ON
88Â6l-70
SN
3110 Â°dÐ¥3
Ð11AI$ÐŸ33Ð¥3
68-20-90
1190998
68-90-21
2119018
16-10-01
8196888
68-20-90
1190998
68-90-21
2119018
16-10-01
8196888
68â€”20â€”90
1190998
68-90-21
2119018
16-10-01
8196888
68â€”20â€”90
1190998
68-90-21
2119018
16-10-01
8196888
68â€”20-90
1190998
68â€”90â€”21
2119018
16-10-01
8196888
68-20-90
1190998
68-90-21
2119018
16-10-01
8196888
88-11-90
811-81
61-91-20
082-81
61-91-10
881-81
98-61-70
690-61
61-12-20
281-81
61-91-10
181-81
5311Ð˜/5Ð˜80H8
53 |̀1Ð˜/5Ð˜81H8
5311Ð˜/9Ð˜80HÐ«
5331Ð˜/5ÐÐVH8
5331N/5N80H8
5331N/508VH8
S31IN
533IN
5331Ð˜
$311Ð˜
$311Ð˜
5311Ð˜
(T080 53S03ZO3/30308U
Ð¥Ð3Ð—3AÐ˜
(3VN1ÐV^ tNV3831
9â€”X3133AN
(GV3180l tN03831
Ð¥Ð—1Ð—3AH
(TV81ÐVA f1318013
Ð-Ð¥Ð—3Ð—3AÐ˜
(TV81Ð7A 5131801)
Ð-Ð¥Ð3Ð—3AÐ˜
Ð¿ÑŽÑˆÑˆ fÑŒÐ¢Ð¾Ð¿Ð³Ð¿Ð¾Ð·)
Ð¥Ð—3Ð—3AÐ˜
9Ð˜01
310ZVÐ˜1Ð1033
%1
31021Ð˜181OT3
ZI
31OZVNIHlOG3
9Ð˜009
310ZVÐ˜181OT3
9Ð˜001
3102VÐ˜3Ð1033
ZI
33021Ð˜181013
153Ð1ÐÐœ311$
(511131031911 3Ð1131
(3INGE fNNOI 391500)
BN11 111313ddV 3111 30111
3110 Â°dÐ¥3 3110 TVÐ01661
'GN 1N31Vd '0N VGN
NGIIVNNOINI Ð11Ð1ÐÐŸ3313 GNV 1N31Vd Ã‰lVINd06ddV HLIN SIVGN GNV 98'IE'L Gl ZG'I'I 1013 03Ð01661 SIVGN 'NI 33811



TABLE IV. NDA'S APPROVED FROM 1-1'82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDAN . PATENT N . EX L IVITY
STRENGTH)S) D A E F RM' R TE APPR VAL DATE EXP. DATE EXP. DATE
CLOTRIMAZOLE LOTRIMIN SCHERING 18-813 3839573
1% (LOTION; TOPICAL) 02-17-84 10-01-91
3705172
12-05-89
3660577
05-02-89
CODEINE PHOSPHATE; PHENERGAN VC N/ CODEINE NYETH LABS/AMHO 08-306
PHENYLEPHRINE HYDROCHLORIOE; (SYRUP; ORAL) 04-02-84
PROMETHAZINE HYDROCHLORIOE
TOMG/5ML; 5MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE; PHENERGAN N/ CODEINE NYETH LABS/AMHO 08-306
PROMETHAZINE HYDROCHLORIOE (SYRUP; ORAL) 04-02-84
TOMG/SML; 6.25MG/5ML
CODEINE PHOSPHATE; ACTIFED W/ CODEINE BURROUGHS NELLCOME 12-575
PSEUDDEPHEDRINE HYDROCHLORIOE; (SYRUP; ORAL) 04-04-84
TRIPROLIOINE HYDROCHLORIOE
10MG/5ML; 30MG/5ML; 1.25MG/5ML
COLESTIPOL HYDROCHLORIOE COLESTIO UPJOHN 17-563 3692895 I-24
SGM/PACKET (GRANULE; ORAL) 04-04-77 09-19-89 09-24-86
COLESTIPOL HYDROCHLORIOE COLESTIO UPJOHN 17-563 3692895 IÂ24
500GM/BOT (GRANULE; ORAL) 04-04-77 09-19-89 09-24-86
COPPER CUÂ7 SEARLE PHARMS 17-408 3563235
89MG (INTRAUTERINE DEVICE; 02-25-74 02-16-88
INTRAUTERINE) 4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
IV-31



IV-32
TAÃŸLE IV. N_GNS APPRGT@ FRGN T-1-ÃŸZ T0 7-31-85 ANG NGA'S RITH APPROPRIATE PATENT AND EXQLUSIVITY INFQRHATIM
ACTIVE INGREDIENTTS)
STRENGTH( 51
COPPER
120MG
CROMOLYN SOOIUM
ZOMG
CROMOLYN SOOIUH
4%
CROMOLYN SOOIUH
4Z
TRADE NAME
IMAGE FQRH; RQGTET
TATUM-T
(INTRAUTERINE DEVICE;
INTRAUTERINE)
INTAL
(CAPSULE; INHALATION)
NASALCROM
($0LUTION; NASAL)
OPIICROM
(SOLUTION; OPHTHALMIC)
APP I ANT NA
SEARLE PHARMS
FISONS
FISONS
FISONS
Ð©
APPR VAI. GATE
18-205
08-16-79
16-990
06-20-73
18-306
03-18-83
18-155
10-03-84
PATENT NG.
EXP. DAT
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
3686412
08-22-89
3777033
05-18-93
3686412
08-22-89
3777833
08-22-89
3419578
12-31-85
3975536
08-17-93
4853628
10-11-94
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
1 VTY
P.T
IÂ22
09-24-86
Ð¼Ð°Ð³
09-24-86
NDF
10-03-87



T ABL E IV.  NDA'S APPROVE D FROM 1-1'82 T O 7-31'85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL OSIVIT Y INFORMAT ION
PAT E NT OO.
E XP.  DAT E
ACT IVE IN RE DI NT
ST RE NCT H) S)
CROMOL YN SOOIUM
T OMG/ML
CYCL OBE NZ APRINE HYDROCHL ORIOE
5MG
CYCL OBE NZ APRINE HYDROCHL ORIOE
T OMG
CYCL OPHOSPHAMIOE
IGM/VIAL
CYCL OPHOSPHAMIOE
T GM/VIAL
CYCL OPHOSPHAMIOE
2GM/VIAL
CYT ARABINE
T OOMG/VIAL
CYT ARABINE
500MG/VIAL
DANT ROL E NE SOOIUM
25MG
DANT ROL E NE SOOIUM
T OOMG
DANT ROL E NE SOOIUM
50MG
T RADE NAME
@ SACE FORM; ROOT E)
INT AL
(SOL UT ION; INHAL AT ION)
FL E XE RIL
(T ABL E T; ORAL)
FL E XE RIL
(T ABL E T; ORAL)
CYT OXAN
(INJE CT ABL E; INJE CT ION)
NE OSAR
(INJE CT ABL E; INJE CT ION)
CYT OXAN
(INJE CT ABL E; INJE CT ION)
CYT OSAR-U
(INJE CT ABL E; INJE CT ION)
CYT OSAR-U
(INJE CT ABL E; INJE CT ION)
DANT RIUM
(CAPSUL E; ORAL)
DANT RIUM
(CAPSUL E; ORAL)
DANT RIUM
(CAPSUL E; ORAL)
APPL I ANT NAM
FISONS
MS& D/ME RCK
MS& D/ME RCK
ME AD JOHNSON/B-M
ADRIA L ABORAT ORIE S
ME AD JOHNSON/B-M
UPJOHN
UPJOHN
NORW ICH E AT ON/P& G
NORNICH E AT ON/P& G
NORW ICH E AT ON/P& G
NIE NT E
APPR VAL DAT
18-596
05-28-82
17-821
08-26-77
17-821
08-26-77
12-142
08-30-82
87-442
07-08-83
12-142
08-30-82
16-793
06-17-69
16-793
06-17-69
17-443
01-15-74
17-443
01-15-74
17-443
10-10-75
3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
3454643
87-08-86
3882246
05-06-92
3454643
07-08-86
3882246
05-06-92
3444294
05-13-86
3444294
05-13-86
3415821
12-10-85
3415821
12-10-85
3415821
12-10-85
L IVIT Y
E XP.  DAT E
I-22
01-19-88
NS
09-24-86
85
09-24-86
85
09-24-86
IV-33



IV-34
ÐœÐ¨1Ð¨Ð¨ÐœÐ¨ÐœÐ˜ÐœÐœÐœÐ¨Ð© Ð¨Ð¨Ð¨ÐœÐœÐ¨Ð¨ÐœÐ¨Ð¨Ð¨Ð¨ÐœÐ¨
ACT IVE INGRE DIE NT L S)
ST RE NGT H1S(
DANT ROL E NE SOOIUM
Z OMG/VIAL
DE FE ROXAMINE ME SYL AT E
500MG/VIAL
DE SIPRAMINE
Z SMG
DE SIPRAMINE
50MG
DE SIPRAMINE
25MG
DE SIPRAMINE
SOMG
DE SIPRAMINE
75MG
DE SIPRAMINE
T OOMG
DE SIPRAMINE
T SOMG
HYDROCHL ORIOE
HYDROCHL ORIDE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
T RADE ÐœAÐœÐ•
DGSAGE FORMâ€™  R T E
OANT RIUM
(INJE CT ABL E; INJE CT ION)
DE SFE RAL ME SYL AT E
(INJE CT ABL E; INJE CT ION)
PE RT OFRANE
(CAPSUL E; ORAL)
PE RT OFRANE
(CAPSUL E; ORAL)
NORPRAMIN
(T ABL E T; ORAL)
NORPRAMIN
(T ABL E T; ORAL)
NORPRAMIN
(T ABL E T; ORAL)
NORPRAMIN
(T ABL E T; ORAL)
NORPRAMIN
(T ABL E T; ORAL)
APPL ICANT NAME
NORW ICH E AT ON/P& G
CIBA/CIBA-GE IGY
USV L ABORAT ORIE S
USV L ABORAT ORIE S
ME RRE L L DON/DON CHE M
ME RRE L L DON/DOW  CHE M
ME RRE L L DON/DOW  CHE M
ME RRE L L DON/DON CHE M
ME RRE L L DON/DON CHE M
NDA .
APPROVAL DAT E
18-264
09-18-79
16-267
04-01-68
13-621
12-18-64
13-621
04-10-68
14-399
11-20-64
14-399
01-09-67
14-399
03-01-77
14-399
03-01-77
14-399
03-01-77
PAT E NT NG.
E XP.  DAT E
3415821
12-10-85
3471476
10-07-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
3454698
07-08-86
3454554
07-08-86
Ð•Ð¥Ð¡11$111Ð¢1
E XP.  DAT E



T ABL E IV.  NDA'S APPROVE D FROM T-T-BZ T T O 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT IS)
ST RE NGT H)S)
DE SIPRAMINE HYDROCHL ORIOE
T OMG
DE SMOPRE SSIN ACE T AT E
0.01%
DE SMOPRE SSIN ACE T AT E
0.004MG/ML
DE SONIOE
0.05%
DE SOXIME T ASONE
0.05%
DE SOXIME T ASONE
0.05%
DE SOXIME T ASONE
0.25%
DE XAME T HASONE
6MG
DE XAME T HASONE
6MG
DE XAME T HASONE
BMG
DE XT ROME T HORPHAN HYDROBROMIOE;
PROME T HAZ INE HYDROCHL ORIOE
15MG/5ML; 6.25MG/5ML
DE XT ROSE
SGM/100ML
T RADE NAME
DO AGE F RM' R T E
NORPRAMIN
(T ABL E T; ORAL)
DDAVP
(SOL UT ION; NASAL)
DDAVP
(INJE CT ABL E; INJE CT ION)
DE SONE N
(CRE AM; T OPICAL)
T OPICORT
(GE L; T OPICAL)
T OPICORT
(OINT ME NT; T OPICAL)
T OPICORT
(OINT ME NT; T OPICAL)
DE CADRON
(T ABL E T; ORAL)
DE XAME T HASONE
(T ABL E T; ORAL)
DE XAME T HASONE
(T ABL E T; ORAL)
PHE NE RGAN N/ DE XT ROME T HORPHAN
(SYRUP; ORAL)
DE XT ROSE 5%
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
ME RRE L L DON/DON CHE M
ARMOUR PHARM
ARMOUR PHARM
ONE N L ABS/DE RM PRODS
HDE CHST-ROUSSE L
HOE CHST-ROUSSE L
HDE CHST-ROUSSE L
MS& D/ME RCK
PAR PHARMACE UT ICAL
ROXANE L ABORAT ORIE S
NYE T H L ABS/AMHO
ABBOT T L ABORAT ORIE S
NDA NO.
APPROVAL DAT E
14-399
02-11-82
17-922
02-21-78
18-938
03-30-84
19-048
12-14-84
18-586
03-29-82
18-594
01-17-85
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
19-466
07-15-85
PAT E NT NO.
E XP.  DAT E
3454698
07-08-86
3454554
07-08-86
3497491
02-24-87
3497491
02-24-87
E XCL USIVIT Y
vE L L O/)T_T
NS
09-24-86
NDF
09-24-86
NDF
09-24-86
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
IV-35



98-^1

3111 'Ñ1Ð¥3
AIIAT IN 1313
06-72-70
8996218
06-72-10
8996218
MVG â€˜113
Ñ‚ 1N31Vd

NGIIVHNGJNT AIIAIE NT GXÃ m V INm d 31VINdGNddV HHN SIVGN GNV 98'lÃ® 'L  01 28â€˜1'1 110111 GE T AGNddV SIVGN 'AI IT GVI
18-61-60
826-81
28-82-80
799-81
28-82-80
899-8l
28-82-80
299-81
28-82-80
199-81
28-22-60
966-11
81-12-70
966-11
98-92-10
918-61
98-92-10
978-61
28-92-80
129-11
28-92-80
129-11
T T M-110 v dv
Ñ‚
531801V80801 110880
531801V80811 110881
531801180801 110880
531801180801 110880
531801180801 110880
85OH NV/MV93N NV
85OH NV/MV93N NV
531601160801 110880
531801180801 110880
5811 'ION3AV8I
5801 1083A181
31111 1NV311â€˜1dV
(NOII33Ð“ NI
53180133081)
830111803
3115118 NI %9'88 35081Ð¥3U
1801133081
3115118 NI
(NOI133Ð“ NI
3115118 NI
(NOI133Ð“ NI
3115118 NI
(NOII33Ð“ NI
3115118 NI
(NOII33Ð“ NI
(NOIlJÐ— Ð¡NI
3115118 NI
(NOI13Ð— Ð“ NI
53180133081)
830111803
%02 35081Ð¥30
53181133Ð“811
838111803
%09 35081Ð¥30
53180133081)
83N111803
%O7 35081Ð¥30
f31801330811
u3NIv1N03
%01 35081Ð¥30
5338V1D3Ð“ N1)
%09 35081Ð¥30
53380133Ð“ N1)
83NIV1NOJ
%09 35081Ð¥30
53380133Ð“ N1)
83NIVL NO3 3115118 NI
(NOII33Ð“ NI
%08 35081Ð¥3U
13180133081)
u3ulv1~03 3115118 NI
(801133Ð“ NI
3115118 NI

(Ð½ Ð¾ 11ÑÐ·Ð³Ð¼ 1
3115118 NI
%09 35081Ð¥30
53180133081)
838111803
%01 35081Ð¥3U
53181133Ð“81)
83NIV1NOJ
%09 35061Ð¥30

1311111 NNGI ÃGVE GGT

3Ð1Ðœ 111
1Ð˜001/Ð˜99'88
35081Ð¥30
1Ð˜001/Ð˜302
35081Ð¥30
1Ð˜001/Ð˜909
35081Ð¥30
1Ð˜001/Ð˜901
35081Ð¥30

Ñ‡Ð¸Ð¾ Ð¾ ÑŠ/Ð¸ÑÐ¾ Ð´
35081Ð¥30
1Ð¸001/Ð¸909
35081Ð¥30
1Ð˜001/Ð˜909
35081Ð¥30
1H001/Ð˜908
35081Ð¥38
M01/14909
35081Ð¥30
1H801/H901
35081Ð¥30

1Ð001/H909
35081Ð¥30

1$1Ð19Ðœ3111$

IN 10311 NI 3Ð11 1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AÐœÐŸ NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTH)S) )DOSAGE FORM; ROOTE) APPR VAL DATE EXP. DATE EXP. DATE
DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
50MG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/100ML; 80MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/100ML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; OOMG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; IÃ“OMG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SOOIUM HEPARIN SO010H 1,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 2,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 5,000 UNITS AM MCGAH/AM HOSP 19-130 NC
SGM/100ML; 1,000 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 20,000 UNITS TRAVENOL LABS 18-814 NC
SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN 10-31-83 09-24-86
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-37



11-38
TABLE IV.
ACTIVE INOREDIENTIS)
STRENGTH S
DEXTROSE; HEPARIN SOOIUM
SGM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SOOIUM
SGM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SOOIUM
SGM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SOOIUM
SGM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SOOIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
TRADE ÐœAÐœÐ•
(DOSAGE FORM: ROUTE)
HEPARIN SOOIUM
12,500 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SOOIUM
12,500 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM
25000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM
10,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SOOIUM
10,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
APPLICANT ÐœAÐœÐ•
ABBOÐ¢Ð¢ LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
Ð¨
APPROVAL DATE
18-911
01-30-85
19-339
03-27-85
19-339
03-27-85
19-134
03-29-85
18-911
01-30-85
19-339
03-27-85
18-911
01-30-85
NDA'S APPROVED PROM 1-1-82 TO 7-31-85 AND NGA'S NITM APPROPRIATE PATENT AND EXELOSTVITY INFORMATION
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE



TABLE IV. NDA'S APPROVED FROM 1'1'82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
APPLI ANT NAME NDA NO. PATENT NO. EX L IVITY
APPR VAL DATE EXP. DATE EXP. DATE
ACTIVE IN REDIENT
STRENGTHlS)
TRADE NAME
DAEFRMR Ð˜
DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM ABBOTT LABORATORIES 19-339
SGM/100ML; 10,000 UNITS/100ML 25,000 UNITS 03-27-85
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% ABBOTT LABORATORIES 18-388 NS
SGM/100ML; 800MG/100ML IN DEXTROSE 5% 11-05-82 09-24-86
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% TRAVENOL LABS 18-461 NS
SGM/100ML; 800MG/100ML AND DEXTROSE 5% 02-22-82 09-24-86
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.2% AM MCGAN/AM HOSP 18-967 NS
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.4% AM MCGAW/AM HOSP 18-967 NS
50M/100ML; 400MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; LIDOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% AM MCGAN/AM HOSP 18-967 NS
SGM/100ML; 800MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; MAGNESIUM CHLORIDE; ISOLYTE P N/ AM MCGAN/AM HOSP 19-025
POTASSIUM CHLORIDE; DEXTROSE 5% IN 12-27-84
POTASSIUM PHOSPHATE OIBASIC;
SOOIUM ACETATE
SGM/100ML; 31MG/100ML;
130MG/100ML; 26MG/100ML;
320MG/100ML
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
IV-39
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TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 1-31-85 AÐœD NDA'S NITH APPROPRIATE PATENT AÐœD EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT)S)
STRENGTH)S)
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; TSOMG/1OOML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/IOOML; 224MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 900MG/100ML
TRADE NAME
DAEFRMR Ð˜
Ð OÐ¢A5510H CHLORIDE
SMEO IN DEXTROSE 5%
ANO SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE;_INJECTION)
POTASSIUM CHLORIDE
TOMEO IN DEXTROSE 5%
AND SO010H CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEO IN DEXTROSE 5%
AND SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEO IN DEXTROSE 5%
AND SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20NEO IN DEÐ¥TROSE 5%
ANO SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
3ONEO IN DEXTROSE 5%
AND SOOIUM CHLORIOE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
40MEO IN DEXTROSE 5%
AND SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLI ANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
NDA NO.
APPR VAL DATE
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
PATENT NO.
EXP. DATE
EX L IVITY
EXP. DATE
IV-41



Z7-AI
3110 Â°0Ð¥3
111Ð1ÐÐœ13Ð¥3
88-91-20
199-81_
88-91-20
199-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
88-01-20
999-81
88-01â€”20
999-81
88-01-20
995-81
3110 TVA MddV
'ON VGN
3110 Â°d13
â€™ON 1N31Vd
5801
5801
5811
5811
5801
5801
5801
5801
3Ðœ1Ðœ 1NV IIddV
3ON3^V8I
3083^V8l
3083^V8l
3083^V81
3083^V81
1083^V81
3083^V81
1083^V8l
(901133091 5319v133091)
9391v1909 911sv19 91 03091
30180199 90155v109 Ð¾Ð¼v %Ð³Â°Ð¾
30180199 Ð˜ÐŸ1005 â€˜Ð¸Ð· 35081Ð¥30
(Ð¼011ÑÑÑÐ¼1 f319v133091>
9391v1909 3115v19 91 03001
30180199 90155v109 Ð¾Nv %2Â°Ð¾
30180199 Ð˜ÐŸ1005 â€˜Ð¸Ð· 35081Ð¥30
(Ð¼Ð¾11ÑÐ·ÑÐ¼1 f319v133091>
9391v1909 9115v19 91 0300v
30180199 Ð˜ÐŸ155v109 Ð¾Nv 990 0
30180199 901005 â€˜%9 35081Ð¥30
(901133091 13180133091)
9391v1909 9115v19 Ð¸l 03009
30180199 Ð˜ÐŸ155v109 08v Ð¸Ð·Ð¾ 0
30180199 901005 â€˜Ð¸Ð· 38081X30
(901133091 5319v133091)
9391v1909 9115v19 91 03002
30180199 90155v109 Ð¾Nv Ð¸Ð·v'Ð¾
30180199 901005 â€˜%9 35081Ð¥30
(901133191 f319v133191)
9391v1909 9115v19 91 03Ð˜02
30180199 90155v109 Ð¾Nv Ð¸Ð·Ð¸'Ð¾
30180199 Ð˜ÐŸ1005 â€˜Ð¸Ð· 38081X30
(901133091 5319v133091)
9391v1909 9I15v19 91 03091
30180199 90155v109 09v 290'0
30180199 901005 â€˜Ð¸Ð· 35081X30
(901133191 2319v133091)
9391v1909 911sv19 91 03901
30180199 90155v109 08v Ð¸Ð·Ð¾ 0
30180199 Ð˜ÐŸ1005 â€˜Ð¸Ð· 35081X30
Ð› 1013310
3Ðœ1Ðœ 30111
10001/90002 t̀ 1NO01/9Ð˜1722 tWNO01/Nâ€˜39
30180103
001005 f30180103 001551108 f3$081X30
1Ð˜001/99002 f1Ð˜001/9Ð˜091 f10001/099
30190199
901005 130190199 Ð˜ÐŸ155v109 f35091Ð¥30
1Ð˜001/9Ð˜OS7 f3NO01/9Ð˜002 f1Ð˜001/999
30180193
001005 f30180TH3 001551108 53S08IX3G
1Ð˜001/9Ð˜090 f1Ð˜001/9NVZZ 510001/099
30180103
001005 f301801113 001551108 53SO81)(30
1Ð˜001/9Ð˜OSV f3N001/9Ð˜091 t̀ |NO01/N99
301801H3
001005 5301801143 001551108 53S08IX3G
1Ð˜001/9Ð˜090 21Ð˜001/9Ð˜009 f1Ð˜001/999
30190199
Ð˜ÐŸ1005 f30180199 001551108 f35091Ð¥30
1Ð˜001/9Ð˜097 f10001/90122 f10001/099
301801H3
001005 f30180103 001551108 53SO81)(30
1Ð˜001/9Ð˜090 tINOO1/9Ð˜OSI f1NO01/N99
30180103
001005 530180TH3 001551108 Â¿3SO81X30
IETHIONBNIE
1131031 NI 3Ð11 1
Ðœ01111103Ðœ1 111Ð1$011Ð¥3 GNV 113111 311111011dV HLIM SIVGN GNV EOÃ¯IE'L OL ZO'1'1 NONI GBAONddV ÃˆIVGN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AÐœD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSL
STRENGTH)S)
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; I5OMG/1OOML; 200MG/1OOML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
50M/100ML; 150MG/100ML; 33OMG/1OOML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SO010H
CHLORIOE
SGM/100ML; 150MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
SGM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML
TRADE NAME
(DOSAGE FORM: ROUTE)
DEXTROSE 5%, SOOIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20HÐ•0 18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SO010H CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SO010H CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SO010H CHLORIDE
0.33% AND POTASSIUM CHLORIDE
TOMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SOOIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15HÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SO010H CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20HÐ•0 18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SOOIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
TOMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SOOIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20HÐ•0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
LABS
LABS
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
18-567
02-16-83
18-567
02-16-83
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
18-629
03-23-82
EXCLUSIVITY
IV-43



IV-44
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AÐœ0 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT
STRENGTHIS)
DEXTROSE; POTASSIUM CHLORIOE; SOOIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIOE; SOOIUM
CHLORIOE
5GM/100ML; 300MG/100ML; 330MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 40MG/1OOML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 40MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 80MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; BOMG/1OOML
DEXTROSE; THEOPHYLLINE
50M/100ML; 160MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; TÃ“ OMG/1OOML
TRADE NAME
MNEFRMR Ð
DEXTROSE 5%, SOOIUM CHLORIOE
0.33% AND POTASSIUM CHLORIOE
30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
Ð¾Ð²Ñ…Ñ‚Ð²Ð¾Ð·Ðµ ÑÑ…, Ð·Ð¾Ð¿1Ð¸Ð¼ ÑÐ½ÑŒÐ¾Ð½1Ð¿Ð²
Ð¾.33% AND P01A55109 c910910Â£
40960 19 PLASTIC CONTAINER
(18ÐÐ•CÐ¢AB1Ð•; 1Ð¼Ð·Ð²ÑÑ‚Ñ…Ð¾Ð¼>
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.04%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.08%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.16%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
NDA NO. PATENT Ðœ0.
APPROVAL DATE EXP. DATE
18-629
03-23-82
18-629
03-23-82
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
19-211
12-14-84
19-083
11-07-84
EXCLOSIVITY



TABLE IV. NDA'S APPROVED FROM T-1-OZ TO 7-31'B5 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSL
STRENGTH)S)
DEXTROSE; THEOPHYLLINE
50M/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 80MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 160MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; ZOOMG/1OUML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 4OOMG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE ANO DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE
19-211
12-14-84
19-212
11-07-84
19-211
12-14-84
19-212
11-07-84
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
18-649
07-26-82
EXCLOSIVITY
IV-45



97-AI
98-72-60
l-I
98-72-60
9-1
98-72-60
8-1
98-92-60
8-I tÂ¿-I
3110 '013
AIIAISNT3XB
66-82-20
168918?
66-82-20
168918?
66-82-20
168918?
66-82-20
1689187
66-82-20
168918?
3110 'dÐ¥3
'ON 1N31Vd
08-91-01
607-10
18-91-01
601-10
81-22-10
966-91
18-21-80
611-91
99-72-80
Â¿80-91
89-91-11
892-81
89-91-11
892-81
89-91-11
892-81
21-12-01
O7G-01
7Â¿-62-80
O7G-01
09-80-10
G7O-01
3110 TVAONddV
'ON VGN
(118O f3111S8V3)
N303 MOO/MOO 3138830 1A1838
(1v90 f31059v9)
9399 Ð½Ð¾Ñ/Ð½Ð¾Ñ 1139930 111939
(801133Ð“81 53180133001)
90183H35 1115838AH
(1V80 53513138
0311081003 â€˜31059v3)
3H308 V1ÂNNVNJJOH 39V33381VA
(901133091 f319v133091)
39309 v1-99v93309 9011v^
(1V80 5131801)
39909 v1-99993309 Ð˜ÐŸ11vA
(1V80 f131801)
30308 V3-NNVN330H 00111A
(1V80 f131801)
30308 11-001033OH 001110
(801133Ð“81 53380133Ð“N11
5905 Ð¾Nv 991005 93 9Â¿-913v990939
(NOIl33Ð“NI 53380133Ð“N1)
5905 Ð¾Nv 991005 93 09-913v990939
â€šâ€š.
(001133Ð“81 53180133Ð“81)
5905 Ð¾Nv 881005 93 910-9-0939
(31001 .Ð103 3015001
3Ðœ1Ðœ 1NV111dd1 301Ðœ 30111
9002
301801H308OAH 30100131310
9001
3018010308OAH 3NINOT3A3IO
10/9091
3OIXOZVIO
9091
01632110
10/909
01832110
9001
01632110
909
NV832110
902
01832110
%01 f%99
001005 31102181110
53NINÃ11930 31V02181VIO
%8 t%29
001005 31102181110
5301001930 31102181110
%08
301001930
31102181110
S Ð19Ðœ301$
1511Ðœ310310Ðœ1 3Ð1131
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
OICYCLOMINE HYDROCHLORIOE BENTYL MERRELL DON/DON CHEM 08-370
TOMG/ML (INJECTABLE; INJECTION) 10-15-84
OICYCLOMINE HYDROCHLORIOE BENTYL MERRELL DON/DON CHEM 07-961
TOMG/5ML (SYRUP; ORAL) 10-15-84
OIFLORASONE OIACETATE FLORONE UPJOHN 17-741 3980778
0.05% (CREAM; TOPICAL) 09-14-77 09-14-93
OIFLORASONE OIACETATE FLORONE UPJOHN 17-994 3980778
0.05% (OINTMENT; TOPICAL) 03-01-78 09-14-93
OIFLUNISAL DOLOBIO MS&D/MERCK 18-445 3714226 NCÐ•
250MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92
3674870
07-04-89
OIFLUNISAL DOLOBIO MS&D/MERCK 18-445 3714226 NCÐ•
500MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92
3674870
07-04-89
OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
0.2MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86
OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
0.05MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86
OIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NS
0.15MG (CAPSULE; ORAL) 09-24-84 05-09-95 09-24-86
OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
O. 1MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86
OIHYDRDERGOTAMINE MESYLATE; EMBOLEX SANDOZ PHARMS/SANDOZ 18-885 4451458 NC
HEPARIN SOOIUM; LIOOCAINE HYDROCHLORIOE (INJECTABLE; INJECTION) 11-30-84 05-29-01 11-30-87
0.5MG/0.5ML; 2500 UNITS/0.5ML; 4402949
5.33MG/0.5ML 09-06-00
IV-47
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)AE L E IV.  4NOA'S APPROVE D FROM 1'T-82 10 7-31'85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL OSIVIT Y INFORMAT ION
ACT IVE INORE DIE NT)S)
ST RE NOT H)S)
OIVAL PRDE X SOOIUM
E O 500MG BASE
DOBUT AMINE HYDROCHL ORIOE
E O 250MG BASE/VIAL
DOPAMINE HYDROCHL ORIOE
BOMG/ML
DOPAMINE HYDROCHL ORIOE
BOMG/ML
DOPAMINE HYDROCHL ORIOE
40MG/ML
DOPAMINE HYÐž ROCHL ORIÐž E
40MG/ML
DOXE PIN HYDROCHL ORIOE
E O 25MG BASE
DOXE PIN HYDROCHL ORIOE
E O 50MG BASE
OOXE PIN HYDROCHL ORIOE
E0 T OMG BASE
DOXE PIN HYDROCHL ORIOE
E O IOOMG BASE
DOXE P IN HYDROCHL OR IDE
E O 75MG BASE
OOXE PIN HYDROCHL ORIOE
E O 150MG BASE
BOXE PIN HYDROCHL ORIOE
E O T OMG BASE
T RADE NAME
)OOSACE FORM; ROOT E)
DE PAKOT E
(T ABL E T,  E NT E RIC COAT E D;
ORAL)
DOBUT RE X
(INJE CT ABL E; INJE CT ION)
DOPAMINE HCL
(INJE CT ABL E; INJE CT ION)
DOPAMINE
(INJE CT ABL E; INJE CT ION)
DOPAMINE HCL
(INJE CT ABL E; INJE CT ION)
Ðž OPAMINE
(INJE CT ABL E; INJE CT ION)
SINE OUAN
(CAPSUL E; ORAL)
SINE OUAN
(CAPSUL E; ORAL)
SINE OUAN
(CAPSUL E; ORAL)
SINE OUAN
(CAPSUL E; ORAL)
SINE OUAN
(CAPSUL E; ORAL)
SINE OUAN
(CAPSUL E; ORAL)
ADAPIN
(CAPSUL E; ORAL)
APPL I ANT NAME
ABBOT T L ABORAT ORIE S
E L I L IL L Y
ABBOT T L ABORAT ORIE S
E L KINS-SINN/AHROBINS
BRIST OL L ABS/B-M
AST RA PHARM PRODS
PFIZ E R L ABS/PFIZ E R
PFIZ E R L ABS/PFIZ E R
PFIZ E R L ABS/PFIZ E R
PFIZ E R L ABS/PFIZ E R
PFIZ E R L AB5/PFIZ E R
PFIZ E R L ABS/PFIZ E R
PE NNNAL T PHARM
ÐœDA NO.
APPR VAL DAT E
18-723
03-10-83
17-820
07-18-78
18-132
07-09-82
18-398
03-22-82
18-549
03-11-83
18-656
06-28-83
16-798
09-23-69
16-798
09-23-69
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
PAT E NT NO.
ExP.  1111 ExP.  DAT E
NE
09-24-86
3987200
10-19-93
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
Ð•Ð¥ L  IVIT Y
IV-49
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EAOLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLI ANT NAME NDA Ðœ0. PATENT NO. EXCLUSIVITY
STRENGTH)S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
EPINEPHRINE; ETIOOCAINE HYDROCHLORIOE DURANEST ASTRA PHARM PROOS 17-751 3862321
0.005MG/ML; 1% (INJECTABLE; INJECTION) 08-30-76 01-21-92
3812147
05-21-91
EPINEPHRINE; ETIOOCAINE HYDROCHLORIOE DURANEST ASTRA PHARM PROOS 17-751 3862321
0.005MG/ML; 1.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92
3812147
05-21-91
ERGOLOIO MESYLATES HYDERGINE LC SANDOZ PHARMS/SANDOZ 18-706 4366145 NDF
1MG (CAPSULE; ORAL) 01-18-83 12-28-99 O9Â24-86
ERGOLOID MESYLATES HYDERGINE SANDOZ PHARMS/SANDOZ 18-418 4138565
1MG/ML (SOLUTION; ORAL) 01-30-81 02-06-96
ESTRADIOL ESTRACE MEAD JOHNSON/B-M 86-069 4436738 NDF
0.01% (CREAM; VAGINAL) 01-31-84 03-13-01 09-24-86
ESTROGENS, CONJUGATED PREMARIN AYERST LABS/AMHO 04-782 NS
0.9MG (TABLET; ORAL) 01-26-84 09-24-86
ETHINYL ESTRAOIOL; LEVONORGESTREL NORDETTEÂ21 NYETH LABS/AMHO 18-668 3666858 NC
0.03MG; 0.15MG (TABLET; ORAL-21) 05-10-82 05-30-89 09-24-86
3850911
11-26-91
3959322
11-26-91
ETHINYL ESTRAOIOL; LEVONORGESTREL NORDETTE-28 NYETH LABS/AMHO 18-782 3666858 NC
0.03MG; 0.15MG (TABLET; ORAL-28) 07-21-82 05-30-89 09-24-86
385091 1
11-26-91
3959322
11-26-91
IV-51



IV-52
T ABL E IV.  NDA'S APPROVE D FROM 1-1'82 T O 7-31-85 AND NDA'S NIIH APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE IN RE DIE NT
Â§T RE NGT HIÂ§I
E T HINYL E ST RAOIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RAOIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
E T HINYL E ST RAOIOL; NORE T HINDRONE
0.035MG; 0.5MG AND IMG
E T HINYL E ST RAOIOL; NORE T HINDRONE
O_O35MG; O.5MG AND T MG
E T HINYL E ST RAOIOL; NORE T HINDRONE

0.035Ð¼ Ñ; 0.5HG AND IMG
E T HINYL E ST RAOIOL; NORE T HINDRONE
0.035MG; 0.5MG AND IMG
E T HINYL E ST RAOIOL; NORE T HINDRONE
0.035MG; 0.5MG,  0.75MG AND T MG
E T HINYL E ST RAOIOL; NORE T HINDRONE
0.035HG; 0.5MG,  0.75MG AND T MG
E T HINYL E ST RAOIOL; NORE T HINDRONE
O_O35MG; O_5MG AND T MG
E T HINYL E ST RAOIOL; NORE T HINDRONE
0.035MG; 0.5MG AND T MG
E T HINYL E ST RAOIOL; NORGE ST RE L
0.05MG; 0.5MG
T RADE NAME
IDQÂ§AQE FORM; RQOT E I
T RIPHASIL-28
(T ABL E T; ORAL-28)
T RIPHASIL-Z I
(T ABL E T; ORAL-Z I)
ORT HO-NOVUM 10/11-21
(T ABL E T; ORAL-2])
ORT HO-NOVUM T O/IT-28
(T ABL E T; ORAL-28)
T RI-NORINYL 2T-DAY
(T ABL E T; ORAL-Z I)
T RI-NORINYL 28-DAY
(T ABL E T; ORAL-28)
ORT HO-NOVUM 7/7/7-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 7/7/7-28
(Ð¢AB1Ð•Ð¢; 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)
OVRAL
(T ABL E T; ORAL-Z T)
APPII ANT 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
NYE T H L ABS/AMHO
NDA .
APPR VAL DAT
19-190
11-01-84
19-192
11-01-84
18-354
01-11-82
18-354
01-11-82
18-977
04-13-84
18-977
04-13-84
18-985
04-04-84
18-985
04-04-84
19-004
04-04-84
19-004
04-04-84
16-672
04-16-68
PAT E NT .
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
4530839
07-23-02
4530839
07-23-02
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
E X 1 11111
E XP.  DAT E
NS
II-DI-87
NS
T T-OT-87
D-5
09-24-86
0-5
09-24-86
DÂ6
09-24-86
DÂ6
09-24-86
D-3
09-24-86
0-3
09-24-86
0-4
09-24-86
0-4
09-24-86



Ð©Ð¨V.Ð¨Ð¨Ð¨Ð¨Ð¨Ð˜Ð¨ÐÐœÐ¨Ð¨Ð©Ð¨Ð¨ÐœÐœÐ¨Ð¨Ð¨Ð¨Ð¨Ð¨Ð©ÐœÐ¨
ACTIVE INCREDIENT)S)
STRENGTH) S)
ETHINYL ESTRAOIOL; NORGESTREL
0.05MG; 0.5MG
ETHINYL ESTRAOIOL; NORGESTREL
0.03MG; 0.3MG
ETHINYL ESTRAOIOL; NORGESTREL
0.03MG; 0.3MG
ETIOOCAINE HYDROCHLORIOE
0.5%
ETIOOCAINE HYDROCHLORIOE
1%
ETIORONATE OISODIUM
ZOOMG
TRADE NAME
DAEFRNR Ð
OVRALÂ28
(TABLET; ORAL-28)
LO/OVRAL
(TABLET; ORAL-21)
LO/OVRAL-28
(TABLET; ORAL-28)
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
OIDRONEL
(TABLET; ORAL)
Ð¨
WYETH LABS/AMHO
NYETH LABS/AMHO
WYETH LABS/AMHO
ASTRA PHARM PROOS
ASTRA PHARM PROOS
NORNICH EATON/P&G
17-612
03-17-75
17-802
03-16-76
17-751
08-30-76
17-751
08-30-76
17-831
09-01-77
PATENT N .
EXP. DATE
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3666858
05-30-89
3850911
11-26-91
3959322
11-26-91
3862321
01-21-92
3812147
05-21-91
3862321
01-21-92
3812147
05-21-91
4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89
Ð•Ð¥ LU IVITY
Ð¨
IV-53



7S-AI
98-vz-60
301
18-80-80
9106612
88-11-80
1810098
88-11-80
Â¿870098
88-11-80
Â¿870098
98-12-60
Â¿08
86-01-11 18-81-80
Ð·Ð°Ð¼  1181252
26-10-60
33N
60-80-00
0808898
96-08-10
6081811
16-90-80
1129121
98-12-60 86-80-80
sN vllvszv
3110 â€˜d13 3110 â€˜d13
11111501013 'ON 11311d

10111160111 AIIAISÐž IDXI DNV 11311d 31116d06ddV HIIM SIVDN DNV 98'11â€”1 01 Z8'I'1 1063 03Ð06ddV 511GN
78-11-80
O7E-8l
69â€”91â€”60
648-9l
78-11-10
101-61
98-21-10
SII-6l
9Lâ€”9lÂâ‚¬0
011-Â¿1
08-91-01
109-L1
91-91-80
709-Ll
28-Â¿2-Â¿0
819â€”91
88-01-l l
891-81
28-Â¿0-60
Â¿ Z2-8l
78Â90ÂL O
lC8-Ll
3110 1110NddV
' N VDN
Ð¥Ð—1815/5801 Ð¥318A5
19139-1813/1813
SNIQ08HV/NNIS-SNIN13
531801V80801 110880
A1111/50088 11510
11111/50088 11510
11111/50088 11510
581808 H1
Ð˜-8/5801 1015188
531801V80801 110880
988/80113 H31Ðœ808
3111 111311ddV
(NOI1VT VHNI =1050831)
301118088
(1131801 1NV3831
"3180301
(801133Ð“81 53180133Ð“81)
11811033
(801133Ð“81 53180133Ð“81)
31V8113 T ANV1033
(T110 1131801)
103111
(1V80 531058131
002 8031VN
(1080 531058131
103111
(1V80 53513138
0311081803 â€˜1318011
81Ð˜10808
(NOII33Ð“ NI 53T80I3Ð— Ð“ NIX
OI5383^
(NOI133Ð“ NI t31QV1D3Ð“ N1)
31101NV
(1080 5131801)
13808010
131006 11603 3018001
3111 30161
HNI/5NSZ O'O
30110518ÐŸ16
%80Â°0
Ð—1111A18 38051H13Ð˜ÐŸ13
1Ð˜/3518 Suso 0 03
3108113 31111131

1Ð¸/3518 ÑÐ¸50Â°0 03
31V8113 11111131
3518 9Ð¸009 03
Ð˜Ð“ ÐŸÐ'Ð¨Ð N3 JOHAONB 4

3518 ÑÐ¸Ð¾ Ð¾ Ð³ 03

Ð¸01331Ñ 0330880833

3518 ÑÐ¸Ð¾ Ð¾ Ð³ 03

Ð¸Ð¿1ÑÑ‡1Ñ 0330880833
Suo@
301801H308OAH 311Ð¸08013133
1Ð˜/9Ð˜02
301508013
1Ð˜/9Ð˜2
31101Ð˜01Ð—
9Ð˜OO7
Ð˜ÐŸIOOSIO 3118080113
S 11013615

1911131036011 3Ð1131
'AI 31Ðž11



T_A_BLE IV. NDA'S APPROVED FROM T-1'OZL TO 7'31'85 AND N_DA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFORMATION
FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 18-849 NDF
0.05% (SOLUTION; TOPICAL) 04-06-84 09-24-86
FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 16-908 3888995
0.05% (CREAM; TOPICAL) 06-30-71 07-13-88
3592930
07-13-88
1100Ð¡180810Ð• VASODERM K-LINE PHARMS 19-117
0.05% (CREAM; TOPICAL) 06-26-84
FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 16-909 4017615
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12-94
FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SOUIBB AND SONS 16-727 3394131
25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85
ELUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER 500IB8 AND SONS 16-110 3394131
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85
FLURANDRENOLIDE CORDRAN OISTA PROOS/LILLY 16-455 3632740
0.004MG/50 CH (Ð¢AÐ Ð•; TOPICAL) 07-29-69 01-04-89
FLURAZEPAM HYDROCHLORIOE DALMANE ROCHE PRODUCTS 16-721 4316897
15MG (CAPSULE; ORAL) 04-07-70 02-23-99
FLURAZEPAM HYDROCHLORIOE DALMANE ROCHE PRODUCTS 16-721 4316897
Ð—OMG (CAPSULE; ORAL) 04-07-70 02-23-99
FUROSEMIOE FUROSEMIOE CHELSEA LABORATORIES 18-369
20MG (TABLET; ORAL) 05-14-82
FUROSEMIDE FUROSEMIOE CHELSEA LABORATORIES 18-369
40MG (TABLET; ORAL) 05-14-82
FUROSEMIOE FUROSEMIOE SUPERPHARM 18-370
40MG (TABLET; ORAL) 02-10-83
FUROSEMIOE FUROSEMIOE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84
FUROSEMIOE FUROSEMIOE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 11-30-83
IV-55



IV-56
A TIVE IN REDIENT
STRENQTHIS)
FUROSEMIOE
4OMG
FUROSEMIOE
ZOMG
FUROSEMIOE
4OMG
FUROSEMIOE
BOMG
FUROSEMIOE
ZOMG
FUROSEMIOE
4OMG
FUROSEMIOE
80MG
FUROSEMIOE
TOMG/ML
FUROSEMIDE
TOMG/ML
FUROSEMIOE
BOMG
FUROSEMIOE
TOMG/ML
FUROSEMIOE
TOMG/ML
FUROSEMIOE
TOMG/ML
FUROSEMIOE
4OMG
TRADE NAME
DAEFRMR Ð
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(INJECTABLE; INJECTION)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIOE
(TABLET; ORAL)
FUROSEMIOE
(INJECTABLE; INJECTION)
FUROSEMIOE
(INJECTABLE; INJECTION)
FUROSEMIOE
(INJECTABLE; INJECTION)
FUROSEMIOE
(TABLET; ORAL)
APPLI ANT NAME
ZENITH LABORATORIES
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
PARKE-DAVIS/N-L
PARKE-DAVIS/W-L
PARKE-DAVIS/N-L
PARKE-DAVIS/W-L
LYPHOMED
CORO LABORATORIES
NATCON
ABBOTT LABORATORIES
NYETH LABS/AMHO
DRUMMER/PHOENIX
TABLE IV. NDA'S APPROVED FROM T-1-82 10 1-31-85 AN0 NDA'S NITH APPROPRIATE PATENT AND EXIIUSIVITY INFORMATION
NDA N .
APPR VAL DATE
18-413
11-30-83
18-415
07-27-82
18-415
07-27-82
18-415
11-26-84
18-419
01-31-83
18-419
01-31-83
18-419
11-13-84
18-420
02-26-82
18-507
07-30-82
18-569
08-14-84
18-579
11-30-83
18-667
05-28-82
18-670
07-20-82
18-750
07-30-84
PATENT ND. EX L IVITY



T ABL E IV.

NDA'S APPROVE O FROM 1-1-BZ ÃT O TfBT '8S ANO NDA'S NIT H APPROPRIAT E PAT E NT ANO_E XCL OSIVIT Y INFORMAT ION
A T IVE IN RE DIE NT
ST RE NCT H)S)
FUROSE MIOE
20MG
FUROSE MIOE
40MG
FUROSE MIOE
40MG
FUROSE MIOE
20MG
FUROSE MIOE
40MG
FUROSE MIDE
Ð— OHG
FUROSE MIOE
40MG
FUROSE MIOE
20MG
FUROSE MIOE
40HG
FUROSE MIOE
BOMG
FUROSE MIDE
10MG/ML
FUROSE MIOE
T OMG/ML
FUROSE MIOE
T OMG/ML
FUROSE MIOE
T OMG/ML

Ð’ÐÐ¨
DAE FRMR M
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIOE
(T ABL E T; ORAL)
L ASIX
(T ABL E T; ORAL)
L ASIX
(T ABL E T; ORAL)
L ASIX
(T ABL E T; ORAL)
L ASIX
(SOL UT ION; ORAL)
L ASIX
(INJE CT ABL E; INJE CT ION)
FUROSE MIOE
(INJE CT ABL E; INJE CT ION)
FUROSE MIOE
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
INT L ME OICAT ION SYS
INT L ME OICAT ION SYS
BARR L ABORAT ORIE S
ROXANE L ABORAT ORIE S
ROXANE L ABORAT ORIE S
KAL APHARM
KAL APHARM
HDE CHST-ROUSSE L
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
INVE NE X L ABS/L IFE
INVE NE X L ABS/L IFE
NDA NO.
APPR VAL DAT E
18-753
02-28-84
18-753
02-28-84
18-790
11-29-83
18-823
11-10-83
18-823
11-10-83
18-868
06-28-83
18-868
06-28-83
16-273
05-07-74
16-273
07-01-66
16-273
04-24-78
17-688
03-08-77
16-363
03-20-68
18-902
05-22-84
19-036
08-13-84
PAT E NT N .
Ð•Ð© Ð•
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
E XCL IVIT Y
IV-57



TADLE 11. ÐœÐŸA'5Ð™AÐ Ð 101Ð•D FROM 1-T-82 10 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
A TIVE IN REDIENT TRADE NAME APPLICANT NAME NDA N . PATENT NQ. EX L IVITY
TREN TH D A E F RMâ€™ R TE APPR VAL DATE EXPÂ¿_DA1E EXPÂ¿_DATE
OEMFLBROZIL LOPLO PARKE-DAVls/W-L 18-422 36748
200Ð¼G ' (CAPSULE; ORAL) 12-21-81 07-04-
OEMFIBROZIL LOPIO PARKE-DAVrs/W-L 18-422 3674836
300M@ <cAPsuLE; ORAL) 12-21-81 07-04-89
GLIPIZIDE GLUCOTROL ROERIG/PFIZER 17-783 3669966 NCÐ•
5MG (rAOLer; ORAL) 05-08-84 04-21-92 05-08-94
OLIPLZLDE GLUCOTROL ROERIO/PFIZER 17-783 3669966 NOE
)OMG (rAÃŸLer; ORAL) 05-08-84 04-21-92 05-08-94
GLYBURIOE MICRONASE uPJOHN )7-498 3426067 Ð¼ÑÐ•
1.25HG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
35079
04-21-
35079
04-21-
OLYOORLDE MICRONASE UPJOHN 17-496 3426067 NCÐ•
2.5Ð¼G (TABLET; ORAL) 05-01-84 04-21Â92 05-01-94
34546
04-2 1 --
3507954
04-21-92
35079
04-21-
G11608106 MICRONASE UPJOHN 17-498 3426067 nce
5MG (Ð¢ÐB1Ð•Ð¢; ORAL) 05-01-84 O4-21-92 05-01-94
3454635
04-21-92
35079
04-21-
3507961
04-21-92



TABLE IV.
NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH)S)
GLYBURIDE
1.25MG
GLYBURIDE
2.5HG
GLYBURIOE
5MG
GONADORELIN HYDROCHLORIOE
EO 0.1MG BASE/VIAL
TRADE NAME
1 OSAGE FORM; ROUTE)
D
DIABETA
(TABLET
OIABETA
(TABLET;
OIABETA
(TABLET
FACTREL
(INJECTABLE; INJECTION)
; ORAL)
ORAL)
; ORAL)
APPLICANT NAME
HOECHST-ROUSSEL
HDECHST-ROUSSEL
HDECHST-ROUSSEL
AYERST LABS/AMHO
NDA NO.
APPROVAL DATE
17-532
05-01-84
17-532
05-01-84
17-532
05-01-84
18-123
09-30-82
PATENT No.
Ð¨
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
3947569
03-30-93
4110438
08-29-95
NCÐ•
05-01-94
NCÐ•
05-01-94
NCÐ•
09-30-92



09-A1
98-92-20 18-12-60 (1V80 5131801) 9Ð˜O7
vL96zvS 9â‚¬L-LL 98183035 NV31Ñ…18 NV832111H
98-92-20 18-12-60 (1V80 1131801) 9Ð˜02
1186215 QSL-LL ÐNIa30JS Ð˜131118 NV832111H
26-62-21 18-91-21 28-62-21 (1V80 5131801) 9Ð˜92
33N 1961195 101-81 8H0080 13801AH 3113105 138U18109
26-62-21 18-91-21 28-62-21 (1V80 f12mm) 9Ð˜01
33N 1961195 101-81 8H0180 13801AH 3113105 138018109
26-10-60 68-92-10 28-10-60 (1080 5131801) 3518 9Ð˜O 03
338 5668995 Â¿Qs-OL 0HNV/5811 HI3AÐœ 815031AÐœ 3111331 203818109
26-10-60 68-92-10 28-10-60 (1V80 f131801) 3518 9Ð˜U 03
338 5668995 Â¿S9-Sl 0HNV/5801 HIÐ—AÐœ 81Ð‘8Ð1AÐœ 3111331 283808109
18-91-20 (801133081 53180133081) 111A/51180 000'91
910-11 5801 019019-831813 818081001809 318O18O03 318018O03 â€˜818081001809
18-12-21 (801133Ð“81 5318013Ð—Ð“81) TVIA/5IINO 000â€˜2
OLO-Â¿L 5801 019019-831813 818081001809 318018003 318018003 '818081001809
â€˜S6-62780
esvOLLv
26-05-60 56-05-50 28-05-60 1801IJÐ081 13180133181) 111^/3518 Ðns 0 03
338 6991165 521-81 OHNV/5801 158311 1381313 301801H308OAH 81138001809
516-62-80
8510111
26-05-60 56-05-50 28-05-60 (801133Ð³81 53180133681) 111^/3518 9wZ O 03
33N 6991165 521-81 0HÐ˜V/5801 158311 1381313 301801H3080AH 811380U1809
10111160611 111Ð15011113 011 11311d 3111Nd0NddV HLIM 51101 011 90'11'L 01 811 1061 0310NddV 51101 'AI 31011



T ABL E IV.  NDA'S APPROVE D FROM 1-1'82 T O 1-31'85 AÐœD 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)
HAL OPE RIDOL
0.5MG
HAL OPE RIOOL
T MG
HAL OPE RIOOL
2MG
HAL OPE RIOOL
5MG
HAL OPE RIOOL
T OMG
HAL OPE RIOOL
20MB
HAL OPE RIOOL L ACT AT E
E O 2MG BASE/ML
HAL OPE RIOOL L ACT AT E
E O 5MG BASE/ML
HE PARIN SOOIUM
10 UNIT S/ML
HE PARIN SOOIUM; SODIUM CHL ORIDE
100 UNIT S/ML; 4.5MG/ML
HE PARIN SOOIUM; SOOIUM CHL ORIDE
100 UNIT5/ML; 4.5MG/ML
HE PARIN SOOIUM; SOOIUM CHL ORIDE
5,000 UNIT S/100ML; 450MG/100ML
T RADE NAME
D AE FRMâ€™  R T E
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(T ABL E T; ORAL)
HAL DOL
(CONCE NT RAT E; ORAL)
HAL DOL
(INJE CT ABL E; INJE CT ION)
HE PARIN L OCK FL USH
(INJE CT ABL E; INJE CT ION)
HE PARIN SOOIUM 5,000 UNIT S
IN SOOIUM CHL ORIDE 0.45%
(INJE CT ABL E; INJE CT ION)
HE PARIN SOOIUM 5,000 UNIT S
IN SOOIUM CHL ORIOE 0.45%
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
HE PARIN SOOIUM 12,500 UNIT S
IN SOOIUM CHL ORIDE 0.45%
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
Ð¨
MCNE IL PHARM
MCNE IL PHARM
MCNE IL PHARM
MCNE IL PHARM
MCNE IL PHARM
MCNE IL PHARM
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
INVE NE X L ABS/L IFE
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
NDAN.
APPR VAL DAT E
15-921
04-12-67
15-921
04-12-67
15-921
04-12-67
15-921
04-16-74
15-921
04-16-74
15-921
02-02-82
15-922
04-12-67
15-923
05-18-71
17-029
05-06-82
18-911
01-30-85
18-916
01-31-84
18-916
01-31-84
PAT E NT NO.
E XP.  DAT E
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
3438991
04-15-86
E XCL USIVIT Y
Ð¨
NS
09-24-86
IV-61



Z9-AI
ALIAISÐžTDXI
Z8â€”8ZÂ70
609Â8l
98â€”62â€”CO
Z7O-6l
Ð³Ðµ-Ð²Ð³-ÑŒÐ¾
609-81
58â€”62â€”80
Z7O-6l
78â€”IC-l0
9L6-8l
78-lSÂl0
9l6-8l
S8â€”OCâ€”LO
ll6Â8l
78-LE-lO
9l6Â8l
BIVD TVAONddV
'ON VDN
BIVD Â°dX3
'ON 1N31Vd
Ð—Ð•Ð¢] `|ON3AV8I
85OH NV/MVÐ30 NV
S80T TON3AV8I
85OH NV/MVÐ30 NV
5318O1V8O80T IIO880
5318O1V8OBVT llO880
5318OIV8O80T IIO880
5318O1V8O80T IIO880
BNVN INV31TddV
(NOIIJÐ—Ð“ NI 53T80133Ð“ N1)
83NIV1NO3 31lSVT8 NI
%6`O 3O18OT03 Ð˜ÐŸIOOS ONV
$118ÐŸ 0002 Ð˜ÐŸ100$ N180830
(NOI133Ð“ NI t31GV1D3Ð“ NI)
%6Â°O 3018OT03 HÐŸIOOS NI
SIINÐŸ OOOZ Ð˜ÐŸIOOS N180830
(NOII33Ð“ NI t3180133Ð“ NIT
83NIV1NOJ 31lSVT8 NI
746'0 301801ÐÐ HnIUOS GNV
SlINÐŸ OOOl Ð˜ÐŸIOOS N180830
(NOI133Ð“ NI 53TBV1D3Ð“ NIT
%6'O 3018OT03 Ð˜ÐŸIOOS NI
SlINÐŸ OOOl Ð˜ÐŸIOOS NI80830
(NOIL33Ð“ NI f3180133881)
33NIV1NOJ JILsv18 N1
Ð¸Ð²Ñƒ O Ð·Ð¾1Ð½Ð¾Ñ‡Ð½Ñ Ð¸Ð¿100$ N1
SIINn 000'52 wnIOoS Nlav8Ð·u
(NOII33Ð“ NI 53T80IJ3Ð“ N1)
33NIV1NOJ JIISV18 NI
%S7'O 3018OT03 Ð˜ÐŸIOOS NI
SIINÐŸ OOO'Ol Ð˜ÐŸIOOS N180830
(NOI133Ð“8I t318V133Ð“ N1)
%S7'0 3O18OTH) Ð˜ÐŸIOOS NI
SIINÐŸ OOOâ€˜Ol Ð˜ÐŸIOOS N180830
(NOII33Ð“ NI t3180133Ð“ N1)
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MNEN.NMBAWNWDNNTJBEWTBNNANNMUNUHNNNNMENRMANENNHWWINNNÃšN
STRENGTH)S) " LDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 5000 UNITS TRAVENOL LABS 18-609
500 UNITS/100ML; 900MG/100ML AND SO010H CHLORIDE 0.9% 04-28-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 5000 UNITS ABBOTT LABORATORIES 18-916
1,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-31-84
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SO010H 5000 UNITS AM MCGAN/AM HOSP 19-042
1,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 03-29-85
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5.000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-31-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM AM MCGAN/AM HOSP 19-135
5,000 UNITS/100ML; 900MG/100ML 25000 UNITS 03-29-85
IN SO010H CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SOOIUM 10,000 UNITS ABBOTT LABORATORIES 18-916
10,000 UNITS/100ML; 900MG/1OOML IN SO010H CHLORIDE 0.9% 01-31-84
18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SO010H 10,000 UNITS ABBOTT LABORATORIES 18-911
10,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SO010H 12,500 UNITS ABBOTT LABORATORIES 18-911
5,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85
(INJECTABLE; INJECTION)
HEPARIN SOOIUM; SOOIUM CHLORIOE HEPARIN SOOIUM 25,000 UNITS ABBOTT LABORATORIES 18-911
5,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85
(INJECTABLE; INJECTION)
IV-63
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT E S)
SIRE N T H
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 ORIOE
T OMG/ML
HYOROXYURE A
500MG
IBUPROFE N
400MG
IBUPROFE N
300MG
IBUPROFE N
600MG
IBUPROFE N
400MG
IBUPROFE N
600MG
INDAPAMIOE
2.5MG
INDOME T HACIN
50MG
T RADE NAME

DAE FRMR Ð
CORT IFOAM
(AE ROSOL; RE CT AL)
L OCOIO
(CRE AM; T OPICAL)
L OCOIO
(OINT ME NT; T OPICAL)
W E ST CORT
(OINT ME NT; T OPICAL)
OIL AUOID-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)
APPL I ANT NAME
RE E D& CARNRICK PHARMS
ONE N L ABS/DE RM PROOS
ONE N L ABS/DE RM PROOS
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
H5& O RE S L ABS/ME RCK
NDA NO.
APPR VAL 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
18-538
07-06-83
17-814
08-13-84
PAT E NT NO.
E XP.  DAT E
3968249
07-06-93
3565911
02-23-88
3644630
02-22-89
3849549
11-19-91
Ð•Ð¥ L  IVIT Y
E XP.  DAT E
NDF
09-24-86
NP
09-24-86
8Ð 
09-24-86
NDF
09-24-86
NCÐ•
01-11-94
1-2
09-24-86
I-2
09-24-86
I-2
09-24-86
I-2
09-24-86
I-2
09-24-86
NCÐ•
07-06-93
NDF
09-24-86
IV-65
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T ABL E 1V.  4NDA'S APPROVE D FROM 1-1-82 T O 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT L S)
ST RE NGT H)S)
IODAMIOE ME GL UMINE
24%
IODAMIOE ME GL UMINE
65%
IOOOHIPPURAT E SOOIUM,
1-123
IMCI/ML
IODOXAMAT E ME GL UMINE
9.9%
IODOXAMAT E ME GL UMINE
40.3%
IOXAGL AT E ME GL UMINE;
IOXAGL AT E SOOIUM
39.3%; 19.6%
ISOFL URANE
99.9%
ISOT RE T INOIN
10MG
ISOT RE T INOIN
20MG
T RADE NAME
DAE FRNR E
RE NOVUE-OIP
(INJE CT ABL E;
RE NOVUE Â65
(INJE CT ABL E;
NE PHROFL ON
(INJE CT ABL E;
CHOL OVUE
(INJE CT ABL E;
CHOL OVUE
(INJE CT ABL E;
HE XABRIX
(INJE CT ABL E;
FORANE
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
(GAS; INHAL AT ION)
ACCUT ANE
(CAPSUL E; ORAL)
ACCUT ANE
(CAPSUL E; ORAL)
APPL I ANT NAME
E R SOUIBB ANÐž SONS
E R SOUIBB ANO SONS
ME OI-PHYSICS
E R SOUIBB AND SONS
E R 500IB8 AND SONS
MAL L INCKRODT
ANAOUE ST/BOC
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
NDA NO.
APPROVAL DAT E
17-903
07-10-78
17-902
07-24-78
18-289
12-28-84
18-076
08-14-81
18-077
08-14-81
18-905
07-26-85
17-624
12-18-79
18-662
05-07-82
18-662
03-28-83
PAT E NT NO.
E XP.  DAT E
3654272
04-04-89
3654272
04-04-89
4014986
03-29-94
4065553
12-27-94
4065554
12-27-94
4094966
06-13-95
3535425
01-24-93
3535388
01-24-93
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
E XCL USIVIT Y
E XP.  DAT E
I-6
09-24-86
I-6
09-24-86
NCÐ•
12-28-89
NCÐ•
07-26-90
NCÐ•
05-07-92
NCÐ•
05-07-92
IV-67
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7772107
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5219887
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7687977
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9Ð˜OOÐ•
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3O18OT0308OAH 101013801
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9Ð˜07
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TABLE IV. NDA'S APPROVED FROM I-1-OZ TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDA Ðœ . PATENT NO. EX L IVITY
STRENGTH)S) D A E F RM' R Ð¢Ð• APPR VAL DATE EXP. DATE EXP. DATE
LABETALOL HYDROCHLORIOE TRANDATE GLAXO 18-716 4012444 NCE
300MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LABETALOL HYDROCHLORIOE TRANDATE GLAXO 18-716 4012444 NCÐ•
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94
4066755
01-03-95
LACTULOSE CEPHULAC MERRELL DON/DON CHEM 17-657 3461204
TOGM/15ML (SYRUP; ORAL) 03-25-76 08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88
LEUCOVORIN CALCIUM NELLCOVORIN BURROUGHS NELLCOME 18-342 NDF
Ð•0 5HG BASE (TABLET; ORAL) 07-08-83 09-24-86
LEUCOVORIN CALCIUM NELLCOVORIN BURROUGHS WELLCOME 18-342 NDF
Ð•0 25MG BASE (TABLET; ORAL) 07-08-83 09-24-86
LEUPROLIOE ACETATE LUPRON TAP PHARMACEUTICALS 19-010 NCE
1MG/0.2ML (INJECTABLE; INJECTION) 04-09-85 04-09-90
LITHIUM CARBONATE LITHOBIO CIBA/CIBA-GEIGY 18-027 4264573
300HG (TABLET; CONTROLLED 04-27-79 04-28-98
RELEASE; ORAL)
LITHIUM CARBONATE LITHANE MILES PHARMS/MILES 18-833
300MG (TABLE; ORAL) 07-18-85
LITHIUM CARBONATE LITHIUM CARBONATE ROXANE LABORATORIES 18-558
300MG (TABLET; ORAL) 01-29-82
IV-69
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1Ð˜001/9Ð˜782 f1Ð˜OO1/9Ð˜8ZI
t1Ð˜OO1/9Ð˜ZÃ‰
98-02-60 08-51-90 830101009 30100109 001005 f3101390
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98-02-60 06-08-10 08-18-10 (1000 500110105) 105/901
300 6917128 180-61 VN8000 0355002 0010001 3018010300010 3010083001
98-02-60 06-08-10 91-82-21 (1080 53105009) 902
08-1 6517118 069-11 VN8000 0355000 0010001 3018010300010 3010083001
(1080 53503130
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TABLE IV. NDA'S APPROVED FROM 1-1'82 TO 7'31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
1111111 NQ.
Ð¨
ACTIVE INGREDIENTISI
STRENGTHTS)
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SO010H
ACETATE; SO010H CHLORIDE; SO010H GLUCONATE;
SO010H PHOSPHATE
3OMG/TOOML; 37MG/1OOML; 0.82MG/1OOML;
370MG/1OOML; 530MG/1OOML; 500MG/100ML;
TZMG/1OOML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SO010H ACÐ•Ð¢AÐ¢Ð•; SO010H CHLORIDE; SO010H
GLUCONATE
30MG/IOOML; 37MG/1OOML; ZZZMG/TOOML;
526MG/100HÐ•; 502MG/1OOML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE; SO010H
GLUCONATE
3OMG/TOOML; 37MG/1OOML; 222MG/1OOML;
SZÃ“MG/1OOML; 502MG/1OOML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE; SOOIUM
GLUCONATE
3OMG/1OOML; 37MG/1OOML; 37OMG/1OOML;
530MG/1O0ML; 500MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SO010H ACETATE; SOOIUM CHLORIDE;
SOOIUM GLUCONATE
3OMG/1UOML; 37MG/1OOML; 368MG/1O0ML;
526MG/1OOML; SOZMG/1OOML
MAGNESIUM SULFATE; POTASSIUM CHLORIOE;
POTASSIUM PHOSPHATE, MONOBASIC; SOOIUM
CHLORIOE; SO010H PHOSPHATE
ZOMG/1OOML; AOMG/1OOML; 6.25MG/100ML;
BOOMG/1OOML; 8.75MG/100ML
MALATHION
0.5%
MAPROTILINE HYDROCHLORIOE
25MG
TRADE ÐœAÐœÐ•
D SAGE FORM' R TE
ISOLYTES PH 7.4 18 PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
TIS-U-SOL
(SOLUTION; IRRIGATION)
PRIODERM
(LOTION; TOPICAL)
LUOIOMIL
(TABLET; ORAL)
APPLI ANT ÐœAÐœÐ•
AH HCGAÐ/AH HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM HCGAW/AH HOSP
TRAVENOL LABS
TRAVENOL LABS
PURDUE FREDERICK
CIBA/CIBA-GEIGY
NDA NO.
APPROVAL DATE
19-006
04-04-84
17-637
07-08-82
18-406
07-08-82
19-024
06-08-84
19-326
01-25-85
18-508
02-19-82
18-613
08-02-82
17-543
12-01-80
3399201
08-27-85
Ð•Ð¥ L IVITY
EXP. DATE
NC
09-24-86
NC
09-24-86
NC
09-24-86
NC
09-24-86
NC
09-24-86
NCÐ•
08-02-92
IV-7T



99Â7Z Â60
SN
31VD 'dXB
AIIAI T XB
98â€”71â€”10
9612278
98â€”71â€”10
9612278
98â€”71â€”10
9612208
98â€”71â€”10
9612208
98â€”70â€”11
2089208
76â€”92â€”20
6888807
76â€”92-20
6888807
68â€”81â€”70
2922598
06â€”20â€”01
8218928
06â€”20â€”01
8218928
06â€”20â€”01
8218928
06â€”20â€”01
8218928
98â€”22â€”80
1026688
58â€”22â€”80
1026688
BIVD 'dXB
' N INBIVd
52â€”82â€”90
129â€”21
81â€”18-40
207â€”91
22â€”80â€”80
7L8-Sl
72â€”81â€”50
728â€”91
72â€”08â€”70
909-21
92â€”91â€”10
l7S-Z L
92-91-10
T7S-Z L
72â€”82â€”90
187â€”21
18â€”11â€”20
086â€”21
08â€”82â€”80
086â€”21
81-7lÂ90
L72-Ll
81â€”71â€”90
L72-L L
28â€”08â€”60
875â€”21
08â€”10â€”21
C7S-Ll

BIVD T VA ÐddV
â€˜ÐŸGÐœ
NI3HT39NI 83DN18H3OB
Ð˜13013981 839N18H308
H13H13981 839N18H3O8
NI3013ÐNI 839N18H308
T83lS/5BVT 808HINIM
NHOCdn
NHOÐ“8ÐŸ
VN80H8 N35SNVÐ“
OHNV/580T HI3AÐœ
OHNV/58VT H13AM
Z OONVS/5N80H8 Z OONVS
Z OONVS/5N80H8 Z OONVS
A9139-V813/V813
A9139-V813/V813
BNVN INV ITddV
(1V80 t8ÐŸ8AS)
IN3dÐŸT V
(NOI1VT VHNI t3OS083V)
I038OT V
(1080 5131801)
1030010
(3180 5131801)
lN38nT V
(NOI133Ð“ NI 53T BV133Ð“81)
082-30008051
(NOII33Ð“ NI 53T80133Ð“ NII
V83AO8d-Od30
(NOII33Ð“ NI f3T8V133Ð“ NI)
V83A088â€” O830
(1080 531800309 â€˜131801)
XO083A
(T V8O tl3180D
8ONVZ VN
(T V80 t I31QV1T
8ONVZ VN
(T V80 flÐ— T80U
X38ONVS
(1080 fl3'T80IT
X38ONVS
(T V8O tl3T80IT
T IHOIOÐŸT
(T V8O t13380IT
T INOIOÐŸT
31 N 'NN I BV D
BNVN BDVMI
1Ð˜S/9Ð˜O(
3IV3T ÐŸS T ON383IO8dV13N
HNI/9H59'O
31V3T ÐŸS T ON3831088V130
9Ð˜OL
31V3105 T ON3831088V130
9Ð˜02
3103105 T ON3831088V130
10/908'190 f10/901'071
0130 910218130 5301001930
10/90000
3101390 3000315390001x00030
T H/9Ð˜OOl
31V1330 3N0831539088AX08030
ÐNOOL
33OZ VON383N
9Ð˜T
T OÃœNIZ VN
9Ð˜Z
T OONT Z VN
9Ð˜Z
T OONT Z VÐ˜
9Ð˜T
T OONIZ VN
9Ð˜SL
3018OT0308OAH 3NIT II088VN
9Ð˜OS
3O18OT0308OAH 3NIT Il088VN
S HIDNBNIS
IST INBI03NÃ‰ T NI BAII31
NOIIVNMOINI AIIAISOT BXB DNV INBIVd BIVINdONddV HIIM ÐœGÐœ DNV S8'IE 'L  OI Z8'L '1 NONI 03AONddV ÐœGÐœ
'AI BT DVI



L BL E IV.  N_DAâ€˜S APPROVE D FROM 1-1-82 T O 7-31-85 AÐœÐ¨A'Ð— NIT H APPROPRL T E PAÃ‘T E NT AND E XOL OOIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISI
ST RE NGT H! O 1
ME T APROT E RE NOL SUL FAT E
5%
ME T APROT E RE NOL SUL FAT E
0.6%
ME T HYL DOPA
250MG
ME T HYL OOPA
500MG
ME T HYL OOPA
250MG/5ML
ME T HYL PHE NIOAT E HYDROCHL ORIOE
20MG
ME T OCL OPRAMIOE
E O 5MG BASE/5ML
ME T OCL OPRAMIDE HYDROCHL ORIOE
E O 5HG BASE/ML
ME T OCL OPRAMIOE HYDROCHL ORIOE
E O 10Ð¼ Ðµ BASE
ME T OPROL OL T ART RAT E
50MG
ME T OPROL OL T ART RAT E
IOOMG
ME T OPROL OL T ART RAT E
T MG/ML
T RADE NAME
D AE FRMâ€™  R T E
AL UPE NT
(SOL UT ION; INHAL AT ION)
AL UPE NT
(SOL UT ION; INHAL AT ION)
ME T HYL DOPA
(T ABL E T; ORAL)
ME T HYL OOPA
(T ABL E T; ORAL)
AL DOME T
(SUSPE NSION; ORAL)
RIT AL IN-SR
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
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 SSOR
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
BOE HRINGE R INGE L HE IM
BOE HRINGE R INGE L HE IM
CORD L ABORAT ORIE S
CORD L ABORAT ORIE S
MS& O/ME RCK
CIBA/CIBA-GE IGY
AH ROBINS
AH ROBINS
AH ROBINS
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
GE IGY/CIBA-GE IGY
NDAN.
APPR VAL DAT E
17-659
09-18-80
18-761
06-30-83
18-934
06-29-84
18-934
06-29-84
18-389
08-28-81
18-029
03-30-82
18-821
3-25-83
17-862
02-07-79
17-854
12-30-80
17-963
08-07-78
17-963
08-07-78
18-704
03-30-84
PAT E NT N .
E XP.  DAT E
3422196
01-14-86
3422196
01-14-86
4404193
09-13-00
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
Ð•Ð¥1 11111
E XP.  DAT E
NDF
09-24-86
NDF
09-24-86
1-12; I-13;
I-14
09-24-86
I-4
09-24-86
NDF
09-24-86
IV-73



98Â7Z Â60
92â€”1
98â€”72â€”60
92â€”1
3110 '1Ð¥3
AIIAI 3 XB
68â€”18â€”01
1221028
68â€”18â€”01
1221028
3110 Â°1Ð¥3
'ON INBIVd
88-91-20
818â€”81
28â€”02â€”21
792-81
28-41â€”60
792â€”81
28â€”22â€”01
072â€”81
28â€”22â€”01
072â€”81
28â€”18â€”80
729â€”81
88â€”20â€”90
029-81
28â€”70â€”80
029â€”81
78â€”81â€”20
665â€”81
28â€”21â€”60
669-81
28â€”90â€”50
219â€”81
82â€”82â€”80
286â€”21
82â€”82â€”80
286-21
3110 T VA MddV
Â° N VDN
531801V80803 8818
T V30Ð˜80H8 A8088V0
T V3VN80H8 A8080VÐŸ
531801V80803 0803
531801V80803 0803
85OH NV/MVÐ30 NV
Ð¥18ÐOH8/830Ð˜080
XIN3OH8/830Ð˜ÐŸ8O
531801V80803 V3533H3
531801V80803 1353303
531801V80803 H118Ð—2
38315/5803 808HlNIM
38315/5803 808HINIM
3111 111313111
72â€” A1
(T V80 fl3380IT
3T OZ VOIN08130
(T V80 5131801)
31OZ VOIN08130
(1080 5131801)
3102001008130
(1080 2131801)
3102001008130
(T080 5133801)
310Z V01008130
(801133Ð“81 tE VT80133Ð“ N1)
'A'I 08130
(1000 E131801)
005 118130
1T V80 f131801)
3A8130
(T V80 2131801)
3102001008130
(1080 f131801)
3102001008130
(1080 2131801)
3102001008130
(801133001 53180133001)
30008100
(801133001 13180133001)
300081NV
IBIMON `NNOI BOVOODT
BNVN 30111
9Ð˜092
310Z V018O813Ð˜
9Ð˜OOÐ‘
330Z VÐž180813Ð˜
9Ð˜092
31OZ VOIN08IBN
9Ð˜OOS
330Z V0180813Ð˜
9Ð˜OSZ
310Z V01808130
3Ð˜001/9Ð˜0OÐ§
310Z V01808130
9Ð˜OOS
3302V01808130
ÃœNOQÃ„
330Z V0180813Ð˜
ÐÐ˜0Ðž Ð§
330Z V0180813Ð˜
9Ð˜OSZ
3T OZ VOIN08I30
9Ð˜OOS
31OZ VOIN08130
T V1A/Ð˜992'9
301Ð˜V218130
T V1A/Ð˜992'8
301Ð˜V21813Ð˜
DT H-IW T
NOIIVNNOINI AIIAISO13XB DNV INBIVd 31111101111 HL IM SIVDN DNV S8'L E 'L  OI Z O'l '1 NOMI 03AOMddV SIVDN 'AI BT DVI
T OT INBI03NONI BAIIBV



08-01-00 (1V80 1131801) 30052
620-61 1000110083101 Â»N1 3102001008130 3102001008130
88-81-80 (1080 5131801) 30005
086-81 10311033VN8VH8 808 3102001008130 3102001008130
(001133001 13180133001)
18-02-21 18-02-21 830101003 3115018 01 10001/30005
11-1 Â¿sq-91 508VH8 318035 nia 'A'I 113013 3102001008130
18-02-21 18-62-50 (001133001 53180133001) 10001/30005
11-1 558-81 508VH8 318035 018 'A'I 113013 3102001008130
08-05-80 (001133101 13180133001) 10001/30005
106-81 501808HV/0015-501813 3102001008130 3102001008130
(80113Ð—Ð“01 53180133101)
88-62-60 830101003 10001/30005
006-81 8500 00/00330 00 3115018 01 â€˜^'1 08130 3102001008130
(001133101 13180133101)
88-81-11 830101003 10001/30005
068-81 531801080801 110880 3115018 01 3102001008130 3102001008130
88-81-11 (801133001 5318013Ð—Ð“01) 10001/30005
688-81 531801080801 110880 3102001008130 3107001008130
88-20-80 (1V80 f131801) 30005
118-81 10311033VN8VH8 00180 101501088 3102001008130
88-20-80 (1V80 5131801) 30052
118-81 10311033VN8008 00180 101501088 3102001008130
88-81-80 (1080 1131801) 30053
508-81 10311033VN8VH8 808 3102001008130 3102001008130
88-91-20 (1080 5131801) 30005
818-81 531801V80801 8808 3102001008130 3102001008130
3110 'dX3 3110 TVADNddV 131000 10003 3915001 15101ÐÐœ3015
11111501313 â€˜ÐžÐœ 1131Vd â€˜ÐžÐœ 1GN ÐÐœ1Ðœ INV31TddV BNVN 30101 1511Ðœ310309Ðœ1 311131
Ðœ0111Ðœ103Ðœ1 Ð11Ð1$ÐŸÐ¢3Ð¥Ð GNV 1Ðœ3110 31111001001 Ð11Ðœ 51VGÐœ DNV S8'IE'L OI ZR'I'I NONI DIAONddV SIVDN 'AI 31Ðž11
Â§L-/\I



9LÂAI
98-21-80 61-81-01 (1080 2131801) 905 2
1971902 091-81 000000 0311001 1101Ñ…0810
16-10-01
0196888
98-02-60 06-02-20 08-51-80 (1001901 210011500005) 90002
50 5591118 888-81 10911033VN8000 00100 2 10151000 3108110 3102000910
16-10-01
0196888
98-02-6 06-02-20 28-51-20 (1001901 218011500005) 90001
JON SSQLILC OZS-Ql WVDIIOBDVNBVHCI OHIHO 2 IVISINON BIVHIIN 3'TOZVNOOIN
16-10-01
0196888
06-02-20 51-91-21 (1091001 2001101) 22
5591118 621-11 10911033VN0000 00180 0830-10151000 3108110 3102000310
16-10-01
0156282
06-02-20 01-08-10 (1031001 200309) 22
5591118 060-11 10311033008VH0 00180 0830-10151000 3108110 3102000310
16-10-01
0196888
o6-02-20 01-08-10 (1V81ÐVA 2NV389) 22
9991118 090-11 TV3110330Ð˜80H8 OHI80 1 10151000 3108110 3102000310
16-10-01
0196888
98-02-60 06-02-20 81-70-01 (001133001 53180133001) 10/9001
12-1 5591118 000-81 VN8000 0355000 10151000 3102000310
1011/3508 90005 O3
18-02-21 08-82-11 (801133001 f3180133001) 3010010308010
11-1 258-81 508VH0 318035 'A'1 119013 3102001008130
AIIAITNTBXB 'ON INBIVd 'ON VDN BNVN 111313111 BN11 30111 1011131031011 311131
10111110111 11111503313 DNV INBIVd 31111101111 HIIM $1VDN-DNV SO'IS'L OI Z8'I'I 1011 03101111 51101 'NI 33011



T ABL E IV.  NDA'S APPT NIVE D FROM 1-Ð¢-82 T O 7-3Ð¢-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E_XCL USIVIT Y INFORMAT ION
PAT E NT NO.
E XP.  DAT E
ACT IVE INGRE DI NT
ST RE NOT HL O)
MINOXIOIL
T OMG
MOL INDONE HYDROCHL ORIOE
5MG
MOL INDONE HYDROCHL ORIOE
T OMG
MOL INDONE HYDROCHL ORIOE
?5HG
MOL INDONE HYDROCHL ORIOE
50MG
MOL INDONE HYDROCHL ORIOE
100MG
MOL INDONE HYDROCHL ORIOE
Z DMG/ML
MORPHINE SUL FAT E
0.5MG/ML
MORPHINE SUL FAT E
T MG/ML
NADOL OL
40MG
0400101
Ð— OMG
NADOL OL
|20MG
T RADE NAME
L DOSAOE FORM; ROOT E)
L ONIT E N
(T ABL E T; ORAL)
HOBAN
(T ABL E T; ORAL)
HOBAN
(T ABL E T; ORAL)
HOBAN
(T ABL E T; ORAL)
MOBAN
(T ABL E T; ORAL)
HOBAN
(T ABL E T; ORAL)
MOBAN
(CONCE NT RAT E; ORAL)
DURAMORPH PF
(INJE CT ABL E; INJE CT ION)
DURAHORPH PF
(INJE CT ABL E; INJE CT ION)
CORGARD
(T ABL E T; ORAL)
CORGARD
(T ABL E T; ORAL)
CORGARD
(T ABL E T; ORAL)
APP I ANT ÐœAÐœ
UPJOHN
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
E L KINS-SINN/AHROBINS
E L KINS-SINN/AHROBINS
E R SQUIBB AND SO05
En SQUIBB Ano sons
E R 500IB8 AND SONS
NDA .
APPR VAL DAT E
18-154
10-18-79
17-111
07-03-74
17-111
07-03-74
17-111
07-03-74
17-111
01-05-81
17-111
01-05-81
17-938
12-28-79
18-565
09-18-84
18-565
09-18-84
18-063
12-10-79
18-063
12-10-79
18-063
12-10-79
3461461
08-12-86
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3491093
01-20-87
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
3982021
09-21-93
3935267
01-27-93
NR; D-8
09-24-86
NR; DÂ8
09-24-86
IVÂ77



82-^1
98-72-60
50
3110 '113
11111003313
88-62-90
9800698
88-62-90
9800698
88-62-90
9800698
98-91-20
2618688
86-22-10
2929868
86-12-60
1202868
86-L2-10
2929868
86-12-60
1202868
86-22-10
2929868
86-12-60
1202868
86-22-10
2929868
86-12-60
1202868
86-22-10
2929868
86-12-60
l202868
3110 â€˜113
'0N 113111
79-90-80
712-71
79-90â€”80
712-71
29-22-21
712-71
28-22-90
720-81
62-91-90
720-8l
62-01-21
790-81
62-01-21
790-81
62-01-21
790-81
62-01-21
790-8l
62-01-21
S90-Sl
3110 T V101111
' 1 101
38315/5803 808H1010
18315/5803 808HI01Ðœ
18315/5801 808HI01Ðœ
100800/508008 100800
100800/508VH8 100800
SNos 000 881005 Ð¸Ð·
5005 uNv 881005 83
5005 oNv 881005 83
5Ð¼ 05 UNV 881005 Ð¸Ð·
5005 oNv 881005 83
3111 111313111
(T V80 5131801)

Ð¸0Ð°ÑÑÐ·Ð¼
(T V80 f131801)

Ð¸Ñ‡Ð°ÑÑÐ·Ð¼
(T V8D 5131801)
0V89930
(801133Ð“01 53180133Ð“811
01V800
(801133Ð“81 53180133Ð“81)
01V800
(T V80 flÃ‰ H80l)
0809803
1T V80 t lÃˆH80l)
0809803
11V80 5131801)
0809803
(T V80 11318V1)
08V9803
(T V80 flT I80l)
0809803
131001 31101 3015001
3011 30111
091
0130 31Ð¥101T V0
90009
013V 31Ð¥1013V0
UNOS?
0130 31Ð¥1013V0
10/9002
3018010308010 30108083V0
30/9001
3018OT H308OAH 30108081V0
90091
30100V0
90021
10100V0
9008
30300V0
9007
3OT00V0
90091
30100V0
S 11013113
1511131031011 311131

10111110111 11111501313 011 113111 31111101111 Ð111 51101 011 98'11'L  01 18'1'1 1013 03101111 51101
'AI 33011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDTENTLST
STRENGTHTST
NALIOIXIC ACIO
250MG/5ML
NALOXONE HYDROCHLORIOE
0.4MG/ML
NALOXONE HYDROCHLORIOE
TMG/ML
NALOXONE HYDROCHLORIOE; PENTAZOCINE
HYDROCHLORIOE
0.5MG; EO 50MG BASE
NALTREXONE HYDROCHLORIOE
50MG
NAPROXEN
125MG
NAPROXEN
250MG
TRADE NAME
(DOSAGE FORM; ROOTE)
NEGGRAM
(SUSPENSION; ORAL)
NARCAN
(INJECTABLE; INJECTION)
NARCAN
(INJECTABLE; INJECTION)
TALWIN NX
(TABLET; ORAL)
TREXAN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
NAPROSYN
(TABLET; ORAL)
APPLICANT NAME
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
NINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR
SYNTEX PR
NDA NO.
Ð¨
17-430
04-17-73
16-636
04-13-71
16-636
06-14-82
18-733
12-16-82
18-932
11-20-84
17-581
03-11-76
17-581
03-11-76
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3590036
06-29-88
0-9,
0-10, 0-11,
I-33
09-24-86
05, 0-9,
0-10, 0_11
1-33
09-24-86
4105659 Nc
09-09-95 09-24-96
0ÑÐ•
11-20-89
3904682 05
09-09-92 09-24-86
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
3904682
09-09-92
3998966
12-21-93
4001301
09-09Â92
4009197
09-09-92
IV-79



90-02-60 20-22-21 (001133201 fÐ·3svÃ¬a3Ð³nl) 1Ð˜/9Ð˜5
Â¿un 885-81 1-Ðœ/51A90-38898 191508118 81833A1908118
98-92-60 88-91-90 (8OÐŸ3ÐÐ“Ð¨ 53WVD3Ð“N1) 1Ð˜/9119'0
Â¿on 185-81 5H9/3893 19311183 uv 110181 8183311008118
68-22-20 18-18-21 (1980 f31058931 0Ð˜01
1299992 289-81 832118/5891 832138 910893088 3018103118
96-21-10 98-21-10 (1980 2081Ðœ303 â€˜Ð˜091 3598 9Ð˜2 03
33N 219-81 Ð˜303 noo/nou 113883Ð˜ 311380318 Ñ…318Ð˜03 81538 38110318
26-91-50 28-91-50 (1980 f318983H3 â€˜1318911 9Ð˜005
338 699-81 531IH/5Ð˜8988 531IH 301301318 301Ð˜9501318
26-60-60
1616009
26-60-60
1021009
26-12-21 08-90-60 (1980 1131891) 98512
9968662 991-81 a8 x31NAs xÃŸs8vnv Ð˜01005 83Ñ…08898
26-66-60
1616009
86-60-60
testenv
Â£6Âl2Â2l
9960662
90-02-60 26-60-60 28-51-90 (1980 =1318911 9Ð˜005
58 2899062 185-11 a8 Ñ…31815 81508898 83Ñ…Ð¾8898
26-60-60
1616009
26-60-60
1021000
26-12-21
9960662
26-60-60 08-81-10 (1980 1131891) 911518
2899062 (85-11 a8 Ð¥Ð·lNAs 81508898 N3Ñ…08898
1 â€™d 1 â€™d 31110 111611111! 111- J IÃ‹ÃHIÃœNÃ‹ÃŒÄ²Ã‹
11111 ' 111111 W 111 dv 3111111 1 N 1311131
Mmmm Ã„lIAISÃÃŒÃŒÃŽX3 GNV lNÃŽlVd Ã¬lVÃŽUdÃ–â€™Ã‹ÃŒdV HHH Ã‹â€˜VÃšN Ã–NV 9O'15'1 01 ÃQ'l'l 11081 030081101â€˜ NUN 'AÃŽ 1118



TABLE 11. NDA'S APPROVED FROM 1-T-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT ANO EXCLUSIVITY INFORMATION
NITROGLYCERIN NITRO-BIO MARION LABORATORIES 18-621 NDF
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAHP 18-672 NDF
TMG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 8ÐžF
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
0.8MG/H1 (INJECTABLE; INJECTION) 01-19-83 09-24-86
80HIFÐ•NS18Ð• MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE
25MG (CAPSULE; ORAL) 12-31-84 12-31-89
NOMIFLNSINE MALEATE HERITAL HOECHST-ROUSSEL 18Â224 NCE
50HG (CAPSULE; ORAL) 12-31-84 12-31-89
NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5HG (TABLET; ORAL) 04-21-82
NORGESTREL OVRETIE NYETH LABS/ANNO 17-031 3666858
0.075ÐœG (TABLET; ORAL) 10-23-73 85-30-89
3850911
11-26-91
3959322
11-26-91
NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY 14-684 3922305
EO TOHG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY T4-684 3922305
EO 25MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY 14-685 3922305
Ð•0 TOMG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIOE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
EO TOMG BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92
IV-BI



28-^I
18-80-80 19-11-70 (1080 5131801) 9Ð¸1
9106608 211-21 A1111 113 300801VH 3101330 3005VH13HV808
88-50-10 81-71-60 (801133081 13180133081) 1Ð˜/9Ð˜1
2128558 510-11 08028V/80NV980 8010^V8 301Ð˜088 Ð˜ÐŸ180809808
88-50-10 21-02-01 (801IJÐÐ“81 53180133081) 1Ð˜/9Ð˜2
2128558 510-11 08028V/80NV980 8010^08 301Ð˜088 Ð˜ÐŸ180809NV8
86-82-21 98-60-21 88-82-21 (1080 53105809) 9Ð˜091
398 1228808 991-81 AÐ13Ð-V813/V813 80315081 301801H3080AH 1010N38880
86-82-21 98-60-21 88-82-21 (1080 13105803) 9Ð˜08
33N 1228808 991-81 119139-0819/0819 80915081 30180189080118 1010838880
86-82-21 98-60-21 88-82-21 (1080 f3105809â€º 9Ð˜07
338 1228808 991-81 AÐ13Ðâ€”VÐ¯13/VÐ’13 80315081 301801H3080AH 1010838880
86-82-21 98-60-21 88-82-21 (1V80 13105809) 9Ð˜02
338 1228808 991-81 89139-0819/0819 80315081 301801H3080AH 1010038880
26-60-21
1685268
16-82-90
8221288
26-20-60 08-82-10 (1V80 =3105809) 9Ð˜052
8828068 690-81 832138/5801 832118 11$NVA 3010018HVÑ…0
26-52-11 61-71-90 (1080 =3105809â€º 3508 9Ð˜05 03
5082268 810-81 200NV5/5Ð˜8VH8 200NV5 8013008 301801030801H 3811A18181808
26-52-11 61-71-90 (1080 13105809) 3508 9Ð˜51 03
5082268 810-81 200NV5/5Ð˜80H8 200NV5 8013008 301801H3080AH 3011118181808
26-52-11 11-10-80 (1080 13105809) 3508 9Ð˜52 03
5082268 810-81 200NV5/5Ð˜8VH8 200NV5 8013008 30180TH3080AH 3011118181808
26-52-11 11-10-80 (1080 13105809) 3508 9Ð˜01 03
5082268 810-81 200NV5/5Ð˜8VH8 200NV5 8013008 301801H3080AH 3811Al818l8ON
NOIlVN6O3NI ÐÐŸÐœÐ—ÐžÐ®Ð¥3 GÐœV 1ÐœBIÐ£6 ÐŸVÐ¨6ÐžÐ£6dV HHM S1VGN GÐœV 98'1E'1 01 28'1'1 ÐœÐž13 G3ÐÐžMddV Ð—â€˜VGÐœ 'AI 318VI



T ABL E IV.  NDAâ€˜S APPROVE D FROM T-1-82 T O 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT L SI
ST RE NGT HT ST
PARAME T HASONE ACE T AT E
2MG
PE NT AGAST RIN
0.25MG/ML
PE NT AMIOINE ISE T HIONAT E
300MG/VIAL
PE NT AZ OCINE L ACT AT E
E O Ð— OMG BASE/ML
PE NT E T AT E INOIUM OISOOIUM,  IN-T IT
)MCI/ML
PE NT OXIFYL L INE
400MG
PHE NYL E PHRINE HYDROCHL ORIOE; PROME T HAZ INE
HYDROCHL ORIOE
5MG/5ML; 6.25MG/5ML
PIL OCARPINE HYDROCHL ORIOE
4%
PIMOZ IOE
2MG
PINDOL OL
5MG
PINDOL OL
T OMG
T RADE NAME
(DOSAGE FORM: ROUT E)
HAL DRONE
(T ABL E T; ORAL)
PE PT AVL ON
(INJE CT ABL E; INJE CT ION)
PE NT AM 300
(INJE CT ABL E; INJE CT ION)
T AL W IN
(INJE CT ABL E; INJE CT ION)
HÐ 1 1ND10H DT PA IN 111
(INJE CT ABL E; INJE CT ION)
T RE NT AL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
PHE NE RGAN VC
(SYRUP; ORAL)
PIL OPINE HS
(GE L; OPHT HAL MIC)
ORAP
(T ABL E T; ORAL)
VISKE N
(T ABL E T; ORAL)
VISKE N
(T ABL E T; ORAL)
APPL ICANT NAME
E L I L IL L Y
AYE RST L ABS/AMHO
L YPHOME D
W INT HROP L ABS/ST E RL
ME OI-PHYSICS
HDE CHST-ROUSSE L
NYE T H L ABS/AMHO
AL CON L ABORAT ORIE S
MCNE IL PHARM
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
NDA NO.
APPROVAL DAT E
12-772
04-17-61
17-048
07-26-74
19-264
10-16-84
16-194
07-24-67
17-707
02-18-82
18-631
08-30-84
08-604
04-02-84
18-796
10-01-84
17-473
07-31-84
18-285
09-03-82
18-285
09-03-82
PAT E NT N0.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3499016
03-03-97
3896103
Ð¾ 7-22-92
4105659
08-08-95
NCE
02-19-92
3737433 NCÐ•
06-05-90 08-30-94
4189469
02-02-97
Ð¼ Ð¾ Ð³
10-01-87
NCE
07-31-94
3471515 NCE
10-07-86 09-03-92
3471515 NCE
10-07-96 09-03-92
IV-83



26-90-00
338
26-90-70
338
26-80-60
398
3IV Â°dÐ¥3
Ð11Ð1ÐžÐœÐ¢ÐžÐ¥Ð
16â€”01-21
8996238
26â€”91â€”21
2001268
96-11-10
1780017
26â€”12â€”10
6182988
68â€”70-40
9187198
88â€”90â€”10
7891698
16â€”01-21
8996238
26â€”91â€”21
2001268
96â€”11â€”10
1780017
26â€”12â€”10
6182988
68-70-10
9187198
88â€”90â€”10
7891698
98â€”10â€”01
9191108
BIÐ£ 'dX
'0N lNÃlVd
78-Sl-LO
110â€”61
28â€”90â€”70
L7I-8l
28-90-70
171â€”81
28-80-60
S82-8l
3IV VA Ã¶ddV
' VGÐœ
78â€”A1
SBVT 338LNIV88
83Z138/SBV3 832138
832138/58V3 832138
ZOONV5/SH80H8 ZOONVS
3ÐœVÐœ 1ÐœV3110dV
(TV8D f80IlnlIlSNO338
803 830Ðœ08)
A131A109
(1080 531058V3)
3030133
(1V80 533HS8V31
3830133
(1080 51318'1)
038$1^
131111111 â€š1111111 NW)
ÐÐœVÐœ 3GVÃ¶1
108/Ð˜901'22
tl08/Ð˜Ð98'9
5108/Ð˜901'9
5108/Ð˜916'2
f108/N99â‚¬Â¿
3103105 Ð˜01005
130180TH9 Ð˜ÐŸ1005
531080880318 Ð˜01005
530180TH9 Ð˜ÐŸ1550108
fossi 109119 3031AHI3A108
9Ð˜ÐžÐ—
NV31XO818
9Ð˜01
HV31Ð¥0818
9Ð˜91
10100818
Ð1ÐžÐœ301$
1N I NI 3Ð11 V
ÐœÐ¨Ð¨ÐœÐ¨Ð¨ÐÐÐœÐ®ÐŸÐGÐ©1Ð®Ð¨dÐ›Ð˜Ð¨Ð¨Ð«VÐ¨Ð¨ÐÐ©Ð¨ÐžÐ©988101Ð®11ÐœÐœÐ—Ð¨Ð®Ð«ÐÐÐ™Ð¨ 11ÐŸÐ©1



TABLE IV. NDA'S APPROVED FROM T-1-BZ TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLSL
STRENGTHTS)
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SOOIUM SULFATE
12OGM/PACKET;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SO010H SULFATE
227.TGM/PACKET;
2.826H/Ð ACÐšÐ•Ð¢;
6.36GM/PACKET;
5.53GM/PACKET;
21.50M/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SOOIUM SULFATE
360GM/PACKET;
4.4YGM/PACKET;
10.086M/PACKET;
8.7Ã“ GM/PACKET;
34.08GM/PACKET
POLYTHIAZIOE; PRAZOSIN HYDROCHLORIOE
0.5MG; 1MG
TRADE NAME
(DOSAOE FORM; ROOTE)
COLYTE
(PONDER FOR
RECONSTITUTION; ORAL)
COLYTE
(PONDER FOR
RECONSTITUTION; ORAL)
COLYTE
(PONDER FOR
RECONSTITUTION; ORAL)
MINIZIOE
(CAPSULE; ORAL)
APPLICANT NAME
EDLAW PREPARATIONS
EDLAW PREPARATIONS
EDLAW PREPARATIONS
PFIZER LABS/PFIZER
NDA N .
APPR VAL DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986
06-13-80
Ð AÐ¢Ð•ÐœÐ¢ Ðœ0.
Ð¨
EXCLUSIVITY
EXP. DATE
3511836
05-12-87
3663706
05-16-89
4130647
12-19-95
IV-85



98ÂA1
88-11-20
089-81
88-11-20
089-81
96-02-20 08-22-50
9510710 058-11
86-18-80 08-11-01
5186520 882-81
86-18-80 08-11-01
5186520 882-81
98-02-60 08-02-10
108 968-81
56-61-21
1090810
68-91-50
9018998
18-21-50 08-81-90
9881158 986-11
56-61-21
1090810
68-91-50
9018998
18-21-50 08-81-90
9881158 986-11
31VG Â°6Ð¥3 31VG â€˜6Ð¥3 31VG TVÐÐžÐ6dV
Ð11Ð1Ð—Ðœ13Ð¥3 I0N 1Ðœ31Vd '0N VGÐœ
5801 1083A081
5801 1O03AV81
Ð -̃8/80SNH0Ð“ 0V3Ð˜
SN1808 HV
581808 HV
531801080801 110880
832138/5801 832138
832138/5801 832138
3ÐœVÐœ 1ÐœV3111dV
(8Ðž1133Ð“81 53180133181)
830101809 9115018 81
03002 301801H9 Ð˜01550108
0NV %6`0 30180103 Ð˜01005
(801133Ð“81 53180133081)
830101809 9115018 81
03001 301801H3 Ð˜ÐŸ1550108
0NV %Ð±'0 30180103 Ð˜01005
(1V80 f3SV3138
0311081803 â€˜1318011
Ð¥18101Ð¥
(1080 13503138
0311081803 l33nS803)
8â€”0831Ð˜
(1V80 135V3138
8311081803 â€˜31058V31
N-0831N
(801133Ð“81 53180133Ð“81)
8301V1803 3115VT8
81 31V133V Ð˜ÐŸ155V108
(1V80 f31ÐŸ58V3)
3012181Ð˜
(1V80 53105809)
30121818
(31ÐžÐžÐâ€™Ð¢ÐŸÐÐž1 3ÐVÐ—ÐžG)
3ÐœVÐœ 3GV11
1Ð˜001/9Ð˜006 11Ð˜001/9Ð˜008
30180103 Ð˜ÐŸ1005 530180TH3 NnISSVlOd
1Ð˜001/9Ð˜006 51Ð˜001/9Ð˜051
301801H3 Ð˜ÐŸ1005 530180103 Ð˜ÐŸ1550108
03001
30180103 Ð˜ÐŸ1550108
03Ð˜01
30180103 Ð˜01550108
03Ð˜8
30180103 Ð˜01550108
1Ð /̃0302
3101390 Ð˜ÐŸ1550108
9Ð˜5 59Ð˜5'0
301801H3080AH 81502088 f3GIZVIHIMO8
ÐHZ tUN9'O
301801H3O8OAH "1502V88 5301ZV1HIA108
151Ð1ÐžÐœ3115
(511131G309Ðœ1 3Ð113V
Ðœ011VÐœ101Ðœ1 Ð11Ð1Ð—ÐžÐ¢3Ð¥3 GÐœV 1Ðœ31V0 ÐlVI6dO6ddV Ð11Ðœ 8IVGÐœ GÐœÐ£ 98'11'1 01 28'1'1 Ðœ011 GBÐÐž6Ð±Ð±V 81VGÐœ 'AI 318VI



TABLE IV. NDA'S APPROVED FROM T-1-OZ TO T-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
150MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
300MG/100ML; 9OOMG/1OOML
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
75MG/100ML; 900MG/100ML
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
150MG/100ML; 900MG/1OOML
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
220MG/TOOML; 900MG/100ML
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
300MG/100ML; 900MG/100ML
PRALIOOXIME CHLORIDE
300MG/ML
PRALIDOXIME CHLORIOE
3OOMG/ML
PRAZEPAM
ZOMG
PRAZIOUANTEL
600MG
TRADE NAME
(DOSAGE FORM; ROUTE)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20HÐ•0
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
PROTOPAM CHLORIDE
(INJECTABLE; INJECTION)
PRALIOOXIME CHLORIDE
(INJECTABLE; INJECTION)
CENTRAX
(CAPSULE; ORAL)
BILTRICIOE
(TABLET; ORAL)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AM MCGAN/AM HOSP
AYERST LABS/AMHO
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L
MILES PHARMS/MILES
NDA NO.
APPROVAL DATE
18-630
02-17-83
18-630
02-17-83
18-722
11-09-82
18-722
11-09-82
18-722
11-09-82
18-722
TTÂ09Â82
18-799
12-13-82
18-986
12-13-82
18-144
05-10-82
18-714
12-29-82
PATENT NO.
EXP. DATE
3629425
12-21-88
4001411
01-04-94
111111511111
Ð¨
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
NCE
12-29-92
IV-87



88-^1
98-72-60
91-1
98â€”72-60
91-1
98-72-60
91-1
3IVG 'dX3
111Ð1ÐÐœ13Ð¥3
18-12-10
9260298
26-12-10
2882988
88-12-70
8889198
96-61-21
117908117
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198
96-61-21
1790817
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198
96-61-21
1790817
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198
3IVG 'd13
Â°ÐžÐœ 1Ðœ3IV0
19-81-11
817-91
71-91-01
817-91
19-81-11
817-91
69-22-10
981-91
11-10-20
989-11
91-82-90
K77-Ll
91-82-90
277-11
91-82-90
277-11
31VG TVÐ MddV
'ÃœN VGÐœ
OHNV/5801 1583AV
OHHV/5801 1583AV
0HNV/5801 1583AV
30308 VT-88VÐ˜33OH
Ð˜303 MOU/MOU 1138830
832138/5801 832138
832138/5801 832138
832138/5801 832138
ÐÐœVÐœ 1ÐœV5110dV
(1080 5131801)
1V83081
(1080 1131801)
1083081
(1V80 11318V1)
1V83081
(1080 13105803)
3001010Ð˜
(1V80 51318V1)
0313801
(1080 53105803)
5538818IH
(1V80 f31058V31
55388181H
(1V80 fTIÐŸS8'GD)
S5388ININ
(31ÐžÐž6 3Ðœ101 3ÐVSÐžG)
ÐÐœVÐœ 3GVÐ¨
SÐ˜O7
301801H3080AH 10108088088
9Ð˜02
301801H3080AH 10108V88088
SNO!
30180TH3080AH 10108088088
3508 9Ð˜05 03
301801H3080AH 301208803088
9Ð˜092
10308088
ÐHZ
301801H3080AH 81502V88
9Ð˜1
301801H3080AH 81502V88
9Ð˜S
301801H3080AH "1502V88
S HL 13113
(Ð11ÐœBIÐž3ÐÐžÐœ1 3Ð113V
ÐœÐžÐ¢1VÐœ001Ðœ1 Ð11Ð1$Ðž13Ð¥3 GÐœV 1Ðœ3IV0 31V1NdÐžÐddÐ£ Ð11Ðœ $1VGÐœ GÐœV 98'11'L 01 2O'1'1 ÐœÐžÐÐ G3ÐÐžÐÐ±dV Ðâ€˜VDÐœ
'AI 318VI



Ð¨ IV.  NDAâ€™ $ APPROVE D FROM T-1-8Z T O 7'31185 AND NDAâ€˜$ NIT H APPROPRIAT E L PAT E NT AND E XOL OSIVIT Y INFORMAT ION
PAT E NT Ð¨.
Ð•Ð¥Ð .  DAT E
ACT IVE INGRE DIE NT( O)
ST RE NGT H( S)
PROPRANOL OL HYDROCHL ORIOE
60MG
PROPRANOL OL HYDROCHL ORIOE
Ð— OMG
PROPRANOL OL HYDROCHL ORIOE
Ð— OMG
PROPRANOL OL HYDROCHL ORIOE
9OMG
PROPRANOL OL HYDROCHL ORIOE
120MG
PROPRANOL OL HYDROCHL ORIOE
160MG
PROT E IN HYDROL YSAT E
5%
PROT AMINE SUL FAT E
250MG/VIAL
PROT IRE L IN
0.5MG/ML
PROT IRE L IN
0.5MG/ML
PYRANrE L Ð AHOAÐ¢Ð•
Ð½ Ð¾  250MG BASE/5ML
T RADE NAME
D A FRM'R T E
INDE RAL
(T ABL E T; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL L A
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
INDE RAL
(T ABL E T; ORAL)
INDE RAL L A
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
INDE RAL L A
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
AMINOSOL 5%
(INJE CT ABL E; INJE CT ION)
PROT AMINE SUL FAT E
(INJE CT ABL E; INJE CT ION)
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)
APPL I ANT NAME
AYE RST
AYE RST
AYE RST
AYE RST
AYE RST
AYE RST
ABBOT T
UPJOHN
ABBOT T L ABORAT ORIE S
L ABS/AMHO
L ABS/AMHO
L ABS/AMHO
L ABS/AMHO
L ABS/AMHO
L ABS/AMHO
L ABORAT ORIE S
HDE CHST-ROUSSE L
RDE RIG/PFIZ E R
NDA NO.
APPR VAL AT E
16-418
10-18-82
16-418
10-16-74
18-553
04-19-83
16-418
10-18-82
18-553
04-19-83
18-553
04-19-83
05-932
01-31-85
07-413
08-02-84
17-638
11-05-76
18-087
07-18-78
16-883
12-30-71
4138475
02-06-96
4138475
02-06-96
4138475
02-06-96
3746697
o7Â17Â90
3746697
07-17-90
3644624
02-22-89
3549624
12-22-87
09-24-86
NDF
09-24-86
NS
09-24-86
I-15
09-24-86
NDF
09-24-86
NDF
09-24-86
NS
09-24-86
IV-89



98-02-6 15-11-50 (1091801 5801101/0089v85) %9Â°2
8-1 986-10 5801 110880 805135 3011105 Ð˜0183135
86-71-70
1019877
86-71-00
8002920 (500300109830 53503138
06-82-90 61-18-21 0311081809 â€˜Ð˜111) 9Ð˜9`1
0681807 018-11 19139-0819/0819 8095-Ð˜8305NV81 301Ð˜0108095
26-12-50
0819888
86-81-10 18-62-50 (801133081 53180133081) 10/3508 9Ð˜9 0 03
0292868 600-81 988/80103 031Ðœ808 8183805 3101390 815010805
98-72-60 78-12-80 (NOI 133Â£`NI 5318V133CNI) 719 fzs
88 166-81 531801080801 110880 %0l 11 8150811 110 NV38105 1110 83Ðœ011105
98-02-60 08-12-80 (801133081 53180133081) %01 f901
88 166-81 531801080801 110880 %02 11 8150811 110 NV38105 5110 83Ðœ011105
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TABLE IV. NDA'S APPROVED FROM Ð¢-Ð¢-82 TO 7-3Ð¢-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTISL
STRENGTHTS)
SILVER SULFAOIAZINE
1%
SILVER SULFADIAZINE
1%
SINCALIOE
0.005MG/VIAL
SODIUM ACETATE, ANHYDROUS
ZMEQ/ML
SODIUM CHLORIOE
450MG/100ML
SODIUM CHLORIOE
9MG/ML
SODIUM CHLORIOE
9MG/ML
SOOIUM CHLORIOE
2.5MEO/ML
SODIUM CHLORIOE
3GM/100ML
SOOIUM CHLORIOE
5GM/100ML
SOOIUM CHLORIOE
9MG/ML
TRADE NAME
(DOSAGE FORM; ROUTET
SILVADENE
(CREAM; TOPICAL)
SSD
(CREAM; TOPICAL)
KINEVAC
(INJECTABLE; INJECTION)
SOOIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIOE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
BACTERIOSTATIC SOOIUM
CHLORIOE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIOE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIOE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIOE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIOE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
MARION LABORATORIES
TRAVENOL LABS
ER SOUIBB AND SONS
ABBOTT LABORATORIES
TRAVENOL LABS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATORIES
NDA NO.
APPROVAL DATE
17-381
11-26-73
18-578
02-25-82
17-697
07-21-76
18-893
05-04-83
18-497
02-19-82
18-800
10-29-82
18-803
10-29-82
18-897
07-20-84
19-022
11-01-83
19-022
11-01-83
19-217
07-13-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3761590
09-24-90
3939315
10-01-91
Ð Ð 
09-24-86
IV-91
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TABLE IV. NDA'S APPMNED FROM Ð¢'1-82 TO 7'3Ð¢-85 AND N_DA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82
SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758
20% (INJECTABLE; INJECTION) 02-15-83
SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786
20% v(INJECTABLE; INJECTION) 06-29-83
SOYBEAN OIL LIPOSYN III 10% ABBOTT LABORATORIES 18-969
10% (INJECTABLE; INJECTION) 09-24-84
SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970
20% (INJECTABLE; INJECTION) 09-25-84
STANOZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 I-28
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86
STREPTOZOCIN ZANOSAR UPJOHN 17-961 NCE
)GM/VIAL (INJECTABLE; INJECTION) 05-07-82 05-07-92
SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489
TGM (TABLET; ORAL) 10-30-81 03-11-86
SUFENTANIL CITRATE SUFENTA JANSSEN PHARMA 19-050 3998834 NCE
EO 0.05MG BASE/ML (INJECTABLE; INJECTION) 05-04-84 12-21-93 05-04-94
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-377 RE28636
400MG; BOMG (TABLET; ORAL) 07-30-73 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM DS HOFFMANN-LA ROCHE 17-377 RE28636
BOOMG; 160MG (TABLET; ORAL) 03-01-78 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-560 RE28636 I-21
2OOMG/5ML; 4OMG/5ML (SUSPENSION; ORAL) 04-16-75 06-02-87 O9-24-86
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEOIATRIC HOFFMANN-LA ROCHE 17-560 RE28636 I-21
200MG/5ML; 4OMG/5ML (SUSPENSION; ORAL) 12-10-79 06-02-87 09-24-86
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564
OOMG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87
RE28636
06-02-87
IV-93
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T ABL E IV.  NDAâ€˜S APPROVE D FROM Ð¢-1'82 Ð¢Ðž Ð¢'Ð—1-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
AOT IVE INORE DIE NT(Â§)
ST RE NGT H)S)
SUL FASAL AZ INE
500MG
SUL FASAL AZ INE
500MG
SUL INDAC
|50MG
SUL INDAC
200MG
SUT IIAINS
82,000 UNIT S/GM
T E CHNE T IUM,  T Câ€”99M SOOIUM PE RT E CHNE T AT E
GE NE RAT OR
0.22Â2.22CI/GE NE RAT OR
T E CHNE T IUM,  T CÂ99M,  AL BUMIN COL L OIO
KIT
N/A
T E CHNE T IUM,  T CÂ99M,  OISOFE NIN KIT
N/A
T E CHNE T IUM,  T CÂ99M,  GL UCE PT AT E KIT
N/A
T E CHNE T IUM,  T CÂ99M,  ME DRONAT E
N/A
T E CHNE T IUM,  T CÂ99M,  ME DRONAT E
N/A
Ð¨
(DOSAGE FORM: ROUT E)
AZ UL FIOINE
(T ABL E T,  E NT E RIC COAT E D;
ORAL)
SUL FASAL AZ INE
(T ABL E T,  E NT E RIC COAT E D;
ORAL)
CL INORIL
(T ABL E T; ORAL)
CL INORIL
(T ABL E T; ORAL)
T RAVASE
(OINT ME NT; T OPICAL)
MINIT E C
(SOL UT ION; INT RAVE NOUS,
ORAL)
MICROL IT E
(INJE CT ABL E; INJE CT ION)
HE PAT OL IT E
(INJE CT ABL E; INJE CT ION)
T E CHNE SCAN GL UCE PT AT E
(INJE CT ABL E; INJE CT ION)
OST E OL IT E
(INJE CT ABL E; INJE CT ION)
AME RSCAN
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
PHARMACIA/PHARMACIA
BOL AR PHARMACE UT ICAL
MS& D/ME RCK
MS& D/ME RCK
T RAVE NOL L ABS
E R SQUIBB AND SONS
ME O OIAG/NE NUCL E AR
ME D OIAG/NE NUCL E AR

Ð¼ 5& Ð¾ /Ð¼ Ð•Ð½ ÑÐº
ME D OIAG/NE NUCL E AR
AME RSHAM/RAOIOCHE M
NDA NO.
APPR VAL DAT E
07-073
O4-06Â83
88-052
05-24-83
17-911
09-27-78
17-911
O9Â27Â78
12-828
06-12-69
17-339
06-03-74
18-263
03-25-83
18-467
03-16-82
18-272
01-27-82
17-972
12-16-77
18-335
08-05-82
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
Ð¼ Ð¾ Ð³
09-24-86
Ð¼ Ð¾ Ð³
09-24-86
3654349
04-04-89
3725549
04-03-90
3725548
04-03-90
3654349
04-04-89
3409719
11-05-85
I-31
09-24-96
NP
09-24-96
IV-95
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TABLE IV. NDA'S APPROVED FROM T-I-BZ Ð¢Ðž 7-31'85 ANO NDA'S NITH APPROPRIATE PATENT AND EXOLOSIVITY INFORMATION
STRENGTH)S) )DOSAOE FORM; ROOTE) APPR VAL DAT XP. DAT XP. ATE
TERFENAOINE ` SELDANE MERRELL DON/DON CHEM 18-949 3806526 NCE
Ð±Ð¾Ð¼Ð± (TABLET; ORAL) 05-08-85 04-23-91 05-08-90
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98
THALLOUS CHLORIOE, TLÂ201 THALLOUS CHLORIDE TL 201 MEOI-PHYSICS 18-110 NS
ZMCI/ML (INJECTABLE; INJECTION) 02-01-82 09-24-86
THALLOUS CHLORIOE, TL-201 THALLOUS CHLORIOE TL 201 AMERSHAM/RAOIOCHEM 18-548
)MCI/ML (INJECTABLE; INJECTION) 12-30-82
THEOPHYLLINE OUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01
ORAL)
TIMOLOL MALEATE BLOCADREN MSBD/HERCK 18-017 3655663
5MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
TOMG (TABLET; ORAL) 11-25-81 O4Â1T-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
20MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 Ð¢Ðž 7-31-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT L S)
ST RE NGT H)S)
T RE T INOIN
0.01%
T RE T INOIN
0.025%
T RIAMCINOL ONE ACE T ONIOE
0.25MG/INH
T RIAMCINOL ONE ACE T ONIOE
0.1%
T RIAZ OL AM
0.125MG
T RIAZ OL AM
0.25MG
T RIAZ OL AM
0.5MG
T RIL OST ANE
Ð— OMG
T RIL OST ANE
60MG
T RIME T HOPRIM
200MG
T RIME T HOPRIM
200MG
T RADE NAME
(DOSAGE FORM; ROUT E)
RE T IN-A
(GE L; T OPICAL)
RE T IN-A
(GE L; T OPICAL)
AZ MACORT
(AE ROSOL; INHAL AT ION)
KE NAL OG-H
(CRE AM; T OPICAL)
HAL CION
(T ABL E T; ORAL)
HAL CION
(T ABL E T; ORAL)
HAL CION
(T ABL E T; ORAL)
MODRAST ANE
(CAPSUL E; ORAL)
MODRAST ANE
(CAPSUL E; ORAL)
PROL OPRIM
(T ABL E T; ORAL)
T RIMPE X 200
(T ABL E T; ORAL)
APPL ICANT NAME
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
W IL L IAM H RORE R
E R 500IB8 AN0 SONS
UPJOHN
UPJOHN
UPJOHN
W INT HROP L ABS/ST E RL
W INT HROP L ABS/ST E RL
BURROUGHS W E L L COME
HOFFMANN-L A ROCHE
NDA NO.
APPROVAL DAT E
17-955
10-05-78
17-579
04-18-75
18-117
04-23-83
86-240
06-22-78
17-892
04-26-85
17-892
11-15-82
17-892
11-15-82
18-719
12-21-84
18-719
12-21-84
17-943
07-14-82
17-952
11-09-82
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3729569
04-24-90
4247547
01-27-98
3729569
04-24-90
4247547
o1Â27Â98
3997779 Ð¼ Ð¾ Ð³
08-05-92 09-24-86
3927906
12-23-92
4048310
09-13-94
3980790 NCE
09-14-93 11-15-92
3987052
10-19-93
3980790 NCE
09-14-93 11-15-92
3987052
10-19-93
3980790 NCE
09-14-93 11-15-92
3987052
10-19-93
NCE
12-21-99

Ð¿ ÑÐµ
12-21-89
NS
09-24-96
NS
09-24-96
IV-99



IV-T OO
T ABL E IV.  NDA'S APPROVE D T RON 1-1-82 T O 1-31-85 110 NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INQRE DIE NT IS)
ST RE N T H
T RIME T HOPRIM
T OOMG
T RIMIPRAMINE MAL E AT E
E O T OOMG BASE
VE CURONIUM BROMIOE
T OMG/VIAL
VE RAPAMIL
800G
VE RAPAMIL
T Z OMG
VE RAPAMIL
80MG
VE RAPAMIL
T Z OMG
VE RAPAMIL
2.5MG/ML
VE RAPAMIL
2.5MG/ML
W AT E R FOR
100%
W AT E R FOR
100%
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
HYDROCHL ORIOE
INJE CT ION,  ST E RIL E
INJE CT ION,  ST E RIL E
T RADE ÐœAÐœÐ•
T DOSAQE E QRN; ROUT E)
T RIME T HOPRIM
(T ABL E T; ORAL)
SURMONT IL
(CAPSUL E; ORAL)
NORCURON (NC-45)
(INJE CT ABL E; INJE CT ION)
ISOPT IN
(T ABL E T; ORAL)
ISOPT IN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(T ABL E T; ORAL)
CAL AN
(INJE CT ABL E; INJE CT ION)
CAL AN
(INJE CT ABL E; INJE CT ION)
ST E RIL E W AT E R FOR INJE CT ION
IN PL AST IC CONT AINE R
(L IOUIO; N/A)
ST E RIL E wAT E R IN PL AST IC
CONT AINE R
(L IOuIn;  N/A)
APPL I ANT ÐœAÐœÐ•
BIOCRAFT L ABS
IVE S L ABS/AMHO
ORGANON/AKZ ONA
KNOL L PHARMACE UT ICAL
KNOL L PHARMACE UT ICAL
SE ARL E/SE ARL E PHARMS
SE ARL E/SE ARL E PHARMS
SE ARL E PHARMS
SE ARL E PHARMS
T RAVE NOL L ABS
T RAVE NOL L ABS
NDA .
APPR VAL DAT E
18-679
07-30-82
16-792
09-15-82
18-776
04-30-84
18-593
03-08-82
18-593
03-08-82
18-817
09-10-84
18-817
09-10-84
18-925
03-30-84
19-038
03-30-84
18-595
01-17-83
18-632
06-30-82
PAT E NT NO.  E XE IUSIVIT Y
E NE Â¿_QAIÂ§ E XP.  DAT
Ns
09-24-86

3553212 Ð¼ ÑÐ•
01-05-88 04-30-94
4237126
12-02-97
4297351
10-27-98
NR
09-24-86
NR
09-24-86
NR
09-24-86
NR
09-24-86



TABLE IV.
NDA'S APPROVED FROM 1-1-82 Ð¢Ðž 7-3Ð¢-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS)
STRENGTH 5
WATER FOR INJECTION, STERILE
100%
WATER FOR INJECTION, STERILE
100%
WATER FOR INJECTION, STERILE
100%
XENON, XE-127
SMCI/VIAL
XENON, XE-127
TOMCI/VIAL
XENON, XE-133
TOMCI/VIAL
XENON, XE-133
20MCI/VIAL
TRADE NAME
(DOSAGE FORM: ROUTE)
STERILE WATER IN PLASTIC
CONTAINER
(LIOUIO; N/A)
BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIOUIO; N/A)
STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIOUIO; N/A)
XENON XE 127
(GAS; INHALATION)
XENON XE 127
(GAS; INHALATION)
XENON XE 133
(GAS; INHALATION)
XENON XE 133
(GAS; INHALATION)
APPLI AÐœÐ¢ ÐœAÐœÐ•
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
MALLINCKRODT
PATENT NO.
EXP. DATE
NDA ÐœÐž.
APPR VAL DATE
18-801
10-27-82
18-802
10-27-82
19-077
O3Â02Â84
18-536
10-01-82
18-536
10-01-82
18-327
03-09-82
18-327
03-09-82
EXCLUSIVITY
EXP. DATE
NCE
10-01-92
NCE
10-01-92
IV-101
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SUBSCRIPTION FORM
APPROVED DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
6TH EDITION (T985)
MAIL Ð¢Ðž: DATE:
Superintendent of Documents
Government Printing Office
washington, DC 20402
(202) 783-3238
PURCHASERZ SHIP TO:
(If different than purchaser)
CONTACT: TELEPHONE (Inc1ude Area Code)
METHOD OF PAYMENT
[ ] Charge my GPO Account No.
[ ] Purchase Order Number
[ ] Check enclosed for `Ã®
(Make check payable to Superintenaent oT Documents)
AUTHORIZING DATE:
SIGNATURE
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE
The 6th Edition will be published in
October l985. SubscriptioÃ± includes
the Approved Drug Products List
and monthly Cumulative Supplements.
DOMESTIC @ $103.00 $
FOREIGN @ $Ð¢28.75 S
ENTER TOTAL
SN
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