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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
Ageroved Prescription Drug Products with Therapeutic Equivalence Evaluations,
E 1 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 symbol > Ð¼ÑŽ â€º to the left of the line on which new
information exists. The zim2_>symbol is dropped in subsequent cumulative
supplements for that item.



Ð’.
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 > m1 > (DELETE) to the left of the
line containing the overstruck print. The >JMJ;> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (') to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUM: DESI Pending List
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Products
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Re ister. As approval is
granted by the Agency for a specific product, EaseÃ¢ 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)
Federal Register Reference
Products
(continued)
neomycin sulfate with either: 1984 (49 FR ll888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologie use]
MAR 26,
neomycin sulfate, polymyxin B sulfate, MAY 4, l984 (49 FR l9l47)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, l984 (49 FR 35428)
parenteral multivitamin products SEP l7, l984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 345l6)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR l0708)
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 l984
requires the FDA to make publicly available an alphabetical list of
approved drug products, with the application number and approval date,
for each product approved January l, l982 and thereafter, and an
indication whether in vitro and/or in vivo bioequivalence studies are
required for ANDA approval. This pÃ¼blication, Approved Prescription Drug
Products with Therapeutic Equivalence Evaluations, 5th Edition, andÅ•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 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.
iv
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
DESCRIPTION OF REPORT
The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity. Ð°
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.



A. COUNTS CUMULATIVE BY QUARTERS
CATEGDRIES couNTED JULY '84 (BASELINE) Ð¾ÑÑ‚ '84 JAN '85 APR '85
DRUG PRODUcTs LIsTED 74I5 7609 7746 7890
SINGLE Ð²Ð¾Ð¸Ð½Ð¾Ð² 2005 (27.05) 2045 (2ÑŒ.9$â€º 2077 (26.8$) 2078 (20.3%â€º
Ð¼Ð¸ÑŒÑ‚Ð¿Ð·Ð¾Ð¸ÐºÑÐ²<') 54|0 (72.9%) 5564 (73.I%) 5669 (73.23) 58I2 (73.7%)
THERAPEUTIcALLY EQUIVALENT 4393 (59.21) 4497 (59.Ix) 4598 (59.41) 4709 (59.61)
Ð¼Ð¾Ñ‚ THERAPEUTIGALLY EQUIVALENT 999 (13.45) |032 (I3.5z) Ð¿Ð¾Ð·Ð° (I3.4%) |068 (I3.5$)
EXcEPTIoNsI2â€™ I8 ( 0.3%) 26 ( 0.31) 23 ( 0.3%) 26 ( 0.33)
Ð¼Ð½Ð¸ MoLEcuLAR ENTITIEs APPRovED Ð¸ 4 9 2
NUMBER 0F APPLIcANTs 295 300 304 307
' Ð’. ACTIVITY FOR SUPPLEMENT NUMBER IO
MAY '85 JUNE '85 GUMULATIVE
DRUG PRODUcTs ADDED: 40 43 83
NEwLY APPROVED 37 A42 79A
DEsI EFFECTIVE 3 I 4
REMARKETED 0 0 0
DRUG PRODUcTs REMOVED: 28 24 52
wITHDRAwN APPROVAL 0 0 Ð¾
Rx Ñ‚Ð¾ Ð¾Ñ‚Ñ swITcH Ð¾ 0 0
DISCONTINUED MARKETING 28 24 52
NET GAIN IN DRUG PRODucTs I2 I9 3|
SINGLE Ð²Ð¾Ð¸Ð½Ð¾Ð² PRODUCTS APPROVED I2 7 I9
MULTIsouRcE DRUG PRODUcTs APPROVED 28 36 64
NEw MOLECULAR ENTITIEs APPROVED: 3 0 3
As THE ENTITY - 3 Ð¾ 3
As A sALT, EsTER 0R DERIVATIVE
0F THE ENTITY 0 0 0
(I) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE I-5 OF THE LIST)
vl
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
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APPROVED PRESCRIPTION DRUG PRODUCTS ' 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
ACEBuTOLOL HYOROCHLORIOE (PAGE 3-1) ACETAMINOPHENÃ® COOEINE PHOSPHATE (PAGE 3-1)
CAPSuLE; ORAL TABLET; ORAL
SECTRÃ€L ACETAMIIIOPHEN Nl OODEINE 83
IVES LABS/AMHO EO 200MG BAsEn N 18917 AA LEHHON 3oOMG;30MGn N 88628
EQ 400MG BAsEn N 18917 AOETAHIHOPHEN Hf ÑÐ¾Ð²ÐµÑ‚Ñ‹: sa.
AA LEHMON g00HG;80MGn N 88629
/ÐÑ‘Ñ‘Ñ‚Ð´Ð½1Ð½Ñ‘Ð´Ð½Ñ‘Ð½â€™ÑˆÐ¹â€˜8d8818:â€˜Ð•ÐÐ—ÐÐÐ ÐÐ§Ð'Ð¹Ñ‘/
AGETAMINOPHEN; BUTALBITAL (PAGE 3-1) /Ã©Ã©/ /ZENÃ¯THfÃŸABORAÃORiES//zddHGÃÃ¡cÅ„G/ /NfÃ¡jÅ„Ã¡ÃŸ/
> Ano > CAPSULE; ORAL
> A00 > BOTALBITAL ANO AOETAMINOPHEN AOETAMINOPHEN; HYDRoCOOONE BITARTRATE (PAGE 3-2)
â€º ADD > AB OM GRAHAM LABS 650MG;50 n N 88991
> AoD > Â¿HRENILIN 5031; CAPSULE; ORAL
> ADD > A_ CARNRICK/GH GARNRICK 850MG;50MGn N 88831 AOETAHIHOPHEN ANO HYnROconONE BITARTRATE
AA CENTRAL PHARMS 500MG;5MÂ§n N 88898
TABLET; ORAL
BUTALBITAL ANB AGETAHINOPHEN TABLET; ORAL
AB OANBURY PHARMACAL 325MG;50MGn N 87550 AOETAMINOPHEN ANO HYOROOOOONE BITARTRATE
> ÐÐ²Ð¾ â€º _____PHREHILIN Ð©! Ã®BÃ‰NÃ®RTL'TÃ±KRIE? Ð¨Ð˜ÐÐ«? /A'Affsj/
>_Amg_> AB CARNRICk/BH CARNRICK 325MG;50MGn N 87811 Oo-GEsIc
AA CENTRAL PHARMS 500MG;Â§MÂ§ N 87757
HYOROOOOONE BITARTRATE u/ AOETAMIHOPHEN
AGETAMINOPHEN; BUTALBITAL; cAFFEINE (PAGE 3-1) AA BARR LABORATORIES 500MG;5MÂ§n N 88577
CAPSULE; ORAL
BUTALBITAL, AOETAHINOPHEN. OAPPEINE ACETAMINOPHEN. OxYCOOONE HYDROCHLORIDE (PAGE 3-2)
AB 0M GRAHAM LABS 325MG;50MG;40MGn N 88758
AB 325MG;50HG;40MGM N 88765 CAPSULE; ORAL
> A00 > AB 325HG;50MG;40MGn N 89023 TYLOX
AB 325MG;50MG;40MGn N 89067 MCNEIL PHARM 500MG;5MGn N 88790
â€º AoD > AB 325MG;50MG;40HGn N 89102 TvLOX-325
ESGIO MCNEIL PHARM 325MG;5MGn N 88246
A@ GILBERT LABORATORIES 325MG;50MG;40MGn N 88825
TABLET; ORAL
TABLET; ORAL /dddÃ¡dÃ¡f/
> ADD > BUTALBITAL ASPIRIN ANO OAFFEINE oXvcET
> ADD > Ñˆ QUANTUM F'HARMIcs 325Ð½Ñ;50 :OOMGM N 88972 Ð¼ HALSEY DRUG Ð·Ð°Ñ‰Ð¸Ñ‰ÐµÐ½ N 87463
EsGIc
AB GILBERT LABORATORIES 325MG;50MG;40MGn N 87629
FIORIOET ACETAMINOPHEN' PROPOXYPHENE NAPSYLATE (PAGE 3-2)
AB sANOOz PNARMS/sANOoZ 325MG;50MG;40MGn N 88616
REPAN TABLET; ORAL
A_ OH GRAHAM LABS 325MGs50MG;4oMGn N 87804 0ARVOcET-N 100
> A00 > AA ELI LILLY 650MG;100MG N 17122
0ARVOcET-N 50
ACETAMINOPHEN; ÑÐ¾Ð¿Ð°Ñ‚ÐºÐµ PHOSPHATE (PAGE 3-1) â€º A00 > AA ELI LILLY 325MG;50MG N 17122
> ADD > PROPOXYPHENE NAPSYLATE ANO AOETAHINOPHEN
TABLET; ORAL > Ð´Ð¾Ð¿ â€º AA BARR LABORATORIES 325MG;50MGu N 70115
AOETAHINOPHEN ANO cOOEINE PHOSPHATE > AOD > AA 650MG;100MGn N 70116
AA ZENITH LABORATORIES 300MG;60MG N 87083 > ADo > AA MYLAN PHARMS 650MG=IooMGn N 70145
AOETAHINOPHEN H/ Ð¾ÑÐ²ÐµÑ‚Ð¸Ð² 82 > ADo > PRoVocET 100
AA LEHMON 300MG;15MG! N 88627 > A00 > AA LEMMON 650MG;100MGn N 70107
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DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 3
AHITRIPTYLINE HYDRQCHLORIDE (PAGE 3-10) AMOXICILLINI POTASSIUM CLAVULANATE (PAGE 3-13)
TABLET; ORAL POÐDER FOR RECONSTITUTION; ORAL
AHITRIPTYLINE HOL AUGMENTIN '125'
BP AH THERAPEUTICS 25HG! N 88672 BEECHAM LABS/BEECHAM 125MG/5ML;
BP Ð‘ÐžÐœÐ‘! N 88673 EQ 31.25ÐœÐ‘ ACID/5ML! N 50575
BP 75HG! N 88674 AUGHENTIN '250'
BP 1ÐžÐžÐœÐ‘! N 88675 BEECHAH LABS/BEECHAM 250HG/5HL5EQ 62.5"@ ACID/SML! N 50575
BP PAR PHARMACEUTICAL 1ÐžÐœÐ‘Ð¦ N 88697
BP 2Ð‘ÐœÐ‘ÐŸ N 88698 TABLET; ORAL
BP Ð‘ÐžÐœÐ‘! N 88699 AUGHENTIN '250'
BP 75HG! N 88700 BEECHAM LABS/BEECHAH 250MGÂ§EQ 125ÐœÐ‘ ACID! N 50564
BP 100MG! N 88701 AUGMENTIN â€˜Ð‘ÐžÐž'
BP ISOMGI N 88702 BEECHAM LABS/BEECHAH Ð‘ÐžÐžÐœÐ‘Ð—Ð•Ðž 125ÐœÐ‘ ACID! N 50564
> ADD > AB Ð PUREPAC/KALIPHARMA 10HG N 88084
> ADD > AB Ð Ð³Ð‘ÐœÐ‘ N 88085
> ADD > AB Ð Ð‘ÐžÐœÐ‘ N 88105 AHPHETAMINE SULFATE (PAGE 3-13)
> ADD > A@ Ð 75ÐœÐ‘ N 88106
> â€œDâ€ > Ã®Ã¤Å•/ Â°/s1uAAÂ»<'IAsÂ¢AA+Â¢A1Â¢s//1Â°Â° / /IÃ¯ â€˜ÐÐÐÐÐ/ â€œÑˆÑ‚; om
â€š ,I F . ANPHETAMINE SULFATE
/BÅ•/ Ð¨Ð¸ÑˆÑƒ /NjÃ¡ÃŸÃŸÃŸÃ©/ ÑˆÑ‚ÐµÑ‚Ñ‚ Ð·Ð¼ÐµÐ  ̧N 83901
89 15854 8288 ÐŸ
/Ð‘Ð / ÐŸÐœÐÐÐ™/ /Ðâ€™Ð’$Ð±Ð±?/
/Ð‘Ð / /ISIINGÃ/ /NfÃŸÃ¡Ã¡ÃŸÃŸ/ Ð© (PAGE 3-141
AB SIDMAK LABORATORIES IQEQI N 88883
AB 25HG! N 88884 INJECTABLE; INJECTION
AB Ð‘ÐžÐœÐ‘! N 88885 AHPIOILLIN SODIUM
AB 75HG! N 88886 AE ELI LILLY EQ Ð‘ÐžÐžÐœÐ‘ BASE/VIAL! N 62565
AB IOOHGI N 88887 AE EQ 1Ð‘Ðœ BASE/VIAL! N 62565
AB 1Ð‘ÐžÐœÐ‘Ð¦ N 88888
BP SUPERPHARH 1ÐžÐœÐ‘Ð˜ N 88853
BP 2Ð‘ÐœÐ‘! N 88854 AMPICILLIN/AMPICILLIN TRIHYDRATE (PAGE 3-14)
BP Ð‘ÐžÐœÐ‘! N 88855
BP 7Ð‘ÐœÐ‘Ð¦ N 88856 CAPSULE; ORAL
BP 100MG! N 88857 AHPIOILLIN
AQ Ð DRUMMER/PHOENIX EQ 250Ð½Ðµ BASE N 61387
AB Ð E Ð‘ÐžÐžÐœÐ‘ BASE N 61387
AHMONIUM LACTATE (PAGE 3-12)
LOTION; TOPICÃ€L ASPIRIN'I BUTALBITAL'I CAFFEINE (PAGE 3-16)
AMHONIUM LACTATE
BRISTOL-MYERS EQ 122 ACID! N 19155 CAPSULE; ORAL
BUTALBITAL N/ ASPIRIN AND CAFFEINE
CHELSEA LABORATORIES 325ÐœÐ‘Ð—Ð‘ÐžÐœÐ‘;40ÐœÐ‘ÐŸ N 86231
AHOXICILLIN (PAGE 3-12)
TABLET; ORAL
CAPSULE; ORAL BUTALBITAL OOHPOUND
UTIHOX AB ZENITH LABORATORIES 325MG$50HG$40MGI N 85441
> ADD > AB Ð PARKE-DAVIS/N-L 25ÐžÐœÐ‘ N 62107
> AOO > Â¿B Ð° 500MG N 62107
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE OOHPOUND 65
LEMMON 389ÐœÐ‘Ð—32.4ÐœÐ‘'65ÐœÐ‘Ð¦ N 89025
7
ZENITH LABORATORIES 389MGÂ§32.4HÂ§Â§65MG! N 83077
2 2
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DRUG PROOUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 5
BROMPHENIRAMINE MALEATE; COOEINE PHOSPHATE; BUTABARBITAL SODIUM (PAGE 3-26)
PHENYLPROPANOLAMINE HYDROCHLORIOE (PAGE 3-25)
ELIXIR: ORAL
SYRUP; ORAL /SOOIUN'BUTABARBITAL/
BIPHETANE n@ BUTABARBITAL SOOIUM
AA BAY LABORATORIES 2MG/5ML;10MG/5ML;
12.5MG/5MLn N 88904 TABLET; ORAL
BROMANATE 0g BUTABARBITAL SOOIUM
AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML; AA LEMNON 15MGn N 88632
12.5MG/5MLn N 88723 AA Ð·Ð¾Ð½Ðµ: N 88631
OIMETANE-OC
AA AH ROBINS 2MG/5ML;10MG/5ML
12.5MG/5ML N 11694 CALCITONIN (PAGE 3-27)
INJECTABLE; INJECTION
BROMPHENIRAMINE MALEATE; OEXTROMETHORPHAN HYOROBROMIOE; CALCIMAR
PSEUOOEPHEBRINE HYOROCHLORIOE (PAGE 3-25) /ARHOURfPHARH/ /Ã©Å„OJHRGJUNiÃS/HÃ‰/ /NiÃ¯Å•jÃŸÃ¢/
/Ã‰AA.Ã‘RÂ¢.ÃšÃ‘IÃS/NL/ /Ã‘.Ã¯?759/
SYRUP; ORAL ARMOUR PHARM 200 IU/ML N 17769
> ADD > BIPHETANE 05 400 IU/VIAL N 17497
> AOD > AA BAY LABORATORIES 2MG/5ML;10MG/5ML;3OMG/5MLn N 88811
BROMANATE OA
AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML;3OMG/5MLn N 88722 CALCIUM CHLORIOE' OEXTROSE' MAGNESIUM CHLORIOEâ€™ SOOIUM
OIMETANE-ON CNLORIOE; SOOIUM LACTATE (PAGE 3-28)
AA AH ROBINS 2HG/5ML;IOMG/5ML;SOMG/SML N 11694
AA 2MG/5ML;10MG/5ML;30MG/5ML N 19279 SOLUTION; INTRAPERITONEAL
nELPLEx H/ OEXTROSE 1.52 IN PLASTIC CONTAINER
A1 OELNEB 25.7MB/IOOHL;1.5GM/100ML;
BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYOROCHLORIOE 15.2MG/IOONA;587MG/100ML;
(PAGE 3-25) 392MG/100MLn N 18883
OELPLEX H/ OEXTRosE 1.52 LON MAGNESIUM IN PLASTIC CONTAINER
ELIXIR; ORAL A1 OELMEO 25.7MG/IOOHA;1.SGM/100ML;
â€˜ BIPHETAP 5.OBMG/100HA;538MG/100ML;
l AA BAY LABORATORIES 4MG/5ML;25MG/5MLn N 88687 448MG/100MLA N 18883
: BROMANATE OELPLEX H/ OEXTROSE 2.52 IN PLASTIC CONTAINER
g AA /Ã‰'ÃˆQÃ‰Ãˆ'SÃˆSRMÃ„pFG/BARRE 4MG/5ML;25MG/5MLn N 88688 AI OELMEO 25.7NG/100HL;2.SGM/100ML;
' â€š L, .â€š I I 15.2NG/100ML;587MG/100ML;
/Ã„HÃRÃ“PIÃ‘Ã‰ /Ã‰NG/SÃ±lÃ¬Å•SNÃ‰/SÃ‘L/ /Ã‘.13PÃŸ?/ Ã«Ã®ÃªÃ¼ÃªÃ¡lÃ¢Ã¢Å¯Ã¨â€œ N 18883
OELPLEX H/ OEXTROSE 2.52 LON MAGNESIUM IN PLASTIC CONTAINER
â€š /ÃÃ„P'Ã‰.jfÂ¢PÃ‘ÃPÃ“LLÃ‰PÃRÃ‰IÃ‰Ã„SÃ‰ÃÃÃšRÃL/ A1 OELMEO 5551Ñˆ845995192159Ð¨1192Ñ†ÑŒÐ·
- /PINEJÃÃPP/ â€š â€š MDM;
â€º- / Ð. RPPINS/ /Ã¯Ã¡rixÃ¤ÃŸjÃ¤Å„sÃ¢/ Ñ‚. 12.435/ Ð©Ð  ̧N 18883
OELPLEX N/ OEXTRosE 4.252 IN PLASTIC CONTAINER
A1 OELNEO 25.7MG/1OOML;4.25GM/100ML;
BUMETANIOE (PAGE 3-25) 15.2M8/100HL;587M8/100ML;
392ÐœÐ‘/1ÐžÐžÐœÐ¦! N 18883
TABLET; ORAL OELPLEX H/ OEXTRosE 4.252 LCN MAGNESIUM IN PLASTIC CONTAINER
BUMEX A1 OELMED 25.7MG/100NL;4.258M/100ML;
> ADO > HOFFMANN-LA ROCHE Ð³Ð¸ÐµÐ½ N 18225 5.08H8/100NL;538HG/100HL;
44BHG/IOOHLA N 18883
OIANEAL PO-I H/ OEXTROSE 1.52 IN PLASTIC CONTAINER
/DIIIIRÃ‰IIORPIIÃNÃ‰'lIYÅ„lIÃ³dIIEÃ³RÃÃŸ/(PAGE 3-26) Ð” TRA7ENOL LABS 25.7MG/100NL;1.5GM/IOOML;
15.2NG/100HA;587MG/100ML;
/INJEsfTAPÃŸEi'INJt-ICIIPN/ 39_2.U_G/1_0_0m_ÃŸ N 17512
/PÃšPRÃ‰NÃ‰X/ DIAHEAL PO-I Ð ļ OEXTROSE 2.52 IN PLASTIC CONTAINER
/NÂ¢RNÃ¯Â¢HfÂ£Ã„ÃÂ¢N/PÂ¢Â¢/ /Ã‰RÃPÃ„Ã„NGÃBÃ„SE/Ni/ /Ã‘fÃ¯ÃŸÅ•ÃŸi/ AI TRAVENOL LABS ÃªÃ¤Ã lÅ¯Ã¢Ã¡lÃ¢Ã¢Ã¼Ã¨IÃ‰IEEELlÃ¢Ã¢DLI
15.2ÐœÐ‘/1ÐžÐžÐœÐ¬;567ÐœÐ‘/1ÐžÐžÐœÐ¬;
Â§_92I16/100I1L!! N 17512
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 10 /  AUGUST '84 - JUNE '85
CE FOT AXIME SODIUM; DE XT ROSE (PAGE 3-33)
INJE CT ABL E I INJE CT ION
CL AFORAN IN DE XT ROSE SZ IN PL AST IC CONT AINE R
HOE CHST-ROUSSE L E Q 20MG BASE/ML SSOMG/ML I
E Q 40MG BASE/ML SSOMG/ML I
CE FOT AXIME SODIUM; SODIUM CHL ORIDE (PAGE 3-33)
INJE CT ABL E; INJE CT ION
N
N
CL AFORAN IN SODIUM CHL ORIDE 0.92 IN PL AST IC CONT AINE R
HOE CHST-ROUSSE L E Q 20MG BASE/ML S9MG/MLn
E Q 40MG BASE/ML;9MG/ML I
CE FOXIT IN SODIUM (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ME FOXIN
MS& D/ME RCK E Q IOGM BASE/VIAL!
CE FOXIT IN SODIUM; DE XT ROSE (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ME FOXIN IN DE XT ROSE 52 IN PL AST IC CONT AINE R
MS& D/ME RCK E Q 20MG BASE/ML;SOMG/ML I
E Q 40MG BASE/ML ISOMG/ML I
CE FOXIT IN SODIUM; SODIUM CHL ORIDE (PAGE 3-33)
INJE CT ABL E S INJE CT ION
ME FOXIN IN SODIUM CHL ORIDE 0.92 IN PL AST IC CONT AINE R
MS& D/ME RCK E Q 20MG BASE/ML;9MG/ML I
E Q 40MG BASE/ML;9MG/MLn
CE FT IZ OXIHE SODIUHE DE XT ROSE (PAGE 3-33)
INJE CT ABL E; INJE CT ION
CE FIZ OX IN DE XT ROSE 52 IN PL AST IC CONT AINE R
SK& F L ABORAT ORIE S E Q 20MG BASE/ML SSOMG/ML I
E Q 40MG BASE/ML550MG/MLn
CE FT RIAXONE SODIUM (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ROCE PHIN
HOFFMANN-L A ROCHE E Q 250MG BASE/VIAL!
E Q 250MG BASE/VIAL!
E Q 500MG BASE/VIAL!
E Q 500MG BASE/VIAL!
E Q IGM BASE/VIAL!
E Q IGM BASE/VIALâ€œ
N
N
Z IZ 2 2 Z  2
50596
50596
50596
50596
50517
50581
50581
50581
50581
50589
50589
50585
62510
50585
62510
50585
62510
CE FT RIAXONE SODIUM (PAGE 3-33)
INJE CT ABL E; INJE CT ION
ROCE PHIN
HOFFMANN-L A ROCHE E Q 2GM BASE/VIAL!
E Q IOGM BASE/VIAL!
CE L L UL OSE SODIUM PHOSPHAT E (PAGE 3-34)

POÐDE R; ORAL
CAL CIBIND
MISSION PHARMACAL Ð— Ðž Ðž Ð‘Ðœ/Ð’Ðž Ð¢!
CE PHAL OT HIN SODIUM (PAGE 3-34)
INJE CT ABL E; INJE CT ION
CE PHAL OT HIN
INT L ME DICAT ION SYS Â§Q_16M BASE/VIAL!
E Q 26M BASE/VIAL N
E Â«GM BASE Â¿yÂ¿ AAn
E Q 500MG BASE/7IALn
lÃ¤lÃ¤lÃ«
CHL ORDIAZ E POXIDE HYDROCHL ORIDE (PAGE 3-37)
CAPSUL E; ORAL
CHL ORDIAZ E POXIDE HOL
AB L E MMON 555Ð¸
Ð©  Ð¨â€œ
A_B Ð¨â€œ
AB SUPE RPHARM 5550
AB 1Ð¾ Ð½ ÐµÐ¸
AB 25Ð¼ ÐµÑ†
CHL OROT HIAZ IDE (PAGE 3-38)
T ABL E T; ORAL
c HL OROT NIAz IOE
AB a  ORUMME R/PHOE NIX 250MG
CHL ORPHE NT E RMINE HYDROCHL ORIDE (PAGE 3-40)
T ABL E T; ORAL
PRE-SAT E
Ð° PARKE-DAVIS/H-L E Q 65MG BASE
CHL ORPROMAZ INE HYDROCHL ORIDE (PAGE 3-40)
CONCE NT RAT E; ORAL
OHL ORPROMAZ INE HOL
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ÃÃ¤gÃ I L  Ã¯Ã‰ S/ÃÃ® Ã¬a Ã±g7Ã¤Ã©
2 2 2 2
2 2 2 2 2 2
50585
50585
18757
62426
62426
62426
62426
88705
88706
88707
88987
88986
88988
85485
14696
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DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 10 /  AUGUST '84 - JUNE '85
COOE INE PHOSPHAT E Ã®  PHE NYL E PHRINE HYDROCHL ORIDE; PROME T HAZ INE
HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL
I' PHE NE RGAH VO Hl COOE INE
N 08306
AA NYE T H L ABS/AMRO 10MG/5ML;5MG/5ML;6.25MG/5ML
PROME T H VO Hl COOE INE
AA NAT L PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML! N 88764
PROME T HAZ INE VO Hl COOE INE
AA BAY L ABORAT ORIE S 10MG/5ML;5MG/5ML;6.25MG/5ML I N 88896
COOE INE PHOSPHAT E; PROME T HAZ INE HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL
PHE NE RGAN Hl COOE INE
AA NYE T H L ABS/AMHO 10MG/5ML;6.25MG/5ML
PROME T H Hl OODE IE E
A NAT L PHARM MFG/BARRE 10MG/5ML;6.25MG/5MLl
PROME T HAZ INE Hl COOE INE
AA BAY L ABORAT ORIE S
10MG/5ML;6.25MG/5MLl
N 08306
N 88763
N 88875
COOE INE PHOSPHAT E Ã¬Å•PSE UDOE PHE DRINE HYDROCHL ORIDE; T RIPROL IDINE
HYDROCHL ORIDE (PAGE 3-46)
SYRUP; ORAL
ACT IE E O N/ COOE I_N_E_
AA
PSE UDODIHE O
AA BAY L ABORAT ORIE S
Ð©
A
COL CHICINE; PROBE NE CID (PAGE 3-47)
T ABL E T; ORAL .
PROBE NE CIO ANO COL CHICINE
BP DRUMME R/PHOE NIX 0.5MGS500MG
OBE NE CIO u/  COL CHI
PR CINE
/BP/ /Ã±RÃšNNÃ‰ R/PHPÃ‰ NIX/ /PPSNGJSAPNS/
CORT ICOT ROPIN (PAGE 3-47)
INJE CT ABL E; INJE CT ION
CORT ICOT ROPIN
55 CART E R-GL OGAU L ABS 40 UNIT S/VIALn
CORT ISONE ACE T AT E (PAGE 3-47)
T ABL E T; ORAL
CORT ISONE ACE T AT E
BP Ð VIT ARINE/PHOE NIX 25MG
BURROUGHS NE L L COME 10MG/5ML;30MG/5ML;1.25MG/5ML N 12575
10MG/5ML;30MG/5ML;1.25MG/5ML I N 88833
NAT L PHARM MFG/BARRE 10MG/5ML;30MG/5ML;1.25MG/5ML! N 88704
N 86130
/NfÃŸÃŸÃ¯iÅ„/
N 88772
N 80333
CROMOL YN SODIUM (PAGE 3-48)
SOL UT ION/DROPS; OPHT HAL MIC
OPT ICROM
FISONS 4Z!
CYCL OPHOSPHAMIDE (PAGE 3ÂÂ50)
INJE CT ABL E; INJE CT ION
CYT OXAN
Ã„# IÃ‘Ã‰ ÃƒB. JÂ¢HNSÂ¢Ã‘/BÅ•Å„/

/  Ð˜. â€œ MÃ‰ ÃIIÃÃ„ IL '/

/Ã z Ã¤ /  1. ( IIÃ‰ ÃUMIE/
/z Ã t  Ð¾ Ð´Ð°.  IL T/

/__/  Ð” Ð‘ ÃIÃÃÃ„ L
ÐŸÐ•Ð  .  A/
AE BRIST OL L ABS/B-M IOOMG/VIAL
AB Z OOMG/VIAL
AE Ð©
AB IGM/VIAL
E GM/VIAL
T ABL E T; ORAL

ÑÐ´Ð°Ð²ÑˆÐ¸Ð¼ /Ð² 'Å„ /  Ð¼ ÑÑ‚Ñƒ
/sAAA/
CYT OXAN
BRIST OL L ABS/B-M 25M@
Ð‘Ðž ÐœÐ‘
CYPROHE PT ADINE HYDROCHL ORIDE (PAGE 3-51)
T ABL E T; ORAL
OYFROHE PT ADIHE HOL
AA AM T HE RAPE UT ICS 5558
AA Ð° ORUMME R PHOE NIX 555
DE SE RPIOINE; ME T HYCL OT HIAZ IOE (PAGE 3-52)
T ABL E T; ORAL
E NOURONYL
BP ABBOT T L ABORAT ORIE S 0.25MG;5MG
E NOURONYL FORT E
BP ABBOT T L ABORAT ORIE S o.5MG;5MG
ME T HYCL OT HIAZ IOE ANO DE SE RPIOINE
BP BOL AR PHARMACE UT ICAL 0.25MG;5MGx
BP 0.5MG;5MGn
OE SONIOE (PAGE 3-53)
CRE AM; T OPICAL
BE SONE N
55 ORE N L ABS/OE RM PROOS 0,0528
T RIOEgIL ON
AB MIL E S PHARMS/MIL E S 5555;
N
2 2 2
18155
88798
87284
12775
12775
88486
88452
19048
17010
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v
DE XT ROSE; L IDOCAINE HYDROCHL ORIDE (PAGE 3-58)
INJE CT ABL E; INJE CT ION
L IDCCAINE NCL Nl DE XT ROSE
ABBOT T L ABORAT ORIE S 7.52;_2 N 83914

/XÃ‘L Â¢Â¢Ã„ INÃ‰. HÂ¢L. N/. PÃ‰ XÃRÂ¢Â§Ã‰7
XYL OCAINE Hf OE XT ROSE
AST RA PHARM PROOS 7.52;1.52 N 16297
xYL OCAIHE H/ GL UCOSE
A5 AST RA PHARM PROOS 7.52;_2 N 10496
DE XT ROSE; MAGNE SIUM CHL ORIDE; POIASSIUM CHL ORIDE; POT ASSIUM
PHOSPHAT E,  DIBASICi SODIUM 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 MCGAH/AM HOSP SGM/100ML;31MG/100ML;130MG/100ML;
26MG/100ML;320MG/100ML I N 19025
QE XT ROSE; OXYT OCIN (PAGE 3-59)
INJE CT ION
10 USP UNIT S IN DE XT ROSE 52
L ABORAT ORIE S SGM/100ML;I USP UNIT/100ML! N
SGM/100ML S2 USP UNIT S/100ML! N
20 USP UNIT S IN DE XT ROSE 52
L ABORAT ORIE S 5GM/100ML;2 USP UNIT S/100ML! N
N
INJE CT ABL E;
OXYT CCIN
ABBOT T 19185
19185
IÃˆIÃˆ
OXYT CCIN
ABBOT T
OXYT CCIN
ABBOT T
IÃ¢
19185
5 USP UNIT S IN DE XT ROSE 52
L ABORAT ORIE S SGM/100ML;1 USP UNIT/100ML!
IÃ¢
19185
DE XT ROSE Ã®  POT ASSIUM CHL ORIDE; SODIUM CHL ORIDE (PAGE 3-60)
INJE CT ABL E; INJE CT ION
POT ASSIUM CHL ORIDE IOME Q IN DE XT ROSE 52 AND SODIUM
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
T RAVE NOL L ABS SGM/100ML;75MG/100ML;
900MG/100ML ÃŸ N
SGM/100ML515OMG/IOOML;
900MG/100ML I N
POT ASSIUM CHL ORIDE Z DME Q IN DE XT ROSE 52 AND SODIUM
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
T RAVE NOL L ABS SGM/100ML S150MG/100ML;
900MG/100ML A N
5GM/100ML S300MG/100ML;
900MG/100ML I N
POT ASSIUM CHL ORIDE 30ME Q IN DE XT ROSE 52 AND SODIUM
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
T RAVE NOL L ABS SGM/100ML;224MG/100ML;
900MG/100ML U N
POT ASSIUM CHL ORIDE 40ME Q IN DE XT ROSE 52 AND SODIUM
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
T RAVE NOL L ABS 56M/100ML S300MG/100ML;
900MG/100MLn N
19308
IÃ¢
19308
19308
IÃ¢
19308
19308
>
u
19308
>
>
DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 10 /  AUGUST
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DE XT ROSE',  POT ASSIUM CHL ORIDE; $001Ð©  CHL ORIDE (PAGE 3-60)
A2
INJE CT ABL E; INJE CT ION

POT ASSIUM CHL ORIDE SME Q IN DE XT ROSE 52 ÐÐ½ ! SOD!!!
CHL ORIDE 0.92 IN PL AST IC CONT AINE R
T RAVE NOL L ABS SGM/100ML S150MG/100ML;
900MG/100ML I N 19308
DE XT ROSE Ã¬ T HE OPHYL L INE (PAGE 3-62)
INJE CT ABL E; INJE CT ION
T HE OPHYL L INE ANO DE XT ROSE 52 IN PL AST IC CONT AINE R
A5 T RAVE NOL L ABS 5GM/100ML;40MG/100ML N 18649
A5 5GM/100ML;80MG/100ML N 18649
A5 5GM/100ML;160MG/100ML N 18649
A5 5GM/100ML;200MG/100ML N 18649
A5 5GM/100ML;4ooMG/100ML N 18649
T HE OPHYL L INE IN DE XT ROSE 52 IN PL AST IC CONT AINE R
A5 ABBOT T L ABORAT ORIE S 5GM/100ML;4OMG/100HL A N 19211
A5 5GM/100ML;80MG/100MLn N 19211
A5 SGM/looML;16oMG/100MLn N 19211
A5 5GM/100ML;2OOMG/100MLn N 19211
A5 5GM/100ML;400MG/100MLn N 19211
T HE OPHYL L INE 0.042 ANO DE XT ROSE 52 IN PL AST IC CONT AINE R
55 AM MCGAH/AM HOSP SGM/100ML;40MG/100MLn N 19083
T HE OPHYL L INE 0.082 ANO DE XT ROSE 52 IH PL AST IC CONT AINE R
A5 AM MCGAH/AM HOSP 5GM/100ML;80MG/100ML I N 19083
T HE OPHYL L INE 0.182 ANO DE XT ROSE 52 IN PL AST IC CONT AINE R
55 AM HCGAH/AM HOSP SGM/100ML;16OMG/100ML A N 19083
155555155555_5555_555 DE XT ROSE 52 IN PL AST IC CONT AINE R
A5 AM MCGAN/AM HOSP 5GM/100ML;200MG/100MLn N 19212
T HE OPHYL L INE 0.42 ANO DE XT ROSE 52 IN PL AST IC CONT AINE R
A5 AM HOGAN/AM HOSP 5GM/100ML;4OOMG/100MLn N 19212
OIAT RIZ OAT E ME GL UMINE (3-62)
INJE CT ABL E; INJE CT ION
/Ã¡Å„ /Å„ Å•Å„ Ã¡ ÃºÃ‰ RdP"ABS}SiE RÂ£//  l  /NfÃ¯Ã¡dÃ³ÃŸ/
7Ã±Ã® Ã¢Ã® Ã¬ . I .  Ã© gÃ¤/ â€š . .
/Ã‰ /_â€™ I/ Ñ‚.  â€š1653517
HYPAOUE ME GL UMINE 302
A5 HINT HROP-BRE ON/ST E RL Â§92 N 16403
HYPARUE NE GL UHINE 802
_5 HINT HROP-BRE ON/ST E RL _Q; N 16403
SOL UT ION; URE T HRAL
> CYST OGRAFIN OIL UT E
> E R SOUIBB ANO SONS 182A N 10040
HYPA UE-CYST O â€š '
/AI/  7Ã±Ã¯a Ã® Ã±Ã±Ã¶ÃŸfL ABS/SIE RL//Ã«Ã© i/ /N. Ã¯Â¢4Â¢3/
A1 HINT HROP-BRE ON/ST E RL 555 N 16403
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DOXYCYCL INE HYCL AT E (PAGE 3-70)
CAPSUL E; ORAL
00XY-L E MNON
AB L E MMON E 50MG BASE R
OOXYCYCL INE HYCL AT E
AB HAL SE Y Ð²Ð½ Ð¸Ð· 59 50MG BASEn
AB 59 100ÐœÐ‘ BASEn
AB PAR PHARMACE UT ICAL 59 50MG BASE A
AB SUPE RPHARM 59 50MG BASEn
AB Eg IOOMG BASEn
AB HE ST-HARO 59 50MG BASEn
AB Z E NIT H L ABORAT ORIE S 59 50MG BASEn
5B 5 100MG BASE A
T ABL E T; ORAL
00XY-L E MNON

AB L E MMON E IOOMG Ð‘ÐÐ— Ð•!
OOXYCYc L INE NYOL AT E

AB SUPE RPHARM 59 IooMG Ð‘ÐÐ— Ð•!
AB Z E NIT H L ABORAT ORIE S 59 IOOMG BASEn
OOXYL AMINE SUCCINAT E (PAGE 3-70)
T ABL E T; ORAL
OE CAPRYH
5A ME RRE L L DOH/OOH CHE M 25MG
OOXYL AMINE SUCCINAT E
55 QUANT UM PHARMICS 2Â§MGn
ORONABINOL (PAGE 3-70)
CAPSUL E; ORAL
MARINOL
UNIME O 2.5MGn
Ð²Ð¸Ð·Ñ‹
10Ð¼ GÑ†
62497
62119
62119
62434
62469
62469
62396
62500
62500
2222 2
N 62581
N 62494
N 62505
N 06412
N 88603
18651
18651
18651
22
E PINE PHRINE BIT ART RAT E; L IDOCAINE HYDROCHL ORIDE (PAGE 3-72)
INJE CT ABL E; INJE CT ION
L IGNOSPAN FORT E
DE PROCO
L IGNOSPAN ST ANDARD
DE PROCO
E RGOCAL CIFE ROL (PAGE 3-72)
CAPSUL E; ORAL
AA
AA NINT HROP-BRE ON/ST E RL
VIT AMIN D
A VIT ARINE/PHOE NIX
E Q 0.02MG BASE/ML S22I
E Q 0.01MG BASE/ML;22B
ORISOOL

ÃÃ‘ÃÃ‘ÃHRÃ“ PÃÃƒÃ„ BS/SÃÃ‰ RI//Ã¤Ã¡iÃ¡dÃ³'ÃÃš/
501000 IU
502000 IU
N 88389
N 88390
/ N.  '153.44.4/
N 03444
N 84053
>Ñ‰ Ñ‚>
> ADD >
E RYT HROMYCIN (PAGE 3-73)
OINT ME NT; T OPICAL
AKNE-MYCIN
HE RMAL PHARM L ABS 22n
SOL UT ION; T OPICAL
SANSAC
A1 OHE N L ABS/OE RM PROOS 55:
SHAB; T OPICAL
E RYCE T T E
ORT HO PHARMACE UT ICAL 22!
E RYT HROMYCIN E T HYL SUCCINAT E (PAGE 3-74)
SUSPE NSION; ORAL
E RYT HROMYCIN E T HYL SUCCINAT E
PHARMAFAIR E Q 200MG BASE/5ML!
E Q 400MG BASE/5ML!
lÃ ;  lÃ¢
E RYT HROMYCIN L ACT OBIONAT E (PAGE 3-75)
INJE CT ABL E; INJE CT ION
E RYT HROMYCIN
AB E L KINS-SINN/AHROBINS E Q 500MG BASE/VIAL!
AB E Q IGM BASE/VIAL!
E RYT HROMYCIN L ACT OBIONAT E
AB ABBOT T L ABORAT ORIE S E Q 500MG BASE/VIAL
AE E Q IGM BASE/VIAL
E ST ROGE NS! CONJUGAT E D (PAGE 3-76)
T ABL E T; ORAL
CONJUGAT E D E ST ROGE NS
BS Z E NIT H L ABORAT ORIE S 0.3MGI
E T HACRYNAT E SODIUM (PAGE 3-78)
INJE CT ABL E; INJE CT ION
E DE CRIN
/NSÅ•Ã±/HÃ‰ RÂ¢K/
MS& D/ME RCK
/Ã‰ Å„'SIINA'BÃ„ Ã‰ Ã‰/YIÃ„ L '/
E Q 50MG ACID/VIAL
E T HINYL E ST RADIOL; E T HYNODIOL DIACE T AT E (PAGE 3-78)
T ABL E T; ORAL-21
/PE NDL Ã‰ N/
DE MUL E N 1/50-21
T ABL E T; ORAL-28
/ÃšE HÃšL Ã‰ NÃ‰ Ã‰ Ã‰/
DE MUL E N 1/50-28
N 50584
N 62522
N 50594
N 62559
N 62558
62563
62563
50182
50182
2 l
N 88569
/ Ã‘.31615917
N 16093
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Ð¾Ð½Ð¾Ðµ PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 15
FUROSEMIOE (PAGE 3-86) 5Ð581Ñ‹0Ñ‹105 (PAGE 3-90)
TABLET; ORAL CREAM; TOPICAL
LASIx /HALOIOERM/
AB HOECHST-ROUSSEL Ð·Ð¾Ð½Ðµ N 16273 HALOG-E
GENTAMICIN SULFAIE (PAGE 3-86) HEPARIN SOCIUg (PAGE 3-91)
INJECTABLE; INJECTION INJECTABLE; INJECTABLE
GENTAMICIN SULPATE HEP-PLUSH 10
> A00 > A5 SOLOPAK LABORATORIES 59 10MB BASE/MLn N 62507 A5 LYPHOMEO 50 UNITS/MLn N 17651
> ADD > A5 59 40MG BASE/MLA N 62507 HEPARIN LOCK FLUSH
A5 LYPHOMEO 100 UNITS/MLn N 17651
OINTMENT; TOPICAL Ag SOLOPAK LABORATORIES 10 UNITS/MLn N 88457
OENTAMICIH SULEATE A5 10 UNITS/MLn N 88580
A1 5 FOUGERA/BYk-GLON 59 1MG BASE/Gnn N 62533 A5 100 UNITS/MAR N 88581
A1 PHARMAOERM/BYK-GLON 59 1MG BASE/GMA N 62534 HEPARIN SODIUM
/AP ELKINS-SINN/AHROBINS/205(dd'UORMSIME /NfÃ¯jdÃŸj/
SOLUTION/OROPS; OPHTHALMIC /__/ /4d; 00'0011 (L/ /NjÃ¯jÅ„ÃŸj/
_GENÂ°_PTIÂ° 851. ÑˆÑ‚ Jl/ /N'Ã¯jÅ„ÃŸj/
A1 ALLERGAN PHARMS 59 3MG BASE/MLn N 62452 > ADD > Ag ORGANON/AxZONA 1 000 UNITS/MLn N 00552
> ADo > A5 5 000 UNITS/MLA N 00552
> ADD > A5 10 000 UNITS/MLn N 00552
GLUTETHIMIOE (PAGE 3-88) â€º 01Ñ‚ â€º /LI UAENIN
> 01Ñ‚ >/AP AKIONA/ /dd'ddÃ³'UNIiS/HL/ /NfddsÃ¢Ã©/
TABLET; ORAL > AoD > LIOUAEMIN SODIUM
GLUTETHIMIO; > ADn > A5 ORGANON/AKZONA 1,000 UNITS/ML N 00552
> AOB > Ã¢Ã® a ORUMMEAAPNOENIX 500MG N 87297 > Ano > A5 5,000 UNITSAAL N 00552
/_/ /ZENIÃNAÃ„BÃ“RÃ„IPRIES//WL/ /N'Ã¡iÃŸÃŸÃŸ/ > ADD > Ð  ̧_â€š__10 000 UNIL/ML N 00552
> ADD > A5 20,000 UNITS/ML N 00552
> 1DD > A5 40,000 UNITS/ML N 00552
GONAOOTROPIN CHORIONIC (PAGE 3-89) â€º 01Ñ‚ > Ã©!/ /LI UAEHIN'SCOIUN'Å„idâ€œ /i'Ã³Ã³d'ÃºiiÅ•Ã©iÅ„' /N'Å„dssÃ¡/
>DLT> .Am , I .â€š L/ Ð˜
INJECTABLE; INJECTION > OLT > /LIdUAENIN'SddIUN'Å„iddÅ„/
CHORIONIC GONAOOTROPIN > OLT >/Ag/ /ORGANON/AKZONA/ /ididdd'UNIiS/ML/ /Ã‘ÃNASÃ‰Ã/
A5 CARTER-GLOGAU LABS 15,000 UNITS/VIAL: N 17016 > OLT > LIQUAENIN'SOOIUN'Å„Ã¡dÃ³Å„/
2.000 UNITS/VIALn N 17016 > OLT >/55/ /ORGANON/AKZONA/ /Ã¡dÃddd'UNITS/NL/ /NfOOSSÃ¡/
A5 LYPHOMEO 15,000 UNITS/VIAL N 17067 > DLT > /LIdUAENIH'SOÅ„IUN'Å„SdÅ„/ l l l I
>_D_LT_>/M/ /Ã“NSANÃ“N/ÃKMNÃ„/ /Ã‰ 6dd UNÃTÃ‰LOL/ Ñ‚ 3111552/
GUANETHIOINE MONOSULFATE (PAGE 3-90)
HEPARIN SOOIUM' SODIUM CHLORIDE (PAGE 3-93)
TABLET; ORAL
GUANETHIOINE HONOSULPATE INJECTABLE; INJECTION
AB BOLAR PHARMACEUTICAL 59 10MG sULPATEn N 86113 HEPARIN SOOIUM 10.000 UNITS IN SOOIUM CHLORIDE 0.92
AB 5 25MG SULFATEn N 86114 ABBOTT LABORATORIES 10.000 UNITS/100ML;
ISMELIN 900MG/100MLn N 18911
'YÃ‰ÃEÃƒÃCIBAÃ«GEIGi/ /IOMG/ /NfÃ¯Ã¡jÃ¡Ã¡/ HEPARIN SODIUM 10.000 UNITS IN SODIUM CHLORIDE 0.452
/ZSMG/ /NfiÃ©ÃŸÃ©Ã©/ A5 ABBOTT LABORATORIES 10,000 UNITS/100ML;
AB CIBA/CIBA-GEIGY 59 10MG SULFATE N 12329 450MG/100MLn N 18911
AB 5 25M@ SULPATE N 12329 HEPARIN SODIUM 12,500 UNITS IN SOEIUM CHLORIDE 0.92
A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;
900MG/100MLn N 18911
Ð¸552Ð²1Ð¦_5911ÑƒÑ†_2519Ñ2_Ñ†Ð¸115_18_511151_55195115_2122
A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;
900MG/100MLI! N 18911
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE â€˜85
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE (PAGE 3-98) HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)
TABLET; ORAL TABLET; ORAL
/ÃÃ¯Ã±ÃŸLÃ¯ÃŸÃ‰/ RESERPINE ANO HYOROFLUMETHIAZIOE
TIMOLIOE 10-25 BP ZENITH LABORATORIES 50MG;0.125M8n
HYDROCHLOROTHIAZIDEÃ¬ TRIAMTERENE (PAGE 3-98) HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)
TABLET; ORAL
MAXZIDE
TABLET; ORAL
EIBBQKIZIEE_EÂ§L
MTLAN PHARMS 50MCs75MCn N 19129 AB PuREPAC/KALIPHARMA IoMCn
AB ÃªÃ¤Ã¼Ã¢"
AB soMen
HYOROCORTISONE (PAGE 3-99Â» AB SUPERPHARM IoMsn
AB 25MCn
CREAM; TOPICAL AB soMCn
HYOROCORTISONE ""
A; THAMES PHARMACAL 2.52n N 88799
HYTOHE HYOROXYZINE PAMOATE (PAGE 3-106)
/Ã©j/ OERMIK/RORER-AMCHEM /dlÃ¡Ã¡/ N 80472
CAPSULE; ORAL
OINTMENT; TOPICAL HY-PAM "25"
Ð¿ÑƒÑ‚Ð°Ð½: AB LEMMON Eg 25H8 HCLn
/Ã©j/ OERMIK/RORER-AMCHEM /6352/ N 80474 -
PONOER; FOR RX COMPOuNOINC IBOPROFEN (PAGE Ð·-1Ð¾Ð²â€º
Ð½-ÑÐ¾Ð¿Ñ‚
Ð©] 7Ñ‚Ñ…Ð½Ð²Ñ…Ð¶Ð¸Ð²ÑˆÐ¸Ð¼/Ð´ Ñ‚ÐµÑˆÑƒ TABLET; ORAL
AA TORCH LABORATORIES Iooz N 87834 â€º AOO > IBURROFEN
> AOO > AB BOOTS PHARMACEUTICAL 600MGÂ»
RUrEN
HYOROCORTISONE ACETATE (PAGE 3-1021 AB BOOTS PHARMACEUTICAL aooMCn
â€š.. I AB eooMen
Ð´Ñ‹ÑˆÐ¸Ñ‚ AB ____eoonÃŸn
/REEPAÂ¢Ã„RNRIÂ¢AXPHÃ„RHS/Ã¯Ã±/ /NfÃŸÃ³Ã¡Ã¢j/
IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)
TABLET; ORAL
IMIPRAMINE HCL
AEROSOL; TOPICAL AB Ð DRUMMER/PHOENIX 10
HYDROCORTISONE ACETATEâ€™ PRAMOXINE HYDROCHLORIDE (PAGE 3-103)
Ð¬
EPIFOAM SK-PRAHINE
REEOACARNRICR PHARMS Iz;1z N 86457 ÃÃ¢Ã¢/ 7SRÃƒEILÃƒBORÃ„TORIES/ ÃidÅ„Ã¡
/BÃŸÃ±Ã¤Ã
HYOROFLUMETHIAZIOE (PAGE 3-1041 AB SKAF LABORATORIES IOMC
AB 25HG
TABLET; ORAL BP 50MG
HYOROPLUMETHIAIIOE
AB CHELSEA LABORATORIES 50MG: N 88528
A PAR PHARMACEUTICAL soMCn N 88850 INOOMETHACIN (PAGE 3-108)
CAPSULE; ORAL
INDOMETHACIN
PAR PHARMACEUTICAL ZSMGI
lÃ¤HÃ¤
U1
o
3
(D
Ñ
17
N 88932
88120
88121
88122
88794
88795
88796
l22
N 88713
70556
70083
70088
70099
22 2
N 18829
N 18829
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
LIDOCAINE HYDROCHLORIDE (PAGE 3-115)
SOLUTION; TOPICAL
LIDOCAINE HCL
A1 ROXANE LABORATORIES Â¿gn N 88803
LINOANE (PAGE 3-116)
LOTION; TOPICAL
Ð©
AI BAY LABORATORIES IZ! N 88190
SHAMPOO; TOPICAL
Ð©
AI BAY LABORATORIES IZâ€œ N 88191
LOXAPINE HYDROCHLORIDE (PAGE 3-118)
CONCENTRATE; ORAL
/LAXIÃÃ„NE/
LOXITANE C
INJECTABLE; INJECTION
/LPXIÃÃ„NE/
LOXITANE IM
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE (PAGE 3-119)
SOLUTION; IRRIGATION
PHYSIOLYTE IN PLASTIO CONTAINER
AB ABBOTT LABORATORIES 30MG/100ML;37MG/100ML;370MG/100ML;
530MG/100MLS500MG/100ML N 19024
SYNOVALYTE IN PLAÂ§TIO CONTAINER
AE TRAVENOL LABS 30MG/100ML;37MG/100ML;368MG/100ML;
526MG/100MLS502MG/100ML! N 19326
MEDRYSONE (PAGE 3-122)
SUSPENSION; OPHTHALMIC
HMS
ALLERGAN PHARMS 12 N 16624
MENOTROPINS (PAGE 3-122)
INJECTABLE; INJECTION
PERGONAL
SERONO LABS 150 IU/AMP N 17646
300 IU/AMPI N 17646
MEPERIDINE HYDROCHLORIDE (PAGE 3-122)
INJECTABLE; INJECTION
MEPERIOINE HCL
ABBOTT LABORATORIES IoMC/MLn
INTL MEDICATION SYS IgMÂ§Â¿ML
IÃˆFÃˆ
SYRUP; ORAL
DEMEROL
AA NINTHROP LABS/STERL 50MG/5ML
MEPERIDINE NCL
AA ROXANE LABORATORIES 50MG/5ML!
TABLET; ORAL
MEPERIDINE NCL
AA BARR LABORATORIES 100MGn
MEPHENTERMINE SULFATE (PAGE 3-123)
INJECTABLE; INJECTION
NYAMINE SULFATE
/Ã‰Ã«Å„Ã¯ÃŸÃŸiÃ¤mÃŸ/
HYETH LABS/AMHO
/Ã¯SHG/Å„i/
/ÃŸÅ„Ã±ÃŸ/Ã±i/
EQ 15MG BASE/ML
EQ SOMC BASE/ML
MEPIVACAINE HYDROCHLORIDE (PAGE 3-123)
INJECTABLE; INJECTION
OARBOQAINE
Ag Ð²Ð°Ð³Ð¾Ð½ LABS/STERLING gg
Ð¨
Ag CARTER-CLOCAU LABS Â¿gn
E Ðâ€œ
POLOOAINE
Ag ASTRA PHARM PROOS Â¿gn
Ð¨
Ag OEPROCO Â¿zn
MEPROBAMATE (PAGE 3-123I
TABLET; ORAL
MEPROBAHATE
/Ã¡Ã¡/ 53337 Ð½Ðµ Ã³Å„Ã©/
/__/ /31__Ð·/
19
N 88432
N 86332
N 05010
N 88744
N 88640
N 12250
N 88769
N 88770
N 88653
N 88387



92091
66619
12529
59591
59591
11111
11111
11111
99991
62001
99001
55001
60001
90001
55001
12001
65001
09001
12001
Z IZ IZ
Z IZ IZ IZ IZ IZ IZ I 2:  Z I 2
l1V1A/38V9 H901 03
v
Ð¿10/9N02 INodnu/s0avHd INodna  29002 N
NIvQnN
N011030N1 231991031N1 12002 N
90002 N
1951-5 39vd) 3010010000010 3NIHdnE1vN
1v1A/3519'0901"53 0v00339/5991 0100339 E V
03E1190 __
0-9/59v1 1015109 dv
1103vN 95911 N
N011031NI S3199103101
1551-5 a ÐµÑ‚d) 001005 N111109VN
Ð¿10/9N1
Ð¿10/9N5'0 SNIaoa Hv/NNIs-SNIX13 92002 N
Â¿d Hdao0vano 52002 N
N011030NI 1319v1030N1 29202 N
19202 N
1551-5 39vd) 31v51n5'3N100000 09202 N
00951 N
SN5?  Ðµ â€¹ 00V <
9001 c  < ouv <
9N5 1Nodna /s0av08 INodna  c  < ouv <
Ð¿ ÑƒÐ·Ð¾ Ð¼
1100 131nsdV3
1551-5 39vd) 3010010300010 3NO0NI100 59299 N
92299 N
05299 N
090002 1V311n30v0av02 00100
5 10151N00
1vN19vA 210011500005

(ÑƒÑt-Ñ asvd) 31v011N-3102v00010
09299 N
09N052 vNv11v/5991 a9vAvs E V
010105 95599 N
090005 N00031 E V
Ð°Ð¸Ñ‘-Ñ‡Ñ… Ð°Ñ… Ð·Ð¸ __
09N052 N00031 9v
Ã® Ã® Ã¤Ã¯Ã¡Ã±
090005 E V
090052 0avHdaadn5 E V
â€œ911005 Ñ‚ Ñ‚Ñ‚Ñ… Ñ‹/
090052 531001v00991 0v0015 E V /56919j0/
â€œ911005 Ð¹ H5691? .  N/
090052 1V311n30v0av02 ava  E V /56919f0/
090052 9n00 13s1vH E V /5Â§919, N/
3102905008130
1V80 21319V1
(551-5 3SVd) 31OZ V01N0813â€œ
n1N001/0â€œ005 NONN31 Ð•?
AI 11813H
l1N001/SNO05 03NOHdA1 Ð•?
l1NO01/0NO05 818 N011V3103â€œ 11N1 Ð•?
3102V01N0813H
N01103Ð“ NI 2319V133VN1
(551-5 39Vd) 31OZ V01N0813â€œ
lT V1A/38V9 H92 03 NHOÐ“dn
10803â€œ-0105
N01103Ð“ N1 2319V103Ð“ N1
(151-5 3SVd) 31VN10008 H01008 3N01081N038d1AH13H
090005 E V
090052 500102 Nv110 E V
090005 E V <
090052 E V <
090521 531001V80991 v351300 E V <
VE00110IE O
9N521 Ñ… Ð°Ð½ Ð°Ð¼ /Ð²ÐµÐ·Ð¸ 9v <
1300019
1V80 51319V1
(051-5 39Vd) V8001AH13H
0905 531001V80991 030100 E V
0905 gV
09N5'2 531001100991 v351300 99
301291010101013â€œ
1V80 21319V1
(621-5 3SVd) 3012VIH10101H13H
l1N/38V9 SH52 03 8d/H-9/918V0 1018189 Ð•?
Ã¶Ã® Ã® Ã® Ã¯Ã® Ã® Ã® Ã¼
ÃŸT V1A/3SV9 SH052 03 H-9/89V1 1018189
31VX3H
N01103Ð“ N1 5319V103Ð“ N1
(921-5 3SVd) H01008 31VX3810H13H
Ð¢ .  .  â€š1.
, 29109094
4110:;  l  91 Â«3:4 05

/511111511Ã909911 1/0YHÃ¤Ã¤Ã¤H/SSYÃXH #Y/
91039199/
N01133Ð“ N1 2319V103Ð“ NI
(121-5 39Vd) 001008 N111101H13â€œ
DDD
D
(â€˜
2l
D
<
2
02
18090V /  01 839NON 1N3â€œ31dd08 3A11V10H00 /  1811 1000088 0080
59.
3NOÐ“ - 99.



"ÂY

â€˜. Ã'
NAL T RE XONE HYDFE OCHL ORIDE (PAGE 3-136)
T ABL E T; ORAL
T RE XAN
DUPONT PNARMS/DUPONT 50MG!
NE OMYCIN SUL FAT E; POL YMYXIN B SUL FAT E (PAGE 3-137)
SOL UT ION/DROPS; OPHT HAL MIC
ST AT ROL
AL CON L ABORAT ORIE S E Q 3.5MG BASE/ML;
16;250 UNIT S/ML U
NOMIFE NSINE MAL E AT E (PAGE 3-140)
CAPSUL E; ORAL
ME RIT AL
HOE CHST-ROUSSE L 25MG!
Ð·Ð¾ Ð½ Ðµ:
NORE PINE PHRINE BIT ART RAT E (PACE 3-140)
INJE CT ABL E; INJE CT ION
L E VOPHE O.  l  .  t  I

/Ã‰ Ã‰ Ã‰ Â¢Ã‘. L Ã„ PSÃSÃÃ‰ Ã‰ L IÃ‘G//E R. Ã¯Å„ Â¢. PÃ„ SÃ‰ ÃHL/
NINT HROP-BRE ON/ST E RL E Q 1MG BASE/ML
NYST AT IN Â«PACE 3-141)
SUSPE NSION; ORAL
NYST AT IN
AA BAY L ABORAT ORIE S 1002000 UNIT S/ML!
AA PHARMAFAIR 1001000 UNIT S/ML!
T ABL E T; ORAL
NYST AT IN
AA . QUANT UM PHARMICS 500,000 UNIT S!
NYST AT IN; T RIAMCINOL ONE ACE T ONIDE (PAGE 3-141)
CRE AM; T OPICAL
MYCOL OG-II
AI E R SQUIBB ANO SONS 1001000 UNIT S/GM;O. IZ I
AI 1002000 UNIT S/GM;0.12I
MYKACE T
AI NMC L ABORAT ORIE S 100,000 UNIT S/GM;O. IZ I
> ADD > NYST AT IN ANU T RIAMCINOL ONE ACE T ONIDE
> ADD > AI CL AY-PARK L ABS 100x000 UNIT S/6M;0.12l
> ADD > OINT ME NT; T OPICAL
> ADD > MYCOL OG-II
> ADD > E R SQUIBB AND SONS 100;000 UNIT S/GM;0. IZ I
DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT
N 18932
N 62339
N 18224
N 18224

/NÃA'ÃSJU/
N 07513
N 62512
N 62541
N 62525
60576
62606
62367
2 2 2:2
62186
N 60572
NUMBE R 10 /  AUGUST â€˜84 - JUNE â€˜85 21
OXACIL L IN SODIUM (PAGE 3-142)
INJE CT ABL E; INJE CT ION
BACT OOIL L
BE E CHAM L ABS/BE E CHAM E Q lOGM BASE/VIAL!
OXT RIPHYL L INE (PAGE 3-143)
E L IXIR; ORAL

ÑÐ¿ Ð°Ð¸Ð²Ð°Ñ‚ÑŒ
AA PARKE-OAvIS/H-L 100MG/5ML:
QZ IBIE E IL E!!!
AA BAY L ABORAT ORIE S 100MG/5ML
OXYPHE NBUT AZ ONE (PAGE 3-143)
T ABL E T; ORAL
OXYPHE NBUT AZ ONE
BOL AR PHARMACE UT ICAL 100MG!
T ANDE ARIL
GE IGY/CIBA-GE IGY
IÃ¢
100MG
I)

/PÃ‰ NÃ‰ T Ã„ T Ã‰'Ã“ ÃÃ‰ OÃÃšM' RiÃ¡dÅ„iÃºÅ„"Å•Å„liÂ¿ Â§' PÃ¡Ã¡Ã© 'Ã¡lidÃ¡
T

/ÃNJE CÃÃ„ B JÅ•ÃÃ¯iÅ„ Å„/

/YÃÃÃˆÃ‰ R 69. Ã“ ÃPÃ„/

/DÃ¯ÃS 'PÂ¢Å„ ÃºS/3H//2Å„ Â¢i/Ã‘L/
r
L E Ãƒâ€ž1N
Ã¯ÃšÅ„. iB
NÂ¢SfÃ¯Â¢
PE NT AMIDINE ISE T HIONAT E (PAGE 3-148)
INJE CT ABL E; INJE CT ION
PE NT AM 300
L YPHOME D 300MG/VIAL I
PE NT E T AT E CAL CIUM T RISODIUM: YB-169 (PAGE 3-148)
INJE CT ABL E; INJE CT ION
YT T E RBIUM YB 169 DT PA
ME DICAL PRODUCT S/3M 2MCI/ML
PE NT OBARBIT AL SODIUM (PAGE 3-149)
CAPSUL E; ORAL
PE NT OBARBIT AL SODIUM
AA Ð VIT ARINE/PHOE NIX 100MG
T ABL E T; ORAL
PE NT OBARBIT AL SODIUM
AA O VIT ARINE/PHOE NIX 100MG
N 61334
N 09268
N 88243
N 88399
N 12542
/ Ã‘.  '175115/
N 19264
N 17518
N 83284
N 83285
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â€˜Ilâ€™
POT ASSIUM CL AVUL ANAT E; T ICARCIL L IN DISODIUM (PAGE 3-158)
INJE CT ABL E;
T IME NT IN
BE E CHAM L ABS/BE E CHAM E Q 100MG ACID/VIAL;
E Q 36M BASE/VIAL!
E Q 200MG ACID/VIAL;
E Q 36M BASE/VIAL!
INJE CT ION
PRE DNISOL ONE (PAGE 3-159)
T ABL E T; ORAL
PRE DNISOL ONE
BX SUPE RPHARM 5MG!
PRE DNISOL ONE ACE T AT E; SUL FACE T AMIDE SODIUM (PAGE 3-160)
OINT ME NT; OPHT HAL MIC
PRE DSUL FAIR
AI PHARMAFAIR 0.52S102
VASOCIDIN
A COOPE RVISION PHARMS 0.52;
PRE DNISONE (PAGE 3-161)
SOL UT ION; ORAL
PRE DNISONE
ROXANE L ABORAT ORIE S
PRE DNISONE INT E NSOL
ROXANE L ABORAT ORIE S
5MG/5ML!
5MG/ML A
T ABL E T; ORAL
PRE DNISONE
BX SUPE RPHARM 5MG!
BX IOMGI
BX 20MG!
PRIL OCAINE HYDROCHL ORIDE (PAGE 3-162)
INJE CT ABL E; INJE CT ION
CIT ANE ST
Ð° AST RA PHARM PROOS Iz
Ð° ax
Ð° 3x
/52/
CIT ANE ST PL AIN
AST RA PHARM PROOS 4Z
DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 10 /  AUGUST
'84 - JUNE '85 23
PROCAINAMIDE HYDROCHL ORIDE (PAGE 3-163)
CAPSUL E; ORAL
PROCAINAMIDE NCL
AB ROXANE L ABORAT ORIE S gggggn
N 50590 AB Ã¢ggggn
N 50590 INJE CT ABL E; INJE CT ION
PROCAINAMIDE HOL
Ag SOL OPAK L ABORAT ORIE S 100MG/ML U
Ag 500MG/ML B
Ag 500MG/ML U
T ABL E T,  CONT ROL L E O RE L E ASE; ORAL
N 88892 PROCAINAMIDE Hc L
A@  BOL AR PHARMACE UT ICAL 250Men
AB SOOMCU
AA 750Men
PROOAN 5R
AA 250MB
AB 500MG
N 88032 AB 750MB

7Ð’Ñ/ PARKE-OAVIS/w-L /SBBÃ‘E/
N 88791 IOMn
PROCHL ORPE RAz INE E OISYL AT E (PACE 3-164)
CONCE NT RAT E; ORAL
PROCHL ORPE RAIIHE E OISYL AT E
N 88703 AA BAY L ABORAT ORIE S gg 10MG BASE/ML B
N 88810 SYRUP; ORAL
PROc HL ORPE RAz INE E OISYL AT E
AA BAY L ABORAT ORIE S E Q 5MG BASE/5MLn
N 88865
N 88866 PROCHL ORPE RAZ INE MAL E AT E (PACE 3-1641
N 88867
CAPSUL E,  CONT ROL L E O RE L E ASE; ORAL
COMPAz INE
Ð SK& F L ABORAT ORIE S E Q 75H6 BASE
PROME T HAZ INE HYOROCHL ORIOE (PAGE 3-165)
N 14763
N 14763 SYRUP; ORAL
N 14763 /BAYME T HAIINE/
/NfÃ¯Ã¡jÃŸÃŸ/ PRONE T HAZ IHE PL AIN
N 14763
PROPOXYPHE NE HYDROCHL ORIDE (PAGE 3-167)
CAPSUL E; ORAL
PROPOXYPHE NE HCL
AA L E MMON
Ð¤
Ð˜
l
N 88989
N 88990
88530
88531
88532
Z IZ IZ
88533
88534
88535
86468
86065
212 212â€˜2
N 87510
/Ã‘fÃŸÃŸÃŸÃŸÃŸ/
N 88489
N 88598
N 88597
N 11000
N 88615
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 25
SECOBARBITAL SOOIUM (PAGE 3-1741 gggAQA_ggA!Â§1!ggAg_Â§gAggAA1g (PAGE 3-1791
CAPSULE; ORAL SUSPENSION; ORAL, RECTAL
SECOBARBITAL SODIUM SODIUM POLYSTYRENE SULFONÃ€TE
AA a ORUMMER/PHOENIX 100MG N 85898 AA BAY LABORATORIES 15GM/80MLN N 88717
AA Ñ VITARINE/PHOENIx 100MG N 86273
SOYBEAN OIL (PAGE 3-180)
SODIUM CHLORIDE (PAGE 3-176)
INJECTABLE; INJECTION
INJECTABLE; INJECTION LIPCSYN III 102
AACTERIOSTATIC SOOIUM CNLORIOE 0.92 IN PLASTIC CONTAINER Ag ABBOTT LABORATORIES Â¿Agn N 18969
Ag ABBOTT LABORATORIES 9MG/ML N 18800 LIPOSYN III 202
Ag INVENEX LABS/LIFE 9MG/MLn N 88909 Ag ABBOTT LABORATORIES Â¿Agn N 18970
Ag 9MG/MLn N 88911
SCOIUM CNLORIOE IN PLASTIC CONTAINER
/AP â€š â€š . . L /NjÃ¯jÃ¡ÃŸÃ¡/ SPIRONOLACTONE (PAGE 3-180)
SOOIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
Ag AM MCCAN/AM HOSP 900MG/100ML N 17464 TABLET; ORAL
Ag INVENEX LABS/LIFE 9MG/MLn N 88912 SPIRONOLACTONE
> AOO > _A Ð° PUREPAC/KALIPHARMA 25 N 88053
SLUSH; IRRIGATION
SOOIUM CHLORIDE 0.92 IN STERILE PLASTIC CONTAINER
TRAVENOL LABS 9OOMC/IOOMLn N 19319 SUCCINYLCHOLINE CHLORIOE (PAGE 3-1811
INJECTABLE; INJECTION
SOOIUM IOOIOE I-131 (PAGE 3-178) ANECTINE
> A09 > Ag Ñ BURROUGHS NELLCOME 50MG/ML N 08453
SOLUTION; ORAL SUCCINYLCHOLINE CHLORIDE
SOOIUM IOOIOE I 131 â€š Ð  ́â€š , /Ã¢g/ â€š â€š 1,1 dd B/vIAL /NÂ¿80283/
Â¿4_0 T > ÑˆÐ¿Ð¸Ð¾Ð½. Ñ…Ð½Ñ‹ IiP. ÑˆÐ°Ð»Ð°Ñˆ/Ð¿Ð  ̧Ñ‚. 1.1315/ /_/ Hij@ /N ÑˆÐ²Ð·/
â€º ADD > SYNCOR INTL sOMCI/ML N 17315
SULPABENZAMIOE. SULPAC TAMIO Â° SULFATHIAZOLE (PAGE 3-1811
SOOIUM LACTATE (PAGE 3-178)
â€  ̃TABLET; VAOINAL
INJECTABLE; INJECTION SULTRIN
SOOIUM LACTATE IN PLASTIC CONTAINER A1 ORTHO PHARMACEUTICAL 184MG;143.75MC;172.5MC N 05794
ABBOTT LABORATORIES SMEG/MLn N 18947 TRIPLE SULPA
A1 E FOUGERA/ALTANA 184MG;143.75MG;172.5MG2 N 88463
A_ PHARMAOERM/ALTANA 184M8;143.75MG;172.5MGn N 88462
SOOIUM NITROPRUSSIOE (PAGE 3-178)
INJECTABLE; INJECTION SULPACETAMIOE SOOIUM (PAGE 3-181)
SOOIUM NITROPRUSSIOE
Ag LYPHOMEO 50MG/VIALE N 70031 SOLUTION/OROPS; OPHTHALMIC
SULPACETAMIOE SOOIUM
AT PHARMAPAIR 102x N 88947
SOOIUM POLYSTYRENE SULPONATE (PAGE 3-1791 /AÃ/ /PHARMAFAIR/ /Ã¯Ã«gÃŸ/ /NjgjÃ¡gÃŸ/
SULPAIR 10
PONOER; ORAL, RECTAL A1 PHARMAPAIR Â¿Agn N 87949
RAYEXALATE
AA BREON LABS/STERLING 453.6GM/BOT N 11287
SOOIUM PCLTSTYRENE SULPONATE
AA BAY LABORATORIES 453.6GM/BOTn N 88786



SULFAMETHOXAZOLE (PAGE 3-182) TECHNETIUH! TC-99Hz ALBUMIN KIT (PAGE 3-185)
TALBET; ORAL INJECTABLES INJECTION
Ð·Ð¸Ñ‰Ð½Ð²Ñ‚Ð½Ð¾Ñ…Ð´Ð³Ð¾ÑŒÐ² Ð´Ñ‹ÑˆÐ¸Ñ‚ÑˆÐ½Ð¿ÑˆÑ‚'ÑÑÐ½Ñ…Ñˆ/ â€š
/Ð  ̈www /Ã‰Ã³Ã³Å„Ã© Ñ‚ÐµÑˆÑƒ Ñ‚Ñ‚Ð¿ÑÐ½Ð¸Ð½/ Ñ‚Ð»Ð  ̧Ñ‚. 17775/
AB HEATHER ORUC 500m@ N 66163 TECHNETIUM Ñ‚Ñ 99Ð½ HSA
MEDI-PHYSICS N/A N 17775
SULFAHETHOXAZOLE' TRIHETHOPRIM (PAGE 3-103)
TECHNETIUH Ñ‚Ñ-99Ð½ MEORONATE KIT (PAGE 3-1861
TABLET; ORAL
COTRIH INJECTABLE; INJECTION
59 LEMMON 4Ð¾Ð¾Ð¿Ð·;Ð²Ð¾Ð¼ÐµÐ  ̧N 70034 /HÅ„Å„'KIT/
COTRIH n.5. TECHHETIUM Tc 99H HPI Mur
A9 LEMHON 600HG;160HCn N 70046
Ã¤QLEAEEIEQEBI!
A9 PAR PHARMACEUTICAL 400MG;60 n N 70022 TECHNETIUH TC-99n PENTETATE KIT (PASE 3-1661
sULEAHETHORRIH-us
A9 PAR PHARMACEUTICAL BoonC;160nen N 70032 INJECTABLE; INJECTION
sULFAHETHOXAzOLE a TRIMETHOPRIM > DLT > /OTRÃ' SN 'KIT' Ã“HELÃTE
A9 HEATHER DRUG 400MG;BoHCn N 16946 > OLT >/59/ Ð³ â€š â€š Nid /Nf17255/
A__B 600MG;160r1(5n N 18946 Ñ‚Ð¼Ð¸Ð½/ÑˆÐ¸Ñ  ̂'SdÃNNINÃ© â€˜Ðº
suLrAHETHOXAzoLE ANO TRIHETHORRIH /Ã©g/ L, â€š /NfÃ¯jÃŸÃŸÃŸ/
A9 BARR LABORATORIES 400HG;60Msn N 70006 > A00 > HRI OTRA KIT Â cHELATE
A9 CHELSEA LABORATORIES 400MC;60MCn N 70002 > A00 > _g "EOI-PHYSICS NÂ¿A N 17255
A9 000Ð¿0;160Ð½0Ð¿ N 70000
> 500 â€º suLFATRIH-Ds
> A00 > 59 SUPERPHARM 600HC;160HCn N 70066 TECHNETIUNl TC-99MI SULFUR COLLOIO KIT (PACE 3-107)
> A00 > SULEATRIH-Ss
> 500 > A9 SUPERPHARM 400MC;60MGn N 70065 INJECTABLE; INJECTION
SULFAHETHOXAzOLE ANO TRIHETHoRRIH DOUBLE STRENGTH /Ã³iÅ„Å•Å•Ã³Å„Ã©Å„'fÃ©Ã©Å„Å„Ã©Å•tÃºÅ„'99H'TSÃ³
A9 BARR LABORATORIES 600MC;160MCu N 70007 â€š /NfijjÃ¡Ã¡/
Ð¸Ð·] ÐÐ˜Ðœ-0173111?â€œÐ–Ð´ÑˆÑ†ÑƒÑ‘Ð¼Ñ‚'Ð¸Ð¼Ñ‘Ñƒ /Ã‘IjIIddII/ TECHNETIUM Tc 99H Tsc
1 L â€žL â€š â€š ; Ð¿ â€š â€šâ€šâ€šâ€š Ag MEDI-PHYSICS _Â¿A N 17704
/TRIHEfn/sucÂ¢6's/s I I I
J. . .Å„Å•IÅ•S/_Ã«Å¯dÅ„Â¢;Ã«Ã³Å„Ã©n/ Ñ‚. 77.6.61/
TERBUTALINE SULEATE (PAGE 3-107)
sULFIsOXAZOLE (PAGE 3-1041 AEROSOL; INHALATION
BRETHAIRE
TABLET; ORAL BN GEICY/CIBA-CEICY 0.2MC/INHn N 10762
sULFIsOXAzoLE BRICANYL
> A00 > BP Ð° ORUMMER/RHOENIX 500MB N 07332 BN MERRELL DON/DON CHEM 0.2ME/INHn N 10000
INJECTABLE; INJECTION
TECHNETIUM TC-99M ALBUMIN ACGREGATEO KIT (PAGE 3-105) BRIcANYL I I I
/ÃÃ¡/ 7153741. PMAM M515/ /Q Ñ‚ 17.455/
INJECTABLE; INJECTION 59 MERRELL DoÐ /̧DoÐ  ̧CHEM IMC/ML N 17466
ALBUMIN MICROSPHERES (HUMAN) INSTANT MICROSPHERES I
/HS/ /Å„Ã¯Ã„GNÃ³SUÃ¢ Ñ‚Ñ€Ð°Ð²/Ð²Ð¸Ð½Ð¸Ñ‚ Ñ‚. 17632/
BS /Â¢Ã¯g$gÃ«Ã¤ÃªÃ¤IÃ§Ã«Ã«Ã¤Ã¤Ã«Ã¬Ã®Ã³Ã¢qÃ¡Ã©Ã¤4Ã¢Ã„Ã„/ N 17632 TERFENAOINE (PAGE 3-107)
>0ÐŸ> . .. . .â€ž. â€š
> Ñ  ̂> /HS/ /Â¢1N.1â€˜1Â¢HÂ£rÃ®/ /N/Ã„/ Ñ‚. 17773/ Ñ‚ÐÐ²ÑŒÐ•Ñ‚: ORAL
> 500 > TECHNETIUM TC 99H MAA sELDANE .
> A00 > BS "EOI-PHYSICS N/A N 17773 MERRELL DON/DOH CHEM Ð²ÐµÐ½ÐµÑ† N 10949
DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 26



DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 10 /  AUGUST
'84 - JUNE '85 27
T E T RACYCL INE HYDROCHL ORIDE (PAGE 3-188)
CAPSUL E; ORAL
BRIST ACYCL INE
/AA/ BRIST OL L ABSAB-M /SOOMC/ /NjÃŸÃŸ211/
T E T RAOYCL INE HCL
AA SUPE RPHARM 250MGn N 62540

AB ÑÐ¿ Ð¾ Ð¿ ÐµÐ¸ N 62540
T HE OPHYL L INE (PAGE 3-190)
CAPSUL E; ORAL
SOMOPHYL L IN-T
BP FISONS 100MG: N 87155
BP 200Msn N 87155
250MG: N 87155
CAPSUL E; CONT ROL L E D RE L E ASE; ORAL
E L IXOPHYL L IN SR
BC BE RL E X/SCHE RING 125MG! N 86826
BC 250MG! N 86826
SL O-BID

BC ÐIL L IAM H RORE R 50MG! N 88269
BC 100MG! N 87892
BC 200MG! N 87893
BC 300MGU N 87894
SL O-PHYL L IN
BC NIL L IAM H RORE R 125MG N 85203
SOMOPHYL L IN-CRT
BC FISONS 50MG! N 87763
BC 200MGl N 88382
BC 300MGl N 88383
T HE O-24
BC SE ARL E/SE ARL E PHARMS 200MG N 87943
BC 300MG N 87944
T HE OBID
BC GL AXO 260MGn N 85983
T HE OBID JR.
BC GL AXO 130MGI N 87854

T HE OCL E AR L .  Ð.  --130
BC CE NT RAL PHARMS 130MG N 86569
T HE OPHYL-SR
BC MCNE IL PHARM 125MG! N 86480
BC 250MG! N 86471
T HE OPHYL L INE
BC CE NT RAL PHARMS 125MGn N 88654
BC 250MG! N 88689
T HE OVE NT
BC SCHE RING 125MGn N 87010
BC 250MG! N 87910
T ABL E T; CONT ROL L E D RE L E ASE; ORAL
T NE OCHRON
BC FORE ST L ABORAT ORIE S 100MG! N 88320
BC 200MGI N 88321
T HE OPHYL L INE (PAGE 3-190)
T ABL E T; CONT ROL L E D RE L E ASE; ORAL
T HE OPHYL L INE
BC FORE ST L ABORAT ORIE S 100MG!
BC 200MB!
AÃˆ Ã«ggÅ¯Ã¢l
T HIORIDAZ INE HYDROCHL ORIDE (PAGE 3-192)
T ABL E T; ORAL
IE IQB!E AZ!!Â§. !Â§L
AB BARR L ABORAT ORIE S 150MGn
AB z OOMCn
AB BIOCRAFT L ABS . IOMCn
AB IOOMCR
AB CORO L ABORAT ORIE S IOOMCn
> AOO > AB OANBURY PHARMACAL 150MGn
AB z OOMCn
AB ROXANE L ABORAT ORIE S IOOMCn
T OBRAMYCIN (PAGE 3-194)
SOL UT ION/OROPS; OPHT HAL MIC
T OBRE X
AL CON L ABORAT ORIE S 0.322
T OCAINIOE HYOROCHL ORIOE (PAGE 3-194)
T ABL E T; ORAL
T ONOCARO
MSa O/ME RCK 4OOMCn
6OOMCn
T OL AZ AMIOE (PAGE 3-194)
T ABL E T; ORAL
Ð©
AB Z E NIT H L ABORAT ORIE S IOOMCn
AB 250MCn

AB ÑÐ¿ Ð¾ Ð¿ ÐµÐ¸
T OL INASE
AB UPJOHN 100MG
AB 250MB
AB 500MB
T OL AZ OL INE HYDROCHL ORIDE (PAGE 3-194)
INJE CT ABL E;
PRISCOL INE
CIBA/CIBA-GE IGY
INJE CT ION
25MG/MLl
22
2222
22 22
88503
88504
88505
88737
88738
88493
88456
88135
88869
88872
89048
62535
18257
18257
18894
18894
18894
15500
15500
15500
06403
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST
29
â€˜84 - JUNE
'85
VERAPAMIL HYDROCHLORIDE (PAGE 3-202)
TABLET; ORAL
ÑÐ°Ð²Ð°Ð½
AQ SEARLE/SEARLE PHARMS BOMGE
AB 120MCn
ISOPT@
AB KNOLL PHARMACEUTICAL 80
AB 120MG
VINCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION
07Ã9Â¥I'â€;"Y/ Ð´Ð½Ðµ/ÐÐ½Ð½
.L7 . LL.
Ð»Ð°Ð¿Ðµ/ÐÐ½Ð½
ELI LILLY 1MG/ML
NÃ€RFARIN SODIUM (PAGE 3-203)
TABLET; ORAL
NARFARIN SODIUM
> ADO > AB COLMEO LABORATORIES Â¿Agn
NATER FOR INJECTION; STERILE (PAGE 3-204)
LIQUID; N/A
STERILE RATER FOR INJECTION IN PLASTIC CONTAINER
AE TRAVENOL LABS 1002
STERILE WATER IN PLASTIC CONTAINER
MI5/..15 .
N 18817
N 18817
N 18593
N 18593
N 88719
N 18632
Ñ‚'Ð´Ð·Ð²Ð·Ð³/
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DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
DIPYRIDAMOLE (PAGE A04)
TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25MG
50MG
75MG
PHARM BASICS 50MG
SIDMAK LABORATORIES 25MG
50MG
75MG
Ð´Ñ‹ÑˆÐ¸Ð¼: 'OINITRATE/L PAGE A05)
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
/IAATAIA'ARAA/
s .' . f
Us AÃ‰ÃÃƒÃ‰Ã‰Ã‰ÃÃ‰Ã„/ Ð¨Ð˜Ð
/ÃÃ„BL'Ã‰Jâ€˜5'.'SÃšB 'INGSJÃ„L/
Rid â€šÐ—Ð˜ÐœÐÐ˜Ð•
.'JlÃ„BÅ„Ã‰Ã„ÃÃ“Ã‰Ã¯Ã‰S/ /Ã¯SfHG/
ggÃ§iÃ¯Å•Å„iifÅ„.'Ã‰Ã‰JIEÃ„SEÃ„ÃDRÃ„JI/
'Si'llÃ„Ã‰Ð¤Ã‰Ã„ÃÃ“Ã‰Ã¯I-ÃS//Ã¡Å„Å„lÃ¤/
Ð¨Ð¢â€˜ 'ULTTL
NITROGLYCERLN (PAGE AD7)
/ 151055915; . â€˜Ð¡Ð¤Ð¨â€˜ÐÐ¤Ð¦Ã‰Ð™. 'RÃ‰JIEÃ„SÃ‰Ã 'Å„Å•Ã„Jl/
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
ÑˆÐ°Ð»ÑÑ‚;â€˜Ð¿Ð°Ð¼ÑÑ‚Ð½Ð¸ÐºÐ°Ð¼Ð¸.â€˜Ð°Ð½/Ñ‰
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
PENTAERYTHRITOL TETRANITRATE (PAGE A08)
CAPSULE; CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE
Ð° VITARINE/PHOENIX 80MG
Ð 80ÐœÐ‘
8 80ÐœÐ‘
N 88945
N 88800
N 87432
N 88822
N 88683
N 88684
N 88685
/NfÃ¡jÃ¢Ã³Ã¡/
Ñ‚. '575.45/
/ N. '56.4213/
N 86305
N 87529
N 87531
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ADDENDUM D2 DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
0n September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.
The statute requires that FDA make publicly available Ð° list of approved drug
products containing the following information:
l) an alphabetical list of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;
2) the application number and approval date for each drug product
approved from January l, 1982; and
3) whether in vitro and/or ig vivo bioequivalence studies are required
for ANDA approval.
The Approved Prescri tion Dru Products with Therapeutic Equivalence
EvaluatTons, Ð‘ÐÐ‘ EÃ¶ition, DP) and its monthly supplements wil1 be used to
saÃ¯isÃ¯y tÃ±is new requirement.
In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be Submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or approval of ANDAs or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:
(l) A new drug application approved between January l, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of {ÐÐµ approval of the original aBÃ¯TicaÃ¯io .



(2)
(3)
(4)
(5)
Ð 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 of the original application, except that
such an application may be submitted after four ears if it
contains a certification that a patent claiming t e rug is
invalid or will not be infringed by the product for which
approval is sought.
A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient
(or any ester or salt of that active ingredient) that has
been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have
been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the
investigations must have been essential to approval of the
application. If these requirements are met, the approval
of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original 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 supplement.
A new drug application (or supplement to a new drug
application) approved during the period from
January l, l982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the
active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, 1984.



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.
The following explains how the APDP implements this.
Antibiotics, Insulin and Biologicals
Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (l) antibiotic and
insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.
However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.
Bioavailability/Bioequivalence Requirements
The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or jg vivo bioavailability/bioequivalence study
data must be incluHÃ«d wiÃ¯Ã± 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) tHOsÃ«-WÃ±ich pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstraÃ®Ã«d (tHe list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.
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 jg.vivo bioequivalence or else submit information
sufficient to permit the`Ãƒgency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn Hosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the ig vivo bioequivalence requirement be waived.'
A-3



Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of
reasons. The new law requTFes information to show that the proposed ANDA drug
product is bioequivalent to the listed drug. Therefore, new applications for
drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in.vivo study as a condition
for approval under the new Act.
Topicals
In the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of re-l962 (DESI) drugs to be therapeutically equivalent.'
However, the Agency required that applicants for topical drug products
initially approved after l962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be approved and evaluated as therapeutically
equivalent.
The new Act requires applicants to demonstrate the bioequivalence of their
topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the
"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-l962 topical
products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aTT topical products unless a waiver or jg vitro alternatives can
be justified by the applicant.
ÐžÐ¢Ð¡ Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded OTC 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
OTC compliance policy which allows the marketing of various unapproved ÐžÐ¢Ð¡
drug products pending the effective date of the applicable final ÐžÐ¢Ð¡
monograph. The ÐžÐ¢Ð¡ products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as
a condition of marketing. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.



NDA's Approved by the Office of Biological Research and Review Not Previously
Published in the APDP
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. i
TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-l & Ð-2 of the Addendum for an
explanation of exclusivity).
FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-IV designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of
codes as explained on pages A-7 and Ð-8.
FDA invites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.
Any revisions to the list will be published in subsequent supplements.



DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEW ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION Ð¢Ðž OTC STATUS CHANGE
NS NEW STRENGTH
D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEW INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEW DOSING SCHEDULE
ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
NARCOTIC OVERDOSE IN CHILDREN
POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
OOCJUUUUUUOO
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I-I
|-2
I-3
|-4
I-5
l-6
I-7
I-8
I-9
I-IO
I-II
I-|2
I-I3
I-I4
I-I5
I-I6
I-I7
I-IÃ¶
I-l9
I-2U
I-2|
I-22
I-23
I-24
l-25
I-26
|-27
I-28
|-29
I-30
|-3I
l-32
I-33
I-34
I-35
SEVERE HYPERTENSION IN PEDIATRICS AND NON-MALIGNANT HYPERTENSION
DYSMENORRHEA
TREATMENT OF TINEA VERSICOLOR
SYMPTOMATIC GASTROESOPHAGEAL REFLUX
NEPHROTOMOGRAPHY
CONTRAST ENHANCEMENT IN CRANIAL COMPUTED TOMOGRAPHY
VENOGRAPHY OF LOWER EXTREMITIES
WHOLE-BODY COMPUTED TOMOGRAPHY
GATED CARDIAC POOL IMAGING
POST-MYOCARDIAL INFARCTION
COLORECTAL SURGERY
NAUSEA AND VOMITING ASSOCIATED WITH EMETOGENIC CANCER CHEMOTHERAPY
CISPLATIN INDUCED EMESIS
DIABETIC GASTROPARESIS
POST-MYOCARDIAL INFARCTION
ACROMEGALY
PITUITARY TUMORS
POSTMENOPAUSAL OSTEOPOROSIS
ANTIDOTE FOR ACETAMINOPHEN OVERDOSAGE
CONGESTIVE HEART FAILURE BID DOSAGE SCHEDULE
ACUTE OTITIS MEDIA
EXERCISE INDUCED BRONCHOSPASMS
MI OR STROKE
COMBINED USE WITH NICOTINIC ACID TO LOWER CHOLESTEROL LEVEL
BLASTOMYCOSES DERMATITIDES
PEDIATRIC SUBARACHNOID VASCULAR
PETRIELLIDIUM BOYDII INFECTION
HEREDITARY ANGIOEDEMA
INTRACORONARY USE
PEDIATRIC USE
DIRECT ISOTOPIC CYSTOGRAPHY
POSTPARTUM HEMORRHAGE
USE IN METHODONE INDUCED RESPIRATORY DEPRESSION
PROLACTIN SECRETING ADENOMAS
SHORT TERM TREATMENT OF GASTRIC ULCER DISEASE
INDICATIONS



TABLE I. LI Ð¢ F DR P D
ÐÐ1 Ð M Ð¢ DE N TRATE IN VIV
BI AVAILABILITY NLY IF P D
ACETAMINOPI-EN; ASPIRIN;
BUTAILBITAL;
CAPSIJLE 0R TABLET; ORAL
I60-I65MG; 160-16516; 50m
ACETAMINOPI'EN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MB; 32516; 5046
ÐÑÐ•Ñ‚ÐÐ¼ÑˆÐ¾Ð Ð²â€”Ð•Ð½; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE Ð¾Ð½ TABLET; om.
160-16516; leo-Issue; 50MG; 4oMG
ACETAMINOÂ°HEN3 ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325ÐœÐ‘; 32516; 5016; 4016
ACETAMINIPHEN; BUTALBITAL
CAPSULE (R TABLET; ORAL
325; 50K;
650; 5016
ACETMINOPtEN; BUTALBITAL;
CAFFE INE
CAPSULE OR TABLET; ORAL
325NIG; 50MG; 4016
650146; 506; 4016
AM I NOPHYLL INE
TABLET; ORAL
I OOMG
ZOOMG
ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 5016
650; 5016
ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (Ð– TABLET; ORAL
325m; 5016; 4OMG;
650MG; 50MG; 4016;
ASPIRIN; CAFFEINE; CARISOPRODOI.
TABLET; ORAL
|6046; 3216; 20016
ASPIRIN; CAFFEINE; CARISOPRODOL;
COOEINE PHOSPHATE
TABLET; ORAL
|6046; 3216; 20016; I6MG
ASPIRIN; CARISOPRÅ“ OL
TABLET; (RAL
325M6; 20016
ASPIRIN; CARISIPRODOL; COOEINE
PHOSPHATE
325MG; 20016; 1016
FAIL T A HIEVE ADE ATE DI L TI N
ASPIRIN; AÃ‰PROBAMATE
TABLET; ORAL
32516; 20016
ASPIRIN; IETHOCARBAMCN.
TABLET; (RAL
325M6; 200M6
CHLOROTH I AZ IDE
TABLET; ÐœÐœ.
25016
ESTROGENS, COIJUGATED; DEPRÅ“ AMATE
TABLET; ORAL
0.4M6; 20016
0.4M6; 40046
HYDROXYZINE HYDROCHLORIDE
TABLET; (RAL
|046
25MG
50MG
IOOMG
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T ABL E II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE QUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE IN RE DIE NT 5

Ð‘Ð¢ÐÐ•NÐ‘Ð¢Ð1$1
ACE T AMINOPHE N
12OMG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
12OMG
ACE T AMINOPHE N
T2OMG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
650MG
ACE T AMINOPHE N
12OMG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
BOMG; 20MG
AL UMINUM HYDROXIDE; MAGNE SIUM
T RISIL ICAT E
I6OMG; 40MG
BROMPHE NIRAMINE MAL E AT E
BMG
BROMPHE NIRAMINE MAL E AT E
12MG
BROMPHE NIRAMINE MAL E AT E;
PHE NYL PROPANOL AMINE
HYDROCHL ORIDE
12MG; 75MG
T RADE NAME
(DQSAGE FORM; ROUT E)
NE OPAP
(SUPPOSIT ORY; RE CT AL)
T YL E NOL
(SUPPOSIT ORY; RE CT AL)
T YL E NOL
ISUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY; RE CT AL)
ACE PHE N
(SUPPOSIT ORY; RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
ACE T AMINOPHE N
(SUPPOSIT ORY; RE CT AL)
GAVISCON
(T ABL E T,  CHE W ABL E; ORAL)
GAVISCON-2
(T ABL E T,  CHE W ABL E; ORAL)
DIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
DIME T ANE
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
DIME 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
NDA N0.  PAT E NT NO.
APPROVAL DAT E E XP.  DAT E
16-401
11-07-68
17-756
05-26-76
17-756
05-26-76
18-060
02-09-78
18-060
02-09-78
18-337
04-22-80
18-337
09-12-83
18-685
12-09-83
18-685
12-09-83
10-799
06-10-83
10-799
06-10-83
12-436
04-02-84
E XCL USIVIT Y
E XP.  DAT E
NP
09-24-86
NP
09-24-86
RT O
09-24-86
RT O
09-24-86
II-T
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARXETINQ
ACTIVE INGREDIENT S
STRENGTHIS)
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
I2MG; 75MG
CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
I2MG; 75MG
CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE SULFATE
BMG; I2OMG
CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE HYDROCHLORIDE
BMG; 12OMG
CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE HYDROCHLORIDE
I2MG; 12OMG
CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE HYDROCHLORIDE
12MG; T20MG
TRADE NAMÐ•
IDOSAGE FORM; ROUTE)
COLD CAPSULE V
(CAPSULE, CONTROLLED
RELEASE; ORAL)
PHENYLPROPANOLAMINE HCL
W/ CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
TRIAMINIC-12
(TABLET, CONTROLLED
RELEASE; ORAL)
COLD CAPSULE IV
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
PSEUDDEPHEDRINE HCL/
CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
PSEUDDEPHEDRINE HCL/
CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)
CODIMAL-L.A. 12
(CAPSULE, CONTROLLED
RELEASE; ORAL)
APPLICANT NAMÐ•
OM GRAHAM LABS
CENTRAL PHARMS
DORSEY LABS/SANDOZ
DM GRAHAM LABS
SCHERING
DM GRAHAM LABS
DM GRAHAM LABS
CENTRAL PHARMS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-794
04-23-85
18-809
05-07-84
18-115
07-23-81
18-793
04-25-85
18-397
03-31-81
18-844
03-20-85
18-843
03-18-85
18-935
04-15-85
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TABLE II
. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENT S
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
TOO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
TOO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
TOO UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
TOO UNITS/ML
INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML
TRADE NAMÐ•
IDQSAGE FORM; ROUTE)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPH ILETIN II
(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)
NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)
NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)
INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)
PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAMÐ•
SOUIBB-NOVO
ELI LILLY
LILLY RES LABS DIV
LILLY RES LABS DIV
ELI LILLY
NORDISK
ELI LILLY
SQUIBB-NOVO
NORDISK
ELI LILLY
NDA 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
PATENT NO. EXCLUSIVITY



TOD UNITS/ML
STRENGTHIS) UIOSAGÃE FORMâ€™. ROUTE) APPR 1A1 DATE Ð¨ Ð¨
INSULIN SUSPENSION, PROTAMINE PROTAMINE, ZINC 0 ILETIN I ELI LILLY 17-932
ZINC, MIXED BEEF AND PORK (BEEF-PORK) 02-08-77
OOO UNITS/ML (INJECTABLE; INJECTION)
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SOUIBB AND SONS 17-928
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77
40 UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC INSULIN ER SQUIBB AND SONS 17-920
ZINC, PURIFIED BEEF (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-476
ZINC, PURIFIED BEEF; INSULIN, ILETIN II 06-12-80
PURIFIED BEEF (INJECTABLE; INJECTION)
TOO UNITS/ML
INSULIN SUSPENSION, PROTAMINE PROTAMINE ZINC AND ELI LILLY 18-346
ZINC, PURIFIED PORK; INSULIN, ILETIN II(PORK) . 12-05-79
PURIFIED PORK (INJECTABLE; INJECTION)
100 UNITS/ML .
INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SQUIBB-NOVO 17-998
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN ZINC SUSPENSION, BEEF LENTE INSULIN SQUIBB-NOVO 17-998
TOO UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN ZINC SUSPENSION, NOVOLIN L SOUIBB-NOVO 18-777
SEMISYNTHETIC PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML
INSULIN ZINC SUSPENSION, ULTRALENTE SQUIBB-NOVO 18-385
EXTENDED, PURIFIED BEEF (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML
INSULIN ZINC SUSPENSION, ULTRALENTE INSULIN SOUIBB-NOVo 17-997
EXTENDED, BEEF (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML
INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE INSULIN SQUIBB-NOVo 17-996
BEEF (INJECTABLE; INJECTION) 02-08-77
LA_BLE II. OTE DRUG PRODUCTS 1Ð1Ð¡Ð CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING



TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING
ACTIVE INGREDIENTISI TRADE NAME APPLICANT NAMÐ• NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHIS) )DOSAGE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. DATE
INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE SQUIBB-NOVO 18-382
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML
INSULIN ZINC SUSPENSION, LENTE ILETIN II ELI LILLY 18-477
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80
TOOÃƒUNITS/ML
INSULIN zINC SUSPENSION, LENTARO SQUIBB-NOVO 18-384
PURIFIED BEEF ANO PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML
INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79
TOO UNITS/ML
INSULIN iINC SUSPENSION, LENTE . SQUIBB-NOVo 18-383
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML
INSULIN, SEMISYNTHETIC NOVOLIN R SQUIBB-NOVo 18-778
PURIFIEO HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML
INSULIN, BIOSYNTMETIC HUMAN HUMULIN R ELI LILLY 18-780
TOO UNITS/ML (INJECTABLE; INJECTION) 10-28-82
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
TOO UNITS/ML (INJECTABLE; INJECTION) 02-08-77
INSULIN, PURIFIED BEEF REGULAR ILETIN II ELI LILLY 18-478
TOO UNITS/ML (INJECTABLE; INJECTION) 06-12-80
INSULIN, PURIEIEO PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193
(PORK) 01-16-80
100 UNITS/ML
(INJECTABLE;INJECTION)
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T ABL E II.  OT C DRUG PRODUCT S NHICH CURRE NT L Y RE OUIRE APPROVE D APPL ICAT IONS AS A CONDIT ION OF MARKE T ING
ACT IVE INGRE DIE NT IS)
ST RE NGT H S
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
3OMG/5ML; 1.25MG/5ML
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
6OMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
6OMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
3OMG/5ML; 1.25MG/5ML
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
SOMG/5ML; 1.25MG/5ML
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
bOMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
6OMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
6OMG; 2.5MG
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
3OMG/5ML; 1.25MG/5ML
PSE UDDE PHE DRINE HYDROCHL ORIDE;
T RIPROL IDINE HYDROCHL ORIDE
12OMG; 5MG
PSE UDDE PHE DRINE SUL FAT E
12OMG
T RADE NAMÐ•
IDOSAGE FORM: ROUT E)
AL L E RBAN PL US
(SYRUP; ORAL)
T RI-SUDO
(T ABL E T; ORAL)
T RIPODRINE
(T ABL E T; ORAL)
T RIOFE D
(SYRUP; ORAL)
T RIPOSE D
(SYRUP; ORAL)
T RIPROL IDINE HCL
AND PSE UDDE PHE DRINE HCL
(T ABL E T; ORAL)
T RIPOSE D
(T ABL E T; ORAL)
T RIPROL IDINE AND
PSE UDDE PHE DRINE
(T ABL E T; ORAL)
T RIPOSE D
(SYRUP; ORAL)
ACT IFE D
(CAPSUL E,  CONT ROL L E D
RE L E ASE; ORAL)
AFRINOL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
APPL ICANT NAMÐ•
BAY L ABORAT ORIE S
MD PHARMACE UT ICAL
DANBURY PHARMACAL
NAT L PHARM MFG/BARRE
HAL SE Y DRUG
CHE L SE A L ABORAT ORIE S
HAL SE Y DRUG
BOL AR PHARMACE UT ICAL
HAL SE Y DRUG
BURROUGHS W E L L COME
SCHE RING
NDA NO.
APPROVAL DAT E
88-ll6
03-04-83
85-024
01-10-84
88-112
01-20-83
88-115
03-04-83
88-213
03-30-84
88-118
01-26-84
88-192
05-01-84
88-318
01-13-84
88-213
05-01-84
18-996
06-17-85
18-191
10-30-80
E XCL USIVIT Y
E XP.  DAT E
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86
RT O
09-24-86



01-11
98-02-60
018
98-02-60
018
98-02-60
018
98-02-60
018
98-02-60
018
98-02-60
018
98-02-60
018
98-02-60
018
86-81-20
33N
3110 â€˜013
11111501113
06-81-21
9962900
3110 â€˜013
' 1 1NI110
28-01-20
019-[8
61-91-[0
OVG-98
88-81-10
896-[8
89-02-[0
960-11
81-12-80
019-98
[1-[0-20
060-98
91-90-20
E SV-8S
89-01-00
011-11
88-81-20
289-81
3110 1110Hd01
'ON 1DN

Ð3V38/30550 508VH8
38808/93N 08VH8 TlVN
53180IV80BV1 AV8

Ð— N0311Ð— M 5Ð9008808

Ð¥103OÐ8/83NN080

103VN80Ð8 1808000

10311033VN80Ð8 8VT08

3N03113M 5Ð9008808
8Z I30/S38 N33 83Z I30
3111 111 11001
(1080 580815)

13Ð 301011088181
(1080 580815)

13Ð 3N1011088181
(1V80 5808AS)
T ADIAVQ
(1V80 5808AS)
1101130
(1080 5131BV1)

13Ð 3N101T O88181
(1080 51318VI)

13Ð 3NIGIT O88181
(1V80 51318VI)

13Ð 301011088181
(1V80 51319VI)
1101130
(1031001 514V383)
015081
131101 '1103 3010001
Ðœ

301801Ð3080ÐÐ

301801Ð3080ÐÐ

301801Ð308OAÐ

301801Ð308OAÐ

301801Ð308OAÐ

301801Ð3080ÐÐ

301801Ð3080ÐÐ

301801Ð308OAÐ
T N9/9NS2'1
3NIOIT O8818I
T NS/9NSZ.1
BNIOIT O8UI8I
T NS/9092Â°I
3N101T O8818l
T NS/9092Â°I
3N101T O88181
909'2
301011088181
90S'Z
3NIOIT O88181
9NSÂ°Z
3N101T O88181
90S'Z
3N101T O8818l
21
31OZ0003011
15111013110
1011131031011 311111
011131111 30 10111DN01 1 SV 310111111001 0310Hd01 3110031 111NI1101 11111 511000Hd 0010 110
'II 31011



T ABL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INQRE DIE NT IS)
ST RE NQT HIS)
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E DE XT ROSE
SOL UT ION USP
ANT ICOAGUL ANT CIT RAT E
PHOSPHAT E DE XT ROSE ADE NINE-T
SOL UT ION
ANT ICOAGUL ANT CIT RAT E PHOSPHAT E
DE XT ROSE ADE NINE SOL UT ION
ANT ICOAGUL ANT CIT 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
(DQSAGE FQRM; RQUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL ICANT NAME
CUT T E R BIOL/MIL E S
DE L ME D
T RAVE NOL L ABS
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
DE L ME D
T E RUMO AME RICA
T RAVE NOL L ABS
T RAVE NOL L ABS
III-T
NDA NQ.  PAT E NT NQ.  E X L  IVIT Y
APPR VAL DAT E E XP.  DAT E E XP.  DAT E
10-102
12-14-61
11-912
9-2-59
10-855
06-11-59
16-918
3-17-78
80-77
11-6-80
78-519
4-23-80
82-528
11-3-82
77-420
5-12-78
16-527
6-22-70
80-222
8-23-82
16-907
5-15-73
78-1211
6-10-81
17-401
12-6-77
81-1012
6-28-83



III-2
AITIVE INQREDIENTISI TRADE NAME APPLIIANT NAME NDA NQ. PATENT NO. EXCLUSIVITY
STRENÂ§TH(S) (DQSAQE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
ANTICOAGULANT CITRATE PHOSPHATE ADSOLR RED CELL TRAVENOL LABS 81-1104
DEXTROSE SOLUTIDN USP WITH: PRESERVATIDN SOLUTIDN 5-16-83
AS-l: DEXTROSE USP 2.2GM/100ML, (INJECTABLE; INJECTION)
SODIUM CHLORIDE USP 0.9GM/1OOML,
MANNITOL USP 0.75GM/1OOML,
ADENINE 0.27GM/1DOML
ANTICOAGULANT CITRATE PHOSPHATE AS-2 NUTRICEL ADITIVE CUTTER BIDL/MILES 82-915
DOUBLE DEXTROSE SOLUTIDN WITH: SYSTEM 9-22-83
Ð5-2: CITRIC ACID USP (INJECTABLE; INJECTIDN)
0.42GM/100ML, DIBASIC SODIUM
PHOSPHATE USP 0.2850M/100ML,
SODIUM CHLORIDE USP 0.718
GM/1OOML, ADENINE 0.017GM/1OOML,
DEXTROSE USP 0.396GM/1OOML,
SODIUM CITRATE USP 0.588GM/1OOML
ANTICOAGULANT CITRATE PHOSPHATE AS-3 NUTRICEL ADDITIVE CUTTER BIDL/MILES 82-915
DOUBLE DEXTROSE SOLUTION WITH: SYSTEM TO-19-84
ÐÐ—-Ð—: CITRIC ACID USP 0.042 (INJECTABLE; INJECTION)
OM/IODML, MDNOBASIC SODIUM
PHOSPHATE USP 0.276GM/100ML,
SODIUM CHLORIDE USP 0.410
GM/IOOML, ADENINE 0.30
GM/1OOML, DEXTROSE USP 1.10
GM/TOOML, SDDIUM CITRATE USP
0.5880M/1OOML
ANTICOAGULANT HEPARIN SOLUTIDN NONE DELMED 77-822
USP (INJECTABLE; INJECTIDN) 5-17-78
ANTICOAGULANT HEPARIN SOLUTIDN NONE TRAVENOL LABS 81-1217
USP (INJECTABLE; INJECTIDN) 5-16-83
ANTICOAGULANT SODIUM CITRATE NONE ALPHA THERAPEUTIC 81-416
SOLUTIDN USP (INJECTABLE; INJECTION) 10-12-83
ANTICOAGULANT SODIUM CITRATE NONE CUTTER BIDL/MILES 76-305
SOLUTIDN USP (INJECTABLE; INJECTION) 6-30-78
ANTICOAGULANT SODIUM CITRATE NONE DELMED 16-702
SOLUTION USP (INJECTABLE; INJECTION) 12-28-70
ANTICOAGULANT SODIUM CITRATE NONE TERUMO AMERICA 78-1214
SOLUTIDN USP (INJECTABLE; INJECTIDN) 2-8-80
ANTICOAGULANT SODIUM CITRATE NONE TRAVENOL LABS 77-923
SOLUTION USP (INJECTABLE; INJECTIDN) T-20-78
TABLE III. NDA'S APPROVED BY THE OFFICE OT BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED



v
ACT IVE INGRE DIE NTii)
ST RE NQT H(Â§)
DE XT RAN 40,  IO%
T OGM/T OOML IN
DE XT ROSE 5%
SGM/T OOML
DE XT RAN 40,  T O%
T OGM/1OOML IN
SODIUM CHL ORIDE
0.9GM/1OOML
DE XT RAN 75,  6%
bGM/T OOML IN
DE XT ROSE 5%
5GM/T OOML
DFXT RAN 75,  6%
Ã–GM/1OOML IN
SODIUM CHL ORIDE
O.9GM/T OOML
DE XT RAN 75,  6%
Ã–GM/IOOML IN
SODIUM CHL ORIDE
0.9GM/1OOML
DE XT RAN 40,  )0%
T OGM/T OOML IN
DE XT ROSE 5%
SGM/)00ML
DE XT RAN 40,  10%
IOGM/IOOML IN
SODIUM CHL ORIDE
0.9GM/T OOML
DE XT RAN 70,  6%
BGM/)00ML IN
SODIUM CHL ORIDE
0.9GM/IOOML
DE XT RAN 40,  10%
T OGM/1OOML IN
DE XT ROSE 5%
SGM/IOOML
DE XT RAN 40,  10%
T OGM/IOOML IN
SODIUM CHL ORIDE
0.90M/IOOML
.9%
.9%
.9%
.9%
.9%
.9%

Ð¨Ð•Ð• III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL Ð© AÐŸÐ¡Ð AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
T RADE NAME
)DQSAQE FQRM; ROUT E)
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
NONE
(INJE CT ABL E;
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
INJE CT ION)
APPL I ANT NAME
ABBOT T L ABORAT ORIE5
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
AME RICAN MCGAW
AME RICAN MCGAW
AME RICAN MCGAH
CUT T E R BIOL/MIL E S
CUT T E R BIOL/MIL E S
E XCL USIVIT Y
E XP.  DAT E
NDA NQ.  PAT E NT NQ.
APPR VAL DAT E E XP.  DAT E
16-375
7-25-67
16-375
7-25-67
8-819
3-31-53
8-819
3-31-53
18-253
2-4-83
16-767
4-6-70
16-767
4-6-70 `
9-024
8-18-69
16-653
9-23-69
16-653
9-23-69
III-3



Ð´Ð½ ;
ACT IVE INORE DIE NT(Â§)
T RE N T H
DE XT RAN 70,  6%
OGM/100ML IN
SODIUM CHL ORIDE
0.9GM/IOOML
DE XT RAN 40,  10%
T OGM/T OOML IN
DE XT ROSE 5%
5GM/100ML
DE XT RAN 40,  10%
T OGM/1OOML IN
SODIUM CHL ORIDE
0.9GM/IOOML
DE XT RAN 75,  6%
OGM/100ML IN
SODIUM CHL ORIDE
O.9GM/1OOML
DE XT RAN 75,  6%
OGM/100ML IN
SODIUM CHL ORIDE
0.9GN/1OOML
DE XT RAN I
15OMG/ML IN
SODIUM CHL ORIDE
OMG/ML
DE XT RAN 40,  T0%
IOGM/1OOML IN
DE XT ROSE 5%
5GM/100ML
DE XT RAN 40,  10%
T OGM/1OOML IN
SODIUM CHL ORIDE
O.9GM/1OOML
DE XT RAN 70,  6%
6GM/1OOML IN
DE XT ROSE 5%
5GM/100ML
DE XT RAN 70,  6%
OGM/1OOML IN
SODIUM CHL ORIDE
O.9GM/IOOML
.9%
.9%
.9%
.9%
.6%
.9%
.9%
T RADE NAME
(DOSAOE FORM; ROOT E)
NONE
(INJE CT ABL E; INJE CT ION)
NONE
(INJE CT ABL E; INJE CT ION)
NONE
(INJE CT ABL E; INJE CT ION)
NONE
(INJE CT ABL E; INJE CT ION)
NONE
(INJE CT ABL E; INJE CT ION)
PROMIT
(INJE CT ABL E;INJE CT ION)
RHE OMACRODE XR
(INJE CT ABL E; INJE CT ION)
RHE OMACRODE XR
(INJE CT ABL E; INJE CT ION)
MACRODE XR
(INJE CT ABL E; INJE CT ION)
MACRODE XR
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
CUT T E R BIOL/MIL E S
PHARMACHE M
PHARMACHE M
PHARMACHE M
PHARMACHE M
PHARMACIA L ABS
PHARMACIA L ABS
PHARMACIA L ABS
PHARMACIA L ABS
PHARMACIA L ABS
III-4
NDA NO.  PAT E NT NO.
APPROVAL DAT E E XP.  DAT E
8-716
8-11-69
16-836
11-14-70
16-836
Il-14-70
8-564
9-19-52
16-759
8-19-70
83-715
10-30-84
14-716
1-18-67
14-716
1-18-67
6-826
6-8-54
6-826
6-8-54
Ð•Ð¥ L  IVIT Y
E Ã„ BI_QAIE
MIL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND Ð’Ð•Ð© Ð˜ NÐž Ð¢ PRE VIOUSL Y PUBL ISHE D



T ABL E III.  NDA'S APPROVE D BY T HE OFFICE OF BIOL OGICAL RE SE ARCH AND RE VIE N NOT PRE VIOUSL Y PUBL ISHE D
ACT IVE INQRE DIE NT IS)
ST RE NGT HIS)
DE XT RAN 40,  IO%
IOGM/1OOML IN
DE XT ROSE 5%
5GM/1O0ML
DE XT RAN 40,  I0%
IUGM/100ML IN
SODIUM CHL ORIDE 0.9%
0.9GM/1OOML
DE XT RAN 40.  I0%
IOGM/T OOML
DE XT ROSE 5%
SGM/IOOML
DE XT RAN 40,  IO%
IOGM/1OOML IN
SODIUM CHL ORIDE 0.9%
0.9GM/IOOML
DE XT RAN 75,  6%
OGM/1OOML IN
SODIUM CHL ORIDE 0.9%
0.9GM/T OOML
DE XT RAN 75,  6%
INVE RT E D SUGAR T O%
hGM/l00ML;T OGM/1O0ML
IN SODIUM CHL ORIDE 0.9%
0.9GM/1OOML
HE T AST ARCH,  6%
bGM/IOOML IN
SODIUM CHL ORIDE 0.9%
O. QGM/T OOML
PROPIDL ACT ONE 99%
99GM/1OOML
UROKINASE
5000 IU/VIAL
UROKINASE
250,000 IU/VIAL
UROKINASE
250,000 IU/VIAL
T RADE NAME
D A E  F RM' R E
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
T O% 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)
APPL ICANT NAME
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
T RAVE NOL L ABS
AM CRIT ICAL CARE
ONE AL JONE S& FE L DMAN
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
ST E RL ING DRUG
NDA NQ.
APPROVAL DAT E
l6-628
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
76-1021
12-15-83
76-1021
7-31-78
17-873
8-28-79
PAT E NT NQ.  E X L  IVIT Y
E XP.  DAT E E XP.  DAT E
3523938
8-11-87
NS
09-24-86
1-29
09-24-86
III-5
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANDNDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EO 200MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EQ 400MG BASE (CAPSULE: ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC
650MG; EQ 25MG BASE (TABLET; ORAL) 09-23-82 08-08-95 09-24-86
ACETIC ACID, GLACIAL ACETIC ACID 0.25% TRAVENOL LABS 18-523
250MG/100ML IN PLASTIC CONTAINER 02-19-82
(SOLUTION; URETHRAL)
ACETOHYDROXAMIC ACID LITHOSTAT URO-RESEARCH 18-749 NCE
250MG (TABLET; ORAL) 05-31-83 05-31-93
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-604 4199574 NCE
5% (OINTMENT; TOPICAL) 03-29-82 04-22-97 03-29-92
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE
20OMG (CAPSULE; ORAL) 01-25-85 04-22-97 03-29-92
ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE
EQ 500MG BASE/VIAL (INJECTABLE; INJECTION) 10-22-82 04-22-97 03-29-92
ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22
0.09MG/INH (AEROSOL; INHALATION) 05-01-81 02-22-89 09-24-86
3705233
12-05-89
ALBUTEROL VENTOLIN GLAXO 18-473 3644353
0.09MG/INH (AEROSOL: INHALATION) 05-01-81 02-22-89
3705233
12-05-89
IV-T



Zâ€”AI
18-82-60
IZB-Bl
18-82-60
288-81
18-82-60
98Z-el
18-82-60
981-81
18-91-11
Iva-BL
V9-gl-ll
112-81
26-11-21 96-[0-11 28-11-21
33N [011211 [01-81
26-11-21 96-[0-11 28-11-21
30N [011211 201-81
20-21-20
8016611
68-90-21
8829018
68-22-20 88-61-10
8981198 290-81
68-90-21
8829018
98-12-60 68-22-20 28-[0-90
3N 8981198 898-[1
68-90-21
8829018
98-12-60 68-22-20 28-[0-90
3N 8981198 898-11
IIVU Â°813 3110 Â°811 3110 TVAU8OOV
AIIAISHIOXI .UN INIIVO .UN VUN
TV3008VH8 A80BNVO
TV3008VH8 A80SNVO
5318O1V8OBVT V3S13Ð3
531801V80BVT V3513Ð3
TV3IIO33008VH8 8VTOB
TV31IO33008VH8 8VTOB
9N183H3S
9N183Ð3S
9N183H35
9N183Ð35
9N183Ð3S
INVN 1NVI13ddV
(1180 5131811)
TON18n8OTTv
(TV80 51319VI)
TON18O8OTTV
(1180 5131BV1)
TON18n8OTTv
(1080 5131BV1)
TON18n8OTTv
(TvuO 513TBv1)
TONIan8OTTv
(1180 5131811)
TON18O8OTTV
(1V318OI 5NV383)
N830VA
(1V318Ol 51N3H1NIOI
N830VA
(TV80 58O8AS)
T11N3AO88
(TV8D 5131BV1)
TIlN3AO88
(TV8D 5131BVI)
T11N3AO88
(11001 'N101 IBVSODI
INVN 10111
98OÐžÐ
TON18O8OTT7
98UDI
TON18O8OTT7
98OOE
TON18O8OTTV
98OOI
TON18O8OTTV
9NOOE
TON18O8OTTV
SwOOL
TON18O8OTTV
%90'O
31VNO18O88IO 3NOSV13NOT317
%90 0̀
31VNOI808810 3NDSV13NOT3TV
1Ð¸9/3518 9Ð¸z 03
3113105 108310811
3519 9HD 03
3113105 101310811
3518 DÐ¸z 03
3113105 108310811
S HIDNI1IS
S 1N11031 NI 111111
NOIIVN101NI AIIATSDTDTT DNV 111110 11111001001 HIIN STVON-DNV S8-OS-S 01 Ã8-I-I 1011 0110Hd01 STVDN
'1I 11011



TAO.E IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INOREDIENTIS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENOTHIS) )OQSAGE TORM; ROUTE) APPROVAL DATE EXP. UATE EXP. UATE
ALLOPURINOL zYLOPRIM BURROUGHS WELLCOME 16-084 3624205
100MG (TABLET; ORAL) 08-19-66 11-30-88
ALLOPURINOL zYLOPRIM BURROUGHS WELLCOME 16-084 3624205
300MG (TABLET; ORAL) 01-14-74 11-30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
100MG (TABLET; ORAL) O6-10-80 11-30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG (TABLET; ORAL) 06-10-80 11-30-88
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.25MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAzOLAM XANAX UPJOHN 18-276 3987052
0.5MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
1MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 O6-12-96
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055
0.1% (OINTMENT; TOPICAL) 11-13-81 06-12-96
AMILORIDE HYDROCHLORIDE; MOOURETIC 5/50 MsaO/MERCK 18-201 3781430
HYOROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG -
AMINO ACTOS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) O5-17-83 09-24-86



IV-4
ACTIVE INGREDIENTIS)
STRENGTHIS)
AMINO ACIDS
6.5%
AMINO ACIDS
8.5%
AMINO ACIDS
11.4%
AMINO ACIDS
8%
AMINO ACIDS
4%
AMINO ACIDS
4%
AMINO ACIDS
6.5%
AMINO ACIDS
3.5%
AMINO ACIDS
3.5%
AMINO ACIDS
5.2%
AMINO ACIDS
5.5%
TRADE NAME
IDOSAGE FORM; ROUTE)
RENAMIN W/O ELECTROLYTES
(INJECTABLE; INJECTIDN)
NOVAMINE 8.5%
(INJECTABLE; INJECTIDN)
NOVAMINE 11.4%
(INJECTABLE; INJECTIDN)
HEPATAMINE 8%
(INJECTABLE; INJECTIDN)
BRANCHAMIN 4%
(INJECTABLE; INJECTIDN)
BRANCHAMIN 4%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
NEOPHAM 6.5%
(INJECTABLE; INJECTIDN)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINESS 5.2% ESSENTIAL
AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTIDN)
TRAVASOL 5.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
APPLICANT NAME
TRAVENOL LABS
CUTTER LABS/MILES
CUTTER LABS/MILES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS
CUTTER-VITRUM
ABBOTT LABORATORIES
ABBOTT LABORATORIES
CUTTER-VITRUM
TRAVENOL LABS
1_1
NDA NO. PATENT N0. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-493 Ns
10-15-82 09-24-86
17-957
08-09-82
17-957
08-09-82
18-676 3950529 NS
08-03-82 04-13-93 09-24-86
18-678 4438144 NS
09-28-84 03-20-01 09-28-87
18-684 4438144 NS
09-28-84 03-20-01 09-28-87
18-792 â€˜ NS
01-17-84 09-24-86
18-804 NS
05-15-84 09-24-86
18-875 NS
08-08-84 Ñ‡ 09-24-86
18-901
04-06-84
18-931 NS
08-23-84 09-24-86
Ð¼) Ñ‡)â€˜
TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITV INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND ÐœÐŸA'Ð— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
AMINO ACIDS
8.5%
AMINO ACIDS
10%
AMINO ACIDS
6%
AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 2Ã³MG/1OOML; BGM/100ML;
54MG/100ML; 41MG/100ML;
I49MG/I00ML; 204MG/100ML;
TI7MG/TOOML
AMINO ACIDS; DEXTROSE
3.5%; 5%
AMINO ACIDS; DEXTROSE
3.5%; 25%
AMINO ACIDS; DEXTROSE
4.25%; 25%
AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/IOOML; 4OMG/TOOML;
T2BMG/TOOML; 234MG/100ML
TRADE NAMÐ•
)DOSAGE FORM; ROUTE)
TRAVASOL 8.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVASOL 10%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TROPHAMINE 6%
(INJECTABLE; INJECTION)
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%
W/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%
W/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAMÐ•
TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
PATENT NO.
EXP. DATE
NDA NO.
APPROVAL DATE
18-931
08-23-84
18-931
08-23-84
19-018
07-20-84
18-582
05-08-82
19-120
T0-11-84
19-118
10-11-84
19-II9
10-11-84
18-804
05-15-84
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NC
09-24-86
NC
09-24-86
IV-5



ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 LDOSAGE FORM; ROUTET APPROVAL DATE EXP. DATE EXP. DATE
AMINO ACIDS; MAGNESIUM ACETATE; AMINOSYN 3.5% Ðœ ABBOTT LABORATORIES 18-875 NC
PHOSPHORIC ACID; POTASSIUM ACETATE; IN PLASTIC CONTAINER 08-08-84 09-24-86
SODIUM CHLORIDE (INJECTABLE; INJECTIDN)
3.5%; 21MG/1OOML; 4OMG/1OOML;
I2BMG/1OOML; 234MG/1OOML
AMINOACETIC ACID AMINOACETIC ACID 1.5% TRAVENOL LABS 18-522
1.5GÐ¼/100Ð¼1 IN PLASTIC CONTAINER 02-19-82
(SOLUTIDN; IRRIGATIDN)
AMINOCAPROIC ACID AMINOCAPROIC ACID ELKINS-SINN/AHROBINS 18-590
250MG/ML (INJECTABLE; INJECTIDN) 10-29-82
AMINOGLUTETHIMIDE CYTAOREN CIBA/CIBA-GEIGY 18-202 3595960
250MG (TABLET; ORAL) 10-29-80 07-27-88
3944671
03-16-93
AMINOPHYLLINE SOMOPHYLLIN FISONS 18-232 NR
Ã„OOMG/5ML (ENEMA; RECTAL) 04-02-82 09-24-86
AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
lOOMG/1OOML; 450MG/1OOML SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
2OOMG/1OOML; 45OMG/TOOML SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
4OOMG/1OOML; 450MG/1OOML SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
AMINOPHYLLINE; SODIUM CHLORIDE AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924
5OOMG/1OOML; 45OMG/1OONL SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIDN)
IV-6
0 A L_* : .̂::
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTISI
STRENGTHIS)
AMITRIPTYLINE HYDROCHLORIDE
TOMG
AMITRIPTYLINE HYDROCHLORIDE
25MG
AMITRIPTYLINE HYDROCHLORIDE
50MG
AMITRIPTYLINE HYDROCHLORIDE
75MG
AMITRIPTYLINE HYDROCHLORIDE
100MG
AMITRIPTYLINE HYDROCHLORIDE
I50MG
AMITRIPTYLINE HYDROCHLORIDE
TOMG/ML
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG
AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; TOMG
AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
TOMG; 4MG
TRADE NAME
DOSA E FORM' R UTE
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(TABLET; ORAL)
ELAVIL
(INJECTABLE; INJECTION)
LIMBITROL
(TABLET; ORAL)
LIMBITROL
(TABLET; ORAL)
ETRAFON A
(TABLET; ORAL)
APPLICANT NAME
MSOO/MERCK
MS&O/MERCK
MS&O/MERCK I
MS&O/MERCK
MS&O/MERCK
MS&O/MERCK
MSaO/MERCK
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
SCHERING
NDA NO.
APPROVAL DATE
12-703
04-07-61
12-703
07-05-74
12-703
04-07-61
12;7O3
10-28-76
12-703
10-28-76
12-703
09-17-76
12-704
04-11-61
16-949
12-23-77
16-949
12-23-77
14-713
12-30-65
PATENT NO. EXCLUSIVITY
EXP. DATE . Ð•Ð¥Ð . DATE
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
3428735
02-18-86
4316897
02-23-99
4316897
02-23-99
3428735
02-18-86
IV-7



ACTIVE INGREDIENTTS) TRADE NAME APPLICANT NAME NDA N0. PATENT N0. EXCLUSIVTTY
STRENGTH S (DOSAGE FORM1EROUTEI APPROVAL DATE EXP. DATE EXP. DATE
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
25MG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
25ÐœG; AMG
AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-TO SCHERING 14-713 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
TOMG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 12-30-65 02-18-86
10ÐœG; 4MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 08-23-65 02-18-86
25ÐœG; 2ÐœG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-10 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 04-04-67 02-18-86
TOMG; 2MG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-25 MsaD/MERCK 14-715 3428735
PERPHENAZINE â€š (TABLET; ORAL) 08-25-65 02-18-86
25Ð¼G; AMG
AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-50 MS&D/MERCK 14-715 3428735
PERPHENAZINE (TABLET; ORAL) 03-15-78 02-18-86
sans; 4Ðœ6
AMMONIUM LACTATE LAC-HYDRIN BRISTOL-MYERS 19-155 NE
EQ 12% ACID (LOTION; TOPICAL) 04-24-85 04-24-88
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
25MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
IV-8
A
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV. NDA'S APPROVED FROM 1-1â€”BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N0. PATENT N0. EXCLUSIVITY
STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
50MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
100MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
150ÐœG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMRINONE LACTATE INOCOR WINTHROP LABS/STERL 18-700 4072746 NCE
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31-94
ASPIRIN; CAFFEINE; SYNALGOS-DC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE; ORAL) 09-06-83
356.4MG; Ð·Ð°Ð¼Ðµ; 16MG
ASPIRIN; CAFFEINE; NORGESIC RIKER LABS/3M 13-416
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE; NORGEsIC FORTE RIKER LABS/3M 13-416
ORPHENADRINE CITRATE (TABLET; ORAL) TO-27-82
770MG; Ð±Ð¾Ð¼Ð±; 50MG
ASPIRIN; CAFFEINE; DARVON COMPOUND ELI ITlLY INDSTRS/PR 10-996
PROPOXYPHENE HYDROCHLORIDE (CAPSULE; ORAL) 03-08-83
389MG; 32.4MG; 32MG
IV-9
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TABLE IV. NDA'S APPROVED FROM 1-Ð¢-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH) S)
ATENOLOL; CHLORTHALIDONE
50MG; 25MG
ATRACURIUM BESYLATE
TOMG/ML
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG
AURANOFIN
3MG
ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 1MG
AZATADINE MALEATE
1MG
AZATADINE MALEATE;
PSEUDDEPHEDRINE SULFATE
1MG; )2OMG
BACLOFEN
10MG
BACLOFEN
20MG
BECLOMETHANSONE DIPROPIONATE
0.042MG/INH
TRADE NAME
DO AGE FORM; RO Ð¢Ð•
TENORETIC 50
(TABLET; ORAL)
TRACRIUM
(INJECTABLE; INJECTION)
MOTOFEN HALF-STRENGTH
(TABLET; ORAL)
RIDAURA
(CAPSULE; ORAL)
MOTOFEN
(TABLET; ORAL)
OPTIMINE
(TABLET; ORAL)
TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)
LIORESAL
(TABLET; ORAL)
LIORESAL DS
(TABLET; ORAL)
BECLOVENT
(AEROSOL; INHALATION)
Ð¨
STUART PHARMS/ICI AM
BURROUGHS WELLCOME
MCNEIL LABORATORIES
SK&F LABORATORIES
MCNEIL LABORATORIES
SCHERING
SCHERING
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY
GLAXO
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-760 3663607 NC
06-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
09-17-91
18-831 4179507 NCE
11-23-83 12-18-96 11-23-93
17-744 3646207
07-14-78 02-28-89
18-689 3635945 NCE
05-24-85 01-18-89 05-24-90
3708579
01-02-90
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-85
3717647
02-20-90
18-506 3419565 NC
03-23-82 12-31-85 09-24-86
3717647
02-20-90
17-851 3471548
11422-77 10-07-86
17651 Ð·Ñ‚Ñ‚Ð¼Ð· NS
O1-20-82 10-07-86 09-24-86
18-153 4414209
06-24-80 08-23-94
4364923
12-21-99
IV-II



IV-12
ACTIVE INGREDIENT 5
SIREN TH
BECLOMETHANSONE DIPROPIONATE
0.042MG/INH
BECLOMETHANSONE DIPROPIONATE
0.042MG/INH
BECLOMETHANSONE DIPROPIONATE
0.042MG/INH
BENDROFLUMETHIAZIDE
2.5MG
BENDROFLUMETHIAZIDE
5MG
BENDROFLUMETHIAZIDE
TOMG
BENDROFLUMETHIAZIDE; NADOLOL
5MG; 40H6
BENDROFLUMETHIAZIDE; NADOLOL
5MG; 80MG
BENTIROMIDE
500MG/7.5ML
BETAMETHASONE
O.6MG
TRADE NAMÐ•
(DOSAGE FORM: ROUTE)
VANCERIL
(AEROSOL: INHALATION)
BECONASE
(AEROSOL; INHALATION/NASAL)
VANCENASE
(AEROSOL; INHALATION/NASAL)
NATURETIN-2.5
(TABLET; ORAL)
NATURETIN-5
(TABLET; ORAL)
NATURETIN-TO
(TABLET; ORAL)
CORZIDE
(TABLET; ORAL)
CORZIDE
(TABLET; ORAL)
CHYMEX
CSOLUTION; ORAL)
CELESTONE
(TABLET; ORAL)
APPLICANT NAME
SCHERING
GLAXO
SCHERING
ER SQU188 AND SONS
ER SQU188 ÐND SONS
ER SQU188 ÐND SONS
ER 900188 AND SoNs
ER SQUIBB AND SONS
ADRIA LABORATORIES
SCHERING
NDA N0. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXBÂ¿_DAIE
17-573 4414209
05-12-76 08-23-94
4364923
10-29-99
18-584 4414209
09-30-81 08-23-94
4364923
12-21-99
18-521 4414209
09-24-81 08-23-94
4364923
10-29-99
12-164 3392168
12-07-59 07-09-85
12-164 3392168
12-07-59 07-09-85
12-164 3392168
03-29-77 07-09-85
18-647 3982021 NC
05-25-83 09-21-93 09-24-86
3935267
01-27-93
18-647 3982021 Nc
05-25-83 09-21-93 09-24-86
3935267
01-27-93
18-366 3801562 NCE
12-29-83 04-02-91 12-29-93
3745212
07-10-90
12-657 3485854
04-17-61 12-23-86
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AN0 NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 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)
BE T AME T HASONE
0.6MG/5ML
BE T AME T HASONE
0.2%
BE T AME T HASONE ACE T AT E;
BE T AME T HASONE SOOIUM PHOSPHAT E
3MG/ML; E O 3MG BASE/ML
BE T AME T HASONE DIPROPIONAT E
E O 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E O 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E O 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E Q 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E O 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E Q 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E O O 05% BASE
BE T AME T HASONE DIPROPIONAT E
E O 0.05% BASE
BE T AME T HASONE DIPROPIONAT E
E O Ð¾  05% BASE
BE T AME T HASONE DIPROPIONAT E
E Q 0.05% BASE
BE T AHE T HASONE DIPROPIONAT E
E O 0.1% BASE
T RADE ÐœAMÐ•
D AE FRM'R Ð¢Ð•
CE L E ST ONE
(SYRUP; ORAL)
CE L E ST ONE
(CRE AM; T OPICAL)
CE L E ST ONE SOL USPAN
(INJE CT ABL E; INJE CT ION)
DIPROL E NE
(OINT ME NT; T OPICAL)
BE T AME T HASONE DIPROPIONAT E
(CRE AM; T OPICAL)
BE T AME T HASONE DIPROPIONAT E
(CRE AM; T OPICAL)
AL PHAT RE X
(CRE AM; T OPICAL)
BE T AME T HASONE DIPROPIONAT E
(OINT ME NT; T OPICAL)
BE T AME T HASONE DIPROPIONAT E
(OINT ME NT; T OPICAL)
AL PHAT RE X
(OINT ME NT; T OPICAL)
DIPROSONE
(CRE AM; T OPICAL)
DIPROSONE
(OINT ME NT; T OPICAL)
DIPROSONE
(L OT ION; T OPICAL)
DIPROSONE
(AE ROSOL; T OPICAL)
APPL I ANT NAME
SCHE RING
SCHE RING
SCHE RING
SCHE RING
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
SCHE RING
SCHE RING
SCHE RING
SCHE RING
NDA NO.
APPR VAL DAT E
14-215
04-18-64
14-762
04-10-64
14-602
03-03-65
18-741
07-27-83
19-136
06-26-84
19-137
06-26-84
19-138
06-26-84
19-140
09-04-84
19-141
09-04-84
19-143
09-04-84
17-536
01-29-75
17-691
04-15-76
17-781
02-01-77
17-829
05-24-77
Ð AÐ¢Ð•NÐ¢ NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3485854
12-23-86
3485854
12-23-86
3485854
12-23-86
D-l
09-24-86
D-T
09-24-86
0-1
09-24-86
0-1
09-24-86



17-14
ACT IVE INORE DIE NT T S)
ST RE NGT HT S)
BE T AME T HASONE DIPROPIONAT E; CL OT RIMAZ OL E
E0 0.05% BASE; 1%
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E O 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E Q 0.1% BASE
BE T AME T HASONE
E0 0.1% BASE
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
VAL E RAT E
T RADE NAME
T DOSAOE FORM; ROUT E)
L OT RISONE
(CRE AM: T OPICAL)
BE T A-VAL
(CRE AM; T OPICAL)
BE T ADE RM
(CRE AM; T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM; T OPICAL)
BE T AME T HASONE VAL E RAT E
(CRE AM; T OPICAL)
BE T AT RE X
(CRE AM; T OPICAL)
BE T AT RE X
(OINT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(OINT ME NT: T OPICAL)
BE T AME T HASONE VAL E RAT E
(01NT ME NT; T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION; T OPICAL)
BE T AT RE X
(L OT ION; T OPICAL)
BE T AME T HASONE VAL E RAT E
(L OT ION; T OPICAL)
APPL ICANT NAME
SCHE RING
L E MMON
T J ROACO
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL ON
SAVAGE L ABS/BvK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
E FOUGE RA/BYK-GL DN
E FOUGE RA/BYK-GL DN
SAVAGE L ABS/BYK-GL DN
PHARMADE RM/BYK-GL DN
NDA NO.
APPROVAL DAT E
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
18-870
08-31-83
PAT E NT NO.
E XP.  DAT E E XP.  DAT E
3660577 NC
05-02-89 09-24-86
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91
E XCL USIVIT Y
T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



v
TMUVWMOMÃœHWMMWONNMEMNWWWWEWMMHMWWHMWWN
ACTIVE INGREDIENTIS)
STRENGTH S
BETHANIDINE SULFATE
TOMG
BETHANIDINE SULFATE
25MG
BITOLTEROL MESYLATE
0.8%
BRETYLIUM TOSYLATE
50MG/ML
BROMOCRIPTINE MESYLATE'PPPPCPP.
EO 2.5MC BASE
BROHOCRIPTINE MESYLATE
EO 5MG BASE
BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE
I2.5MG/5ML; 10MG/5ML
BROMPHENIRAMINE MALEATE;
'CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; 12.5MG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDDEPHEDRINE HYDROCHLORIDE
2MG/5ML; 10MG/5ML; 3OMG/5ML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDDEPHEDRINE HYDROCHLORIDE
2MG/5ML; TOMG/5ML; 3OMG/5ML
TRADE NAME
)DOSAGE FORM; ROUTE)
TENATHAN
(TABLET; ORAL)
TENATHAN
(TABLET; ORAL)
TORNALATE
(AEROSOL; INHALATION)
BRETYLOL
(INJECTABLE; INJECTION)
PARLODEL
(TABLET; ORAL)
PARLODEL
(CAPSULE; ORAL)
AMBENYL
(SYRUP; ORAL)
DIMETANE-DC
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
DIMETANE-DX
(SYRUP; ORAL)
Ð¨
ÐÐ ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS
SANDOZ PHARMSÃSANDOZ
SANDOZ PHARMS/SANDOZ
MARION LABORATORIES
AH ROBINS
AH ROBINS
AH ROBINS
NDA NO.
APPROVAL DATE
I7-675
05-29-81
17-675
05-29-81
18-770
12-28-84
17-954
07-18-78
17-962
06-28-78
17-962
03-01-82
09-319
01-10-84
11-694
03-29-84
11-694
03-29-84
19-279
08-24-84
PATENT NO. EXCLUSIVITY
Ð¨ Ð¨
3495013
02-10-87
3495013
02-10-87
4138581 NCE
02-06-96 12-28-89
RE29618
04-29-86
3752888 I-16
08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
3752888 1-16
08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
IV-15



ACT IVE INGRE DIE NT ISI
ST RE NGT HT S)
BROMPHE NIRAMINE MAL E AT E;
PHE NYL PROPANOL AMINE HYDROCHL ORIDE
AMG/5ML; 25MG/5ML
BUME T ANIDE
1MG
BUME T ANIDE
2MG
BUME T ANIDE
0.5MG
BUME T ANIDE
0.25MG/ML
BUME T ANIDE
2MG
BUPIVACAINE HYDROCHL ORIDE; DE XT ROSE
0.75%; 8.25%
BUPIVACAINE HYDROCHL ORIDE;
E PINE PHRINE BIT ART RAT E
0.5%; 0.0091MG/ML
BUPIVACAINE HYDROCHL ORIDE;
E PINE PHRINE BIT ART RAT E
0.75%; 0.0091MG/ML
BUT ORPHANOL T ART RAT E
1MG/ML
BUT ORPHANOL T ART RAT E
2MS/ML
CAL CE FE DIOL,  ANHYDROUS
0.02MG
T RADE NAME
(DOSAOE FORM; ROUT E)
E L IXIR DIME T APP
(E L IXIR; ORAL)
BUME X
(T ABL E T; ORAL)
BUME X
(T ABL E T; ORAL)
BUME X
(T ABL E T; ORAL)
BUME X
(INJE CT ABL E; INJE CT ION)
BUME X
(T ABL E T; ORAL
MARCAINE SPINAL
(INJE CT ABL E; INJE CT ION)
SE NSORCAINE
(INJE CT ABL E; INJE CT ION)
SE NSURCAINE
(INJE CT ABL E; INJE CT ION)
ST ADOL
(INJE CT ABL E; INJE CT ION)
ST ADOL
(INJE CT ABL E; INJE CT ION)
CAL DE ROL
(CAPSUL E; ORAL)
APPL ICANT NAME
AH ROBINS
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
BRE ON L ABS/ST E RL ING
AST RA PHARM PRODS
AST RA PHARM PRODS
BRIST OL L ABS/B-M
BRIST OL L ABS/B-M
UPJOHN
NDA N0.
APPROVAL DAT E
13-087
03-29-84
18-225
02-28-83
18-225
06-14-85
18-225
02-28-83
18-226
02-28-83
18-225
06-14-85
18-692
05-04-84
18-304
09-02-83
18-304
09-02-83
17-857
08-22-78
17-857
08-22-78
18-312
08-05-80
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3634583 Nc E
01-11-89 02-28-93
3806534
04-23-91
3634583 Nc E
01-11-89 02-28-93
3806534
04-23-91
3634583 NCE
01-11-89 02-28-93
3806534
04-23-91
3634583 Nc E
01-11-89 02-28-93
3806534
04-23-91
Nc
09-24-86
3819635
06-25-91
3819635
06-25-91
3833622
09-03-91
3565924
03-23-86

Ð
T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTHIS)
CALCEFEDIDL, ANHYDROUS
0.05MG
CALCITONIN
200 IU/VIAL
CALCITONIN
400 IU/VIAL
CALCITRIDL
0.25 UGM
CALCITRIDL
0.5 UGM
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
ATE
100ML'
SODIUM CHLORIDE; SO M C
34MG/IOOML; 5GM/100 , 30 ,
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
CALDEROL
(CAPSULE; ORAL)
CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR
(INJECTABLE; INJECTION)
ROCALTROL
(CAPSULE; ORAL)
ROCALTROL
(CAPSULE; ORAL)
ISOLYTE E W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN
ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MCGAW/AM HOSP
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
17-769 -18
12-21-84 -2;_87
17-497 -18
12-21-84 -21-87
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97
18-269
01-17-83
IV-17
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NI1Ð APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/IOOML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/I00ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/I00ML; 2.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25 â€š 7MG/100ML; 4 . 256M/100ML; 5 . OBMG/IOOML;
538MG/100ML; 448MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/1OOML; 15MG/100ML;
56OMG/TOOML; 390MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
DELFLEX
W/ DEXTROSE 1.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
Ð˜/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX
Ð˜/ DEXTROSE 4.25%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
DELMED
DELMED
DELMED
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
NDA NO.
APPROVAL DATE
18-883
11-30-84
18-883
11-30-84
18-883
11-30-84
18-379
07-07-82
18-379
07-07-82
18-379
07-07-82
18-460
11-02-83
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
IV-19
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/100ML;
TOSMG/1OOML; 600MG/100ML;
3IOMG/1OOML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/IOOML; 5GM/100ML;
105MG/100ML; 6OOMG/TOOML;
310MG/I00ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/100ML;
179MG/1OOML; OOOMG/1OOML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/1OOML; 6OOMG/TOOML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/I00ML;
254MG/TOOML; 6OOMG/TOOML;
310MG/100ML
CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SOOIUM LACTATE
2OMG/1OOML; SGM/100ML;
254MG/TOOML; 6OOMG/1OOML;
3I9H6/IOOML
TRADE NAME
)DOSAGE FORM; ROUTE)
POTASSIUM CHLORIDE
5MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
15MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
SOMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
TRAVENOL
LABS
LABS
LABS
LABS
LABS
LABS
Ð©
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.
EXP. DATE
EXCLUSIVITY
EXP. DATE
IV-21
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHIS) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
CAPTOPRIL CAPOTEN ER SQUIBB 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 SQUIBB AND SONS 18-343 4105776 I-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 Iâ€”20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SOUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/25 ER SOUIBB AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SOUIBB AND SONS TB-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ER SQUIBB 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
2OOMG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
100MG (TABLET, CHEWABLE; ORAL) 12-14-81 10-11-00
IVâ€”23



11:24
ACTIVE INGREDIENTTS)
STRENGTH S
CARBIDOPA
25MG
CARBIDOPA; LEVODOPA
TOMG; TOOMG
CARBIDOPA; LEVODOPA
25MG; 250MG
CARBIDOPA; LEVODOPA
25MG; TOOMG
CARBOPROST 100ME18AM1~E
E0 0.25M0 BASE/M1
CELLuLosE 50010M PÐOÐ‘PÐÐÐ¢Ð•
2.5GM/PACKET
CERULETIDE DIETHYLAMINE
0.02MG/ML
TRADE NAME
LDOSAGE FORM; ROUTE)
LODOSYN
(TABLET; ORAL)
SINEMET
(TABLET; ORAL)
SINEMET
(TABLET; ORAL)
SINEMET
(TABLET; ORAL)
PROSTIN/15M
(INJECTABLE; INJECTION)
CALCIBIND
(POWDER; ORAL)
TYMTRAN
(INJECTABLE; INJECTION)
Ð¨
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
UPJOHN
MISSION PHARMACAL
ADRIA LABORATORIES
8DA NO.
APPROVAL DATE
17-830
04-25-77
17-555
05-02-75
17-555
05-02-75
17-555
05-02-75
17-989
01-09-79
18-757
12-28-82
18-296
12-24-81
Ð AÐ¢Ð•NÐ¢ N0.
EXP. DATE
3462536
08-19-86
3830827
08-20-91
3781415
12-25-90
3462536
08-19486
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90
3728382
04-17-90
3472832
10-14-86
EXCLUSIVITY
Ð¨
1-32
03-21-88
NCE
12-28-92
TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDAIS NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTES) TRADE NAME APP I ANT NAM NDA NQ. PATENT NO. EXCLUSIVITY
STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. ATE EXP. DAT
CHENODIOL CHENIX ÐšOWÐ•Ð¦. LABORATORIES 18-513 NCE
250MG (TABLET; ORAL) 07-28-83 07-28-93
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
25MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIA2EPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
5MG (TABLET; ORAL) TO-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
TOMG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF
3OMG (CAPSULE, CONTROLLED ' 09-12-83 02-23-99 09-24-86
RELEASE; ORAL)
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
' 5MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249. 4316897
TOMG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
25MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOFFMANN-LA ROCHE 12-301 4316897
100MG/AMP (INJECTABLE; INJECTION) 07-21-61 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOFFMANN-LA ROCHE 12-750 4316897
CLIDINIUM BROMIDE (CAPSULE; ORAL) 05-02-61 02-23-99
5MG; 2.5MG
CHLORDIAZEPOXIDE; E5TROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-LA ROCHE 14-740 4316897
5MG; 0.2M@ (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-4 HOFFMANN-LA ROCHE 14-740 4316897
5MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897
IOMG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
IVâ€”25



IVâ€”26
CHLOROXINE CAPITROL WESTWOOD PHARMS 17-594 3886277
2% (SHAMPOO; TOPICAL) 10-19-76 05-27-92
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BDEHRINGER INGELHEIM 17-503 3454701
15MG; 0.1MG (TABLET; ORAL) 08-22-74 07-08-86
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BDEHRINGER INGELHEIM 17-503 3454701
15ÐœG; 0.2MG (TABLET; ORAL) 08-22-74 07-08-86
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BDEHRINGER INGELHEIM 17-503 3454701
15MG; 0.3MG (TABLET; ORAL) 04-10-84 07-08-86
CHOLESTYRAMINE QUESTRAN MEAD JOHNSON/B-M 16-019 Iâ€”23
EQ 4GM RESIN/PACKET (POWDER; ORAL) 12-06-66 09-24-86
CHOLESTYRAMINE QUESTRAN MEAD JOHNSON/B-M 16-640 1-23
EQ 4GM RESIN/PACKET (POWDER: ORAL) 08-03-73 09-24-86
CHYMOPAPAIN DISCASE TRAVENOL LABS 18-625 NCE
12.500 UNITS/VIAL (INJECTABLE; INJECTION) 01-18-84 11-10-92
CHYMOPAPAIN CHYMODIACTIN SMITH LABORATORIES 18-663 4439423 NCE
10,000 UNITS/VIAL (INJECTABLE; INJECTION) 11-10-82 03-26-01 11-10-92
CHYMOPAPAIN CHYMODIACTIN SMITH LABORATORIES 18-663 4439423 NCE
4,000 UNITS/VIAL (INJECTABLE; INJECTION) 08-21-84 03-26-01 * 11-10-92
CICLOPIROX OLAMINE LOPROX HDECHST-ROUSSEL 18-748 3883545 NCE
1% (CREAM; TOPICAL) 12-30-82 05-13-92 12-30-92
CIMETIDINE TAGAMET SK&F LAB 17-920 3950333
200Ðœ6 (TABLET; ORAL) 08-16-77 04-13-93
4024271
05-17-94
CIMETIDINE TAGAMET SK&F LAB 17-920 3950333
300MG (TABLET; ORAL) 08-16-77 04-13-93
4024271
05-17-94
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDAâ€˜S ÐœÐ˜Ð APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 TO 6-30-85 AND\ÐœÐŸA'5 NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
' AIIIVI INGREDIENTS)
STRENGTH S
CIMETIDINE
40OMG
CIMETIDINE HYDROCHLORIDE
EO 300MG BASE/5ML
CIMETIDINE HYDROCHLORIDE
EO I5OMG BASE/ML
CINOXACIN
250MG
CINOXACIN
500MG
CISPLATIN
O.5MG/ML
CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/TOOML; 380MG/100ML; 430MG/100ML
CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML
CLEMASTINE FUMARATE
EQ O.5MG BASE/5ML
CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
EO 1MG BASE; 75MG
CLOMIPHENE CITRATE
50MG
TRADE NAME
)DOSAGE FORM; ROUTE)
TAGAMET
(TABLET; ORAL)
TAGAMET
(SOLUTION; ORAL)
TAGAMET
(INJECTABLE; INJECTION)
CINOBAC
(CAPSULE; ORAL)
CINOBAC
(CAPSULE; ORAL)
PLATINOL-AO
(INJECTABLE; INJECTION)
IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
TAVIST
(SYRUP; ORAL)
TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)
CLOMIPHENE CITRATE
(TABLET; ORAL)
APPLICANT NAME
SK&F LAB
SK&F LAB
SK&F LAB
ELI LILLY
ELI LILLY
BRISTOL LABS/B-M
TRAVENOL LABS
ABBOTT LABORATORIES
DORSEY LABS/SANDOZ
DORSEY LABS/SANDOZ
PLANTEX/IKAPHARM
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXPÂ¿_DATE
17-920 3950333 NS
12-14-83 04-13-93 09-24-86
4024271
05-17-94
17-924 3950333
08-16-77 04-13-93
4024271
05-17-94
17-939 3950333
08-16-77 04-13-93
4024271
05-17-94
18-067 3669965
06-13-80 06-13-89
18-067 3669965
06-13-80 06-13-89
18-057 4177263 NDF
07-18-84 12-04-96 09-24-86
4310515
01-12-99
18-519 NC
06-22-82 09-24-86
18-904 NC
05-27-83 09-24-86
18-675 NOF
06-28-85 06-28-88
18-298 3933999 NOP
12-15-82 01-20-93 09-24-86
18-361
03-22-82
IV-27



82-01
18-82-90 91-18-80 (TV80 51318V1) 989 22
9188238 901-11 531801V808V1 11088V 05 303xN081 80IS5V10810 31V83ZV8013
L8-82-90 21-82-90 (TV80 53105873) 9891
9188238 901-11 531801V808V1 11088V 303XNV81 80IS5V10810 31783ZV8013
L8-8Z-9O 21-82-90 (TV80 531058V3) 989'1
9188238 901-11 531801V808V1 11088V 3N3XNV81 80IS5V10810 31V83ZV8013
[8-82-90 21-82-90 (TV80 531058V3) 989L'8
9188238 901-11 531801V808V1 11088V 303XNV81 80IS5V10810 3IV83ZV8013
98-80-[0 61-02-60 (TV80 51318V1) 988 0
1018988 [08-11 813H139N1 839N188308 5388V1V3 30180TH3080A8 3N101NO13
98-80-[0 81-80-60 (TV80 51318V1) 982 0
1018988 [08-11 N13Ð139N1 839N188308 53887173 30180183080A8 381018013
98-80-10 81-80-60 (TV80 5131871) 981 0
1018988 [08-11 8138139NI 839NI88308 5388V1V3 30180TH308018 3N101N013
(50030V103838
18-01-01 98-80-[0 88-01-01 535V3138 0311081NO3 â€˜8113) 989 1
8N 1018988 168-81 8138139NI 839NI88308 8-511-5388V1V3 . 3NI01NO13
(5003NV103838
[8-01-01 98-80-[0 88-01-01 535V3138 0311081NO3 â€˜8113) 989
8N 1018988 168-81 8138139NI 839NI88308 2-511-538871V3 3NI01NO13
(5003NV103838
[8-01-01 98-80-[0 88-01-01 535V3138 0311081N03 â€˜8113) 989'Z
8N 1018988 168-81 8138139NI 839N188308 1-511-5388V1V3 3NI01N013
66-82-20 91-80-90 (TV80 51318V1) 982
1689188 889-11 3Ð308 V1-NNV83308 NI80NO13 8V83ZVNO13
66-82-20 91-80-90 (TV80 51318V1) 981
1689188 889-11 3Ð308 V1-NNV8330Ð NI80NO13 8V83ZVNO13
66-82-20 91-80-90 (TV80 513TB111) 989'0
1689188 889-11 3Ð308 V1-NNV8330Ð NI80NO13 8V83ZVNO13
ÂÂ__._ _"'._' ___ ÑŠ
31VD dXI 31VD dXI 31VD TVAO8ddV T31DOU Â«N8OB 3OVSOD) S HLDN381S
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND-NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTISI
STRENGTH S
CLORAZEPATE DIPOTASSIUM
11.25MG
CLORAZEPATE DIPOTASSIUM
3.75MG
CLORAZEPATE DIPOTASSIUM
7.5MG
CLORAZEPATE DIPOTASSIUM
I5MG
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
1%
CLOTRIMAZOLE
100MG
TRADE NAME
)DOSAGE FORM; ROUTE)
TRANXENE SD
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
TRANXENE
(TABLET; ORAL)
LOTRIMIN
(SOLUTION; TOPICAL)
LOTRIMIN
(CREAM; TOPICAL)
GYNE-LOTRIMIN
(CREAM; VAGINAL)
GYNE-LOTRIMIN
(TABLET; VAGINAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ASCHERING
SCHERING
SCHERING
SCHERING
NDA N .
APPROVAL DATE
17-105
08-04-76
17-105
03-10-80
17-105
03-10-80
17-105
03-10-80
17-613
02-03-75
17-619
03-18-75
18-052
11-08-78
17-717
03-24-76
PATENT NO.
EXP. DATE
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
RE28315
06-23-87
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3660577
05-02-89
3705172
12-05-89
3839573
10-01-91
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
_EXCLUSIVITY
Ð¨



02-AI
98-02-60
3ON
88-61-80
SN
68-20-90
1190998
68-90-21
2119012
16-10-01
2196282
68-20-90
1190998
68-90-21
2119012
16-10-01
8196888
68-20-90
1190998
68-90-21
2119012
16-10-01
2196288
68-20-90
1190998
68-90-21
2119012
16-10-01
2196288
68-20-90
1190998
68-90-21
2119018
16-10-01
8196888
68-20-90
1190998
68-90-21
2119028
16-10-01
8196888
28-[1-90
211-81
61-91-20
022-81
61-91-10
281-81
98-61-80
690-61
61-[2-20
281-81
61-91-10
181-81
531IN/508VH8
531IN/SN8VH8
531IN/SH80H8
531IN/508VH8
531IN/508VH8
531IN/508VH8
531IN
531IN
531IN
531IN
531IN
531IN
(TV8O 539N3zO1/3H3081)
Ð¥3133ÐN
(â€˜181119V11 511V383)
9-Ð¥3133ÐÐ
(TV31801 51111380)
Ð¥3133ÐN
(TVNI9VA 51318VI)
9-Ð¥3Ð¢33ÐN
(TVNI9VA 51318VII
9-Ð¥3133ÐN
(TV31601 5NOIln105)
X3133AN
9H01
3TOZVNI81OTJ
%1
3TOZVH181013
%1
3TOZVN18IOTJ
90OOS
31OZVN18IO13
90001
3TOZVN18IOT3
%1
3TOZVN18LOTJ
31VD 'dXI 31VD 'dXI 31VD TVAO8ddV (31DOU :N8OB 3OVSODT ISIHLON38LS
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TABLE IV. NDA'S APPROVED FROMI-1â€”OZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH) S)
CLOTRIMAZOLE
1%
CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
TOMG/5ML; 5MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; 6.25MG/5ML
CODEINE PHOSPHATE;
PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
IOMG/5ML; 30MG/5ML; 1.25MG/5ML
COLESTIPOL HYDROCHLORIDE
5GM/PACKET
COLESTIPOL HYDROCHLORIDE
50OGM/BOT
COPPER
89MG
TRADE NAME
)DOSAGE FORM; ROUTE)
LOTRIMIN
(LOTION; TOPICAL)
PHENERGAN VC W/ C00Ð•1NÐ•
(SYRUP; ORAL)
PHENERGAN W/ CODEINE
(SYRUP; ORAL)
ACTIFED W/ CODEINE
(SYRUP; ORAL)
COLESTID
(GRANULE; ORAL)
COLESTID
(GRANULE; ORAL)
CU-7
(INTRAUTERINE DEVICE;
INTRAUTERINE)
APPLICANT NAMÐ•
SCHERING
WYETH LABS/AMHO
WYETH LABS/AMHO
BURROUGHS WELLCOME
UPJOHN
UPJOHN
SEARLE PHARMS
NDA N
Ð¤
APPR VAL DATE
18-813
02-17-84
08-306
04-02-84
08-306
04-02-84
12-575
04-04-84
17-563
04-04-77
17-563
04-04-77
17-408
02-25-74
PATENT N .
Ð¨
3839573
10-01-91
3705172
12-05-89
3660577
05-02-89
3692895
09-19-89
3692895
09-19-89
3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
IxcLuSIvIIY
Ð¨
1-24
09-24-86
1-24
09-24-86
IV-3I



18-32
ACTIVE INGREDIENTLSI TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHLSL (DOSAQE FORM; RQUTE) APPROVAL DATE EXP. DATE EXP. DATE
COPPER TATUM-T SEARLE PHARMS 18-205 3563235
120ÐœG ' (INTRAUTERINE DEVICE; 08-16-79 02-16-88
INTRAUTERINE) 4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92
CROMOLYN SDDIUM INTAL FISONS 16-990 3686412 1-22
20ÐœG (CAPSULE; INHALATION) 06-20-73 08-22-89 09-24-86
3777033
08-22-89
3419578
12-31-85
3957965
05-18-93
CRDMOLYN SODIUM NASALCROM FISONS 18-306 3686412 NDF
4% (SOLUTION; NASAL) 03-18-83 08-22-89 09-24-86
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
CROMDLYN SDDIUM DPTICROM FISONS 18-155 3686412 NDF
4% ISOLUTION; OPHTHALMIC) TO-03-84 08-22-89 10-03-87
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



Ð©ÐœÐ• IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANDTNDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
v
ACTIVE INGREDIENT S
STRENGTH S
CROMOLYN SODIUM
TOMG/ML
CVCLOBENZAPRINE HYDROCHLORIDE
5MG
CYCLOBENZAPRINE HYDROCHLORIDE
TOMG
CYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIDE
IGM/VIAL
CYCLOPHOSPHAMIDE
20M/VIAL
CYTARABINE
100MG/VIAL
CYTARABINE
500MG/VIAL
DANTROLENE SODIUM
25MG
DANTROLENE SODIUM
100MG
DANTROLENE SODIUM
50MG
TRADE NAME
DOSAGE FORM; R UTE
INTAL
(SOLUTION; INHALATION)
FLEXERIL
(TABLET; ORAL)
FLEXERIL
(TABLET; ORAL)
CYTOXAN
(INJECTABLE; INJECTION)
NEOSAR
(INJECTABLE; INJECTION)
CYTOXAN
(INJECTABLE; INJECTION)
CYTOSAR-U
(INJECTABLE; INJECTION)
CYTOSAR-U
(INJECTABLE; INJECTION)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
DANTRIUM
(CAPSULE; ORAL)
Ð¨
FISONS
MS&D/MERCK
MS&D/MERCK
MEAD JOHNSON/B-M
ADRIA LABORATORIES
MEAD JOHNSON/B-M
UPJOHN
UPJOHN
NORWICH EATON/P&G
NORWICH EATON/P&G
NORWICH EATON/P&G
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-596 3686412 Iâ€”22
05-28-82 08-22-89 01-19-88
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
17-821 3454643
08-26-77 07-08-86
3882246
05-06-92
17-821 3454643
08-26-77 07-08-86
3882246
05-06-92
12-142 NS
08-30-82 09-24-86
87-442 Ns
07-08-83 09-24-86
12-142 NS
08-30-82 09-24-86
16-793 3444294
O6-17-69 05-13-86
16-793 3444294
06-17-69 05-13-86
17-443 3415821
01-15-74 12-10-85
17-443 3415821
01-15-74 12-10-85
17-443 3415821
10-10-75 12-10-85
IV-33



IV-34
ACT IVE INGRE DIE NT S
ST RE NGT H 5
DANT ROL E NE SODIUM
2OMG/VIAL
DE FE ROXAMINE ME SYL AT E
500MG/VIAL
DE SIPRAMINE
25ÐœG
DE SIPRAMINE
50ÐœG
DE SIPRAMINE
25MG
DE SIPRAMINE
Ð‘OMG
DE SIPRAMINE
75MG
DE SIPRAMINE
IOOMG
DE SIPRAMINE
T50MG
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
HYDROCHL ORIDE
T RADE NAME
(DOSAGE FORM; ROUT E)
DANT 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)

Ð
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 DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
NDA NO.
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 NO.
E XP.  DAT E
E XCL OSIVIT Y
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¨ IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
DESIPRAMINE HYDROCHLORIDE
IOMG
DESMOPRESSIN ACETATE
0.01%
DESMOPRESSIN ACETATE
0.004MG/ML
DESONIDE
0.05%
DESOXIMETASONE
0.05%
DESOXIMETASONE
0.05%
DESOXIMETASONE
0.25%
DEXAMETHASONE
6MG
DEXAMETHASONE
6MG
DEXAMETHASONE
OMG
DEXTROMETHORPHAN HYDROBROMIDE;
PROMETHAZINE HYDROCHLORIDE
15MG/5ML; 6.25MG/5ML
DEXTROSE
60GM/100ML
DEXTROSE
7OGM/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
NORPRAMIN
(TABLET; ORAL)
DDAVP
(SOLUTION; NASAL)
DDAVP
(INJECTABLE; INJECTION)
DESOWEN
(CREAM; TOPICAL)
TOPICORT
(GEL; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
TOPICORT
(OINTMENT; TOPICAL)
DECADRON
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
DEXAMETHASONE
(TABLET; ORAL)
PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)
DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAMÐ•
MERRELL DOW/DOW CHEM
ARMOUR PHARM
ARMOUR PHARM
OWEN LABS/DERM PRODS
HDECHST-ROUSSEL
HDECHST-ROUSSEL
HDECHST-ROUSSEL
MS&D/MERCK
PAR PHARMACEUTICAL
ROXANE LABORATORIES
WYETH LABS/AMHO
TRAVENOL LABS
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
14-399 3454698 NS
02-11-82 07-08-86 09-24-86
3454554
07-08-86
17-922 3497491
02-21-78 02-24-87
18-938 3497491 NOF
03-30-84 02-24-87 09-24-86
19-048
12-14-84
18-586 NOF
03-29-82 09-24-86
18-594 NOF
01-17-85 09-24-86
18â€”763 NOF
09-30-83 09-24-86
11-664 NS
07-30-82 09-24-86
88-481 NS
11-28-83 09-24-86
88-316 NS
09-15-83 09-24-86
11-265
04-02-84
17-521
03-26-82
17-521
03-26-82
IV-35



â€˜18436
ACTIVE INGREDIENTLSL TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTH 5 (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DEXTROSE DEXTROSE 60% ABBOTT LABORATORIES 19-346
60GM/TOOML IN PLASTIC CONTAINER OTâ€”25-85
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 30% ABBOTT LABORATORIES 19-345
3OGM/100ML IN PLASTIC CONTAINER OTâ€”26-85
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 60% IN PLASTIC AM MCGAW/AM HOSP 17-995 3729568
ÑŒÐ¾ÐµÐ¼/100Ð¼1 CONTAINER 04-27-78 04-24-90
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 60% AM MCGAW/AM HOSP T7-995 3729568
606M/1OOML (INJECTABLE; INJECTION) 09-22-82 04-24-90
OLxTROSE DEXTROSE 70% IN PLASTIC ABBOTT LABORATORIES 18-561
7OGM/1OOML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
AOGM/1OOML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
Ð±Ð¾ÐµÐ¼/100818 CONTAINER 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
200M/l00ML CONTAINER 03-23-82
T=' (INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES l8-923
38.56M/1OOML CONTAINER 09-19-84
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
sOMG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; BOMG/1OOML
DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 160MG/100ML
DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; BOMG/IOOML
DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 160MG/100ML
DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 320MG/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 200 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 1,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 4,000 UNITS/100ML
TRADE NAME APPLICANT NAME
)DOSAGE FORM; ROUTE)
DOPAMINE HCL
(INJECTABLE; INJECTION)
ABBOTT LABORATORIES
DOPAMINE HCL ABBOTT LABORATORIES
' (INJECTABLE; INJECTION)
DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)
DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)
DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 2,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-132 Ð¼Ñ
02-04-82 09-24-86
18-132 Ð¼Ñ
02-04-82 09-24-86
18-826 NC
09-30-83 09-24-86
18-826 NC
09-30-83 09-24-86
18-826 Ð¼Ñ
09-30-83 09-24-86
19-130 NC
12-31-83 09-24-86
19-130 NC
12-31-83 09-24-86
19-130 NC
12-31-83 O9-24-86
18-814 NC
10-31-83 09-24-86
IV-37



IV-38
ACTIVE INQREDIENTLS)
STRENGTHLS)
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 5.000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 5,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/1OOML; 5.000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
SGM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
TRADE NAME
IDOSAGE FORM; ROUTEI
HEPARIN SODIUM
12,500 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SODIUM
12,500 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)
Ð¨
ÐÐ’Ð’OÐ¢Ð¢ LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/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
PATENT NO.
EXP. DATE
EXCLUSIVITY
Ð¨
NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AÐœÐž NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
11111 Iv.



TABLE TV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTHIS)
DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 20OMG/1OOML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 400MG/100ML
DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML
DEXTROSE; MAGNES [ÐÐœ CHLOR IDE ;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML; 31MG/100M.;
130MG/100ML; 26MG/100ML;
320MG/100ML
TRADE NAME
)DOSAGE FORM; ROUTE)
HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE;'INJECTION)
LIDOCAINE HCL 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
ISOLYTE P W/
DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
NDA NO.
APPROVAL DATE
19-339
03-27-85
18-388
11-05-82
18-461
02-22-82
18-967
03-30-84
18-967
03-30-84
18-967
03-30-84
19-025
12-27-84
PATENT NO.
EXCLUSIVITY
EXP. DATE
NS
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
NS
09-24-86
IV-39
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 9OOMG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 9OOMG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 15OMG/1OOML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/TOOML; 224MG/100ML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML
INDIENNE
(DOSAGE FORM: ROUTE)
POTASSIUM CHLORIDE
5MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
TOMEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%
AND SODIUM CHLOR IDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
40MEO IN DEXTROSE 5%
ANO SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAMÐ•
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
NDA NO.
APPROVAL DATE
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
19-308
04-05-85
EXCLUSIVITY
IV-4T
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/1OOML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 15OMG/TOOML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 33OMG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/TOOML; 75MG/100ML; 330MG/100ML
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML
TRADE NAME
IDOSAGE FORM: ROUTE)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
2OMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
TOMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
2OMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
TOMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ 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
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/100ML; 200MG/100ML DEXTROSE 5% 12-14-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.2% AM MCGAW/AM HOSP 19-212
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 11-07-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/1OOML; 4OOMG/100ML DEXTROSE 5% 12-14-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.4% AM MCGAW/AM HOSP 19-212
SGM/100ML; 400MG/100ML ANO DEXTROSE 5% 11-07-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 80MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
SGM/100ML; 160MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 200MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)
IV-45
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â€˜IIâ€™
_T ABL E IV.  NDAâ€™ S APPROVE D FRON 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT
ST RE N T H
DICYCL OMINE HYDROCHL ORIDE
T OMG/ML
DICYCL OMINE HYDROCHL ORIDE
T OMG/5ML
DIFL ORASONE DIACE T AT E
0.05% 5
DIFL ORASONE DIACE T AT E
0.05%
DIFL UNISAL
250MG g
Â¥.
DlrLunÅ“sAL ' Ð§â€ž
500MGL
DIGOXIN
0.2MG
DIGOXIN
0.05MG
DIGOXIN
0.15ÐœG
DIGOXIN
0.1MG
DIHYDRDE RGOT AMINE ME SYL AT E;
HE PARIN SODIUM; L IDOCAINE HYDROCHL ORIDE
0.5MG/0.5ML; 2500 UNIT S/O.5ML;
5.33MG/0.5ML
T RADE ÐœAMÐ•
ÐŸ AE T RNâ€™  R T E
BE NT YL
(INJE CT ABL E; INJE CT ION)
BE NT YL
ÃŸ(SYRUP; ORAL)
FL ORONE
(CRE AM; T OPICAL)
1FL ORONE
(OINT ME NT; T OPICAUÃš
noLoÃŸIn ._
(T ABL E T; oRAL)
DOL OBID
(T ABL E T; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
L ANOXICAPS
(CAPSUL E; ORAL)
E MBOL E X
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
ME RRE L L DOW /DOW  CHE M
ME RRE L L DOW /DOW  CHE M
UPJOHN
UPJOHN
MS& D/ME RCK
MS& D/ME RCK
BURROUGHS W E L L COME
BURROUGHS W E L L COME
BURROUGHS W E L L COME
BURROUGHS W E L L COME
SANDOZ PHARMS/SANDOZ
NDA .
APPROVA!Â DAT E
08-370
10-15-84
07-961
10-15-84
â€™  17-741
09-14-77
17-994
03-01-78
18-445
04-19-82
18-445
04-19-82
18-118
07-26-82
18-118
07-26-82
18-118
09-24-84
18-118
07-26-82
18-885
11-30-84
Ð AÐ¢Ð•NÐ¢ NO.
E XP.  DAT E
3980778
09-14-93
3980778
09-14-93
3714226
08-01-89
3674870
07-04-89
3714226
08-01-89
3674870
07-04-89
4088750
05-09-95
4088750
05-09-95
4088750
05-09-95
4088750
05-09-95
4451458
05-29-01
4402949
09-06-00
Ð•Ð¥Ð¡Ð¨Ð— ÐœÐ¢Ð£
Ð•Ð¥Ð .  DAT E
NCE
04-19-92

ÐÐ–â€œ.
04-19-92
NDF
09-24-86
NDF
09-24-86
N5
09-24-86
NDF
09-24-86
NC
11-30-87
IV-47
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTHLS) LDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
DIVALPRDEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE
EQ 500MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86
ORAL)
DOBUTAMINE HYDROCHLORIDE DOBUTREX ELI LILLY T7-820 3987200
EQ 250MG BASE/VIAL (INJECTABLE; INJECTION) 07-18-78 10-19-93
DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES T8-T32
BOMG/ML (INJECTABLE; INJECTION) 07-09-82
DOPAMINE HYDROCHLORIDE DOPAMINE ELKINS-SINN/AHROBINS 18-398
BOMG/ML (INJECTABLEE INJECTION) 03-22-82
DOPAMINE HYDROCHLORIDE DOPAMINE HCL BRISTOL LABS/B-M 18-549 0
40MG/ML (INJECTABLE; INJECTION) 03-11-83 '
DOPAMINE HYDROCHLORIDE DOPAMINE ASTRA PHARM PROOS 18-656
40Ðœ8/ÐœÐ• (INJECTABLE; INJECTION) 06-28-83
00Ð¥Ð•PIÐœ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 25MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86
00Ð¥Ð•PIÐœ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 50MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86
DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ TOMG BASE (CAPSULE; ORAL) 03-31-75 01-07-86
00Ð¥Ð•PIÐœ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 100MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86
00Ð¥Ð•PIÐœ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EO 75MG BASE (CAPSULE; ORAL) 06-04-76 01-07-86
00Ð¥Ð•PIÐœ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851
EQ 15OMG BASE (CAPSULE; ORAL) 03-15-78 01-07-86
00Ð¥Ð•PIÐœ HYDROCHLORIDE AOAPIN PENNWALT PHARM 16-987 3420851
EQ TOMG BASE (CAPSULE; ORAL) 01-31-72 01-07-86
IV-49
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT S
STRENGTH S
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1%
EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1.5%
ERGOLOID MESYLATES
1MG
ERGOLOID MESYLATES
1MG
ESTRADIOL
0.01%
ESTROGENS, CONJUGATED
0.9MG
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG
ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG
TRADE NAME
LDOSAGE FORM; ROUTE)
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
HYDERGINE LC
(CAPSULE; ORAL)
HYDERGINE
(SOLUTION; ORAL)
ESTRACE
(CREAM; VAGINAL)
PREMARIN
(TABLET; ORAL)
NORDETTE-21
(TABLET; ORAL-21)
NORDETTE-28
(TABLET; ORAL-28)
TRIPHASIL-2B
(TABLET; ORAL-28)
APPLI ANT NAME
ASTRA PHARM PROOS
ASTRA PHARM PRODS
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MEAD JOHNSON/B-M
AYERST LABS/AMHO
WYETH LABS/AMHO
WYETH LABS/AMHO
WYETH LABS/AMHO
A NDA N . PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17-751 3862321
08-30-76 01-21-92
3812147
05-21-91
17-751 3862321
08-30-76 01-21-92
3812147
05-21-91
18-706 4366145 Ð¼Ð¾Ð³
01-18-83 12-28-99 09-24-86
18-418 4138565
01-30-81 02-06-96
86-069 4436738 Ð¼Ð¾Ð³
01-31-84 03-13-01 09-24-86
04-782 Ns
01-26-84 09-24-86
18-668 3666858 Ð¼Ñ
05-10-82 05-30-89 09-24-86
3850911
11-26-91
3959322
11-26-91
18-782 3666858 Ð¼Ñ
07-21-82 05-30-89 09-24-86
3850911
11-26-91
3959322
11-26-91
19-190 3666858 Ns
11-01-84 05-30-89 11-01-87
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
IV-51



IV-52
ACT IVE INGRE DIE NT S
ST RE NGT HL S)
E T HINYL E ST RADIOL; L E VONORGE ST RE L
0.03MG; 0.05MG
0.04MB; 0.075MG
0.03MB; 0.125MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035M6; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035HG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE'
0.035MG; 0.5MG,  0.75MB AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; 0.5MG,  0.75MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035MG; O.5MG AND 1MG
E T HINYL E ST RADIOL; NORE T HINDRONE
0.035M6; 0.5MG AND 1MG
E T HINYL E ST RADIOL; NORGE ST RE L
0.05MG; 0.5MG
Ð¨
(DOSAGE FORM; ROUT E)
T RIPHASIL-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 10/11-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 10/11-28
(T ABL E T; ORAL-28)
T RI-NORINYL 21-DAY
(T ABL E T; ORAL-21)
T RI-NORINYL 28-DAY
(T ABL E T; ORAL-28)
ORT HO-NOVUM 7/7/7-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 7/7/7-28
(T ABL E T; ORAL-28)
ORT HO-NOVUM 7/14-21
(T ABL E T; ORAL-21)
ORT HO-NOVUM 7/14-28
(T ABL E T; ORAL-28)
OVRAL
(T ABL E T; ORAL-21)
APPL ICANT NAME
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
W YE T H L ABS/AMHO
NDA NO.  PAT E NT NO.
APPROVAL DAT E E XP.  DAT E
19-192 3666858
11-01-84 05-30-89
3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
18-354
Ð¾ 1-11-82
18-354
01-11-82
18-977 4390531
04-13-84 06-28-00
18-977 4390531
04-13-84 06-28-00
18-985
04-04-84
18-985
04-04-84
19-004
04-04-84
19-004
04-04-84
16-672 3666858
04-16-68 05-30-89
3850911
11-26-91
3959322
11-26-91
E XCL USIVIT Y
E XP.  DAT E
NS
11-01-87
D-5
09-24-86
Dâ€”5
09-24-86
D-6
09-24-86
0-6
09-24-86
D-3
09-24-86
D-3
09-24-86
D-4
09-24-86
0_4
O9â€”24-86
T ABL E IV.  NDA'S APPROVE D FROM 1â€”1â€” BZ T0 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT 5
STRENGTH S
ETHINYL ESTRADIDL; NORGESTREL
0.05MG; 0.5MG
ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 0.3MG
â€š .1.:
ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 0.3MG
ETIDOCAINE HYDROCHLORIDE
0.5%
ETIDOCAINE HYDROCHLORIDE
1%
ETIDRONATE DISODIUM
200MG
TRADE NAME
DOSAGE F RM' ROUTE
OVRAL-28
(TABLET; ORAL-28)
LO/OVRAL
(TABLET; ORAL-21)
LO/OVRAL-28
(TABLET; ORAL-28)
.\,'-
DURANEST
(INJECTABLE; INJECTION)
DURANEST
(INJECTABLE; INJECTION)
DIDRONEL
(TABLET; ORAL)
APPLICANT NAME
WYETH LABS/AMHO
WYETH LABS/AMHO
WYETH LABS/AMHO
ASTRA PHARM PROOS
ASTRA PHARM PROOS
NORWICH EATON/P8G
NDA NO.
APPROVAL DATE
16-806
11-26-68
17-612
03-17-75
17-802
03-16-76
17-751
08-30-76
17-751
08-30-76
17-831
09-01-77
PATENT NO.
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
EXCLUSIVITY
EXP. DATE
IV-53
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANÐ™DA'Ð— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 18-849 NDF
0.05% (SOLUTION; TOPICAL) 04-06-84 09-24-86
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-908 3888995
0.05% (CREAM; TOPICAL) O6-30-71 07-13-88
3592930
07-13-88
FLUOCINONIDE VASODERM K-LINE PHARMS 19-117
0.05% (CREAM; TOPICAL) 06-26-84
FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-909 4017615
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12Ð·94
FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SOUIBB AND SONS 16-727 3394131
25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85
FLUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER 50UI88 ÐND SONS 16-110 3394131
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85
FLURANDRENOLIDE CORDRAN DISTA PROOS/LILLY 16-455 3632740
0.004MG/SO CM (Ð¢ÐPÐ•; TOPICAL) 07-29-69 01-04-89
FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
I5MG (CAPSULE; ORAL) 04-07-70 02-23-99
FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
30MG (CAPSULE; ORAL) 04-07-70 02-23-99
FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
20MG (TABLET; ORAL) 05-14-82
FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
Â¿IOMG (TABLET; ORAL) 05-14-82
FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
40MG (TABLET; ORAL) 02-10-83
FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84
FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 11-30-83
IV-55



L. Iy;56"'
ACT IVE INORE DIE NT T S)
ST RE NOT HT S)
FUROSE MIDE
40MG
FUROSE MIDE
2OMG
FUROSE MIDE
40MG
FUROSE MIDE
BOMG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
BOMG
FUROSE MIDE
lOMG/ML
FUROSE MIDE
T OMG/ML
FUROSE MIDE
BOMG
FUROSE MIDE
T OMG/ML
FUROSE MIDE
10MG/ML
FUROSE MIDE
T OMG/ML'
FUROSE MIDE
40MG
T RADE NAME
(DOSAOE FORM: ROUT E)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
'_nÃ® 'l
FUROSE MIOE
(T ABL E T; ORAL)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
FUROSE MIDE
(T ABL E T; ORAL)
APPL ICANT NAME
Z E NIT H L ABORAT ORIE S
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
L E DE RL E L ABS/AM CYAN
PARKE-DAVIS/W -L
PARKE-DAVIS/W -L
PARKE-DAVIS/W -L
PARKE-DAVIS/W -L
L YPHOME D
CORD L ABORAT ORIE S
NAT CON
ABBOT T L ABORAT ORIE S
W YE T H L ABS/AMHO
DRUMME R/PHDE NIX
NDA NO.
APPROVAL DAT E
18-413
11-30-83
18-415
O7-27-82
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
PAT E NT NO.  E XCL USIVIT Y
T ABL E IV.  NDA'S APPROVE D FROM 1-1-BZ T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 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 NE T HIS)
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
40MG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
20MG
FUROSE MIDE
40MG
FUROSE MIDE
2OMG
FUROSE MIDE
40MG
FUROSE MIDE
Ð‘OMG
FUROSE MIDE
IOMG/ML
FUROSE MIDE
T OMG/ML
FUROSE MIDE
IOMG/ML `
FUROSE MIDE
1OMG/ML
T RADE NAME
L DQSAE E FQRM; ROUT E)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
FUROSE MIDE
(T ABL E T; ORAL)
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 MIDE
(INJE CT ABL E; INJE CT ION)
FUROSE MIDE
(INJE CT ABL E; INJE CT ION)
APPL I ANT NAME
INT L ME DICAT ION SYS
INT L ME DICAT ION SYS
BARR L ABORAT ORIE S
ROXANE L ABORAT ORIE S
ROXANE L ABORAT ORIE S
KAL APHARM

ÐºÐÐ•ÐPÐ½ ÐÐ¿ Ð¼
HDE CHST-ROUSSE L
HOE CHST-ROUSSE L
HOE CHST-ROUSSE L
HDE CHST-ROUSSE L
HOE CHST-ROUSSE L
INVE NE X L ABS/L IFE
INVE NE X L ABS/L IFE
NDA NQ.
APPR VA 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 NQ.
E XP.  DAT E
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
4324779
04-13-99
Ð•Ð¥ L  111111
Ð¨
IV-57



86-10-90
33N
86-10-90
33N
V6-10-90
33N
86-80-90
33N
V6-80-90
33N
3110 'dXI
AIIAISDTTXI
26-12-80
196[098
26-12-80
V96[098
26-12-V0
98989V8
26-12-V0
[909288
26-12-80
196[098
26-12-V0
896[098
26-12-70
9898SV8
26-12-V0
[9092V8
26-12-80
196[098
26-12-80
V96[098
26-12-V0
98989V8
26-12-V0
[9092V8
26-12-V0
9966998
26-12-80
9966998
68-V0-[0
9888[98
68-80-[0
9888[98
3110 'dXI
'ON 1831Vd
V8-10-90
868â€”[[
V8-10-90
868-[1
V8-10-90
86V-[1
V8-80-90
881-[1
V8-80-90
881-[1
18-12-21
228-81
18-12-21
228-81
3110 TVAO8ddV
'ON VDN
NHOC8O
NHOC8O
NHOC8O
83ZI38/918308
83ZI38/918308
1-M/S1AVO-388V8
1-M/S1AVO-388V8
3ÐœVN INVOITddV
(TV80 51B18VI)
3SVÐ¼083IN
(TV80 51ÃˆI18VII
3SVNO83IN
(TV80 51318VI)
3SVÐ¼083IN
(TV80 5131BVI)
108103019
(TV80 51Ð—TBVII
108103019
(TV80 531OS8V3)
01801
(TV80 53TOS8V3)
O18OT
Ã¬lDO8 .N8OI 301500
3Ðœ1N 30111
9NS
3018O8Ð19
909'2
301808Ð19
9092'1
301808Ð19
98OI
30IZ18119
90S
301ZI8119
90008
1IZ08813N39
90002
1IZ08813N39
S HLONI81S
TSIINIIDI8ONI IAIIOV
NOIIVN8OINI AIIAISDTOXI DNV 18IIVd IIV18dO8ddV HLIM STVDN DNV SB-OC-9 OI ZB-L-L NOUI D38O8ddV STVDN 'AI ITBVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENGTHLS) TDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCÐ•
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635`
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCE
5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93
GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE
EQ O.1MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92
4110438
08-29-95
IV-59
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T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT ISL
ST RE NGT H S
HAL OPE RIDOL
0.5MG
HAL OPE RIOOL
1MG
HAL OPE RIDOL
2MG
HAL OPE RIDOL
5MG
HAL OPE RIDOL
T OMG
HAL OPE RIDOL
20MG
HAL OPE RIDOL L AcrArE
E Q 2MG BASE/ML
HAL UPE RIDOL L ACT AT E
E Q 5MG BASE/ML
HE PARIN SODIUM
10 UNIT S/ML
HE PARIN SODIUM; SODIUM CHL ORIDE
100 UNIT S/ML; 4.5MG/ML
HE PARIN SODIUM; SODIUM CHL ORIDE
100 UNIT S/ML; 4.5MG/ML
HE PARIN SODIUM; SODIUM CHL ORIDE
5,000 UNIT S/100ML; 450MG/100ML
T RADE NAME
)DOSAGE FORM; ROUT 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 SODIUM 5,000 UNIT S
IN SODIUM CHL ORIDE 0.45%
(INJE CT ABL E; INJE CT ION)
HE PARIN SODIUM 5,000 UNIT S
IN SODIUM CHL ORIDE 0.45%
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
HE PARIN SODIUM 12,500 UNIT S
IN SODIUM CHL ORIDE 0.45%
IN PL AST IC CONT AINE R
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
MCNE IL
MCNE IL
MCNE IL
MCNE IL
MCNE IL
MCNE IL
MCNE IL
MCNE IL
PHARM
PHARM
PHARM
PHARM
PHARM
PHARM
L ABORAT ORIE S
L ABORAT ORIE S
INVE NE X L ABS/L IFE
ABBOT T
ABBOT T
ABBOT T
L ABORAT ORIE S
L ABORAT ORIE S
L ABORAT ORIE S
NDA NO.
APPROVAL 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
E XP.  DAT E
NS
09-24-86
IV-61



29-A1 '
28-82-V0
609-81
98-62-80
EVO-Ã¶l
28-82-80
609-81
98-62-80
280-61
V8-18-10
916-81
88-18-10
916-81
98-08-10
116-81
88-18-10
916-81
3110 'dÐ¥3 3110 TVAO8ddV
AIIAISDTOXI
'ON 1N3110 'ON 1DN
58V1 10N3AV81
8SOH NV/0V930 NV
58V1 10N3AV81
85OH NV/0V930 NV
531801V808VT 11088V
531801V808V1 11088V
531801V808V1 11088V
531801V808V1 11088V
INVN INVOITddV
(NOI133CNI 531OV1330N1)
8301VI003 3115VT8 01
%6â€™0 30180TH3 001005 0NV
51100 0002 001005 018V83H
(001133C01 53TBV1330NI)
%6Â°0 301801Ð3 001005 01
51100 0002 001005 018V83H
(N01133001 E31OV133FN1)
8301V1003 311SV18 NI
%6'0 301801Ð3 001005 00V
51100 0001 001005 018V83Ð
(N01133Ð¡01 5318V1330011
%6'0 30180TH3 001005 01
51100 0001 001005 018V83H
(N01133001 5318VI33C01)
8301VI003 311SV18 01
%98`0 301801Ð3 001005 01
51100 000â€˜92 001005 018V83H
(Ð¼Ð¾11ÑÐ·Ð³Ð¼1 5318VI33C011
8301VI003 311SV18 Ð¼1.
%9v'0 30180TH3 NOIO05 NI
5IINn 000â€˜01 NOIO05 018V83H
(001133C01 5318VI330011
%9V'0 301801Ð3 001005 01
51100 OOO'OL 001005 018V83H
(N01133001 5318VI330Ð¼1)
8301VI003 311SV18 NI
%98'0 301801Ð3 001005 01
51100 000â€˜92 001005 018V83Ð
131000 Â«N80I 3OVS001
INVN 30101
10001/90006 51NOOl/SIINO 002
30180TH3 001005 580IO05 018V83Ð
10001/90006 5TNOOI/SIINn 002'
301801Ð3 Ð¸Ð¿1005 5001005 018V83H
10001/90006 510001/51100 002
30180103 001005 1001005 018V830
TN001/90006 51N001/S1100 002
301801Ð3 001005 5HOIO05 018V83Ð
1N001/90098 51NOOl/SIINO 000â€˜01
301801Ð3 001005 5001005 018V83H
1Ð¸Ð¾Ð¾1/ÑÐ¸Ð¾Ð·8 5TÐ¸OOL/5LINO 000â€˜01
301801Ð3 Ð¸01005 5Ð¸nIO05 018V83H
TN001/90098 5TNOOl/SIINO 000â€˜01
301801Ð3 001005 5NOIO05 N18V83H
TN001/90098 5TN001/51100 000'9
30180TH3 001005 5001005 018V83Ð
1$1Ð1ON301$
1511N31031ONI 311191
NOIIVN8OINI AIIAISDTOXI DNV 18IIVd IIV18dO8ddV HLIM STVDN 0NV SB-0C-9 01 Z8-L-L NOUI DIAO8ddV STVDN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTH S
HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; QOOMG/TOOML
HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; sooIuM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML
HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/1OOML
Ð¨
(DOSAGE FORM: ROUTE)
HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
25000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SOOIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA NO.
APPROVAL DATE
PATENT NO.
EXP. DATE
18-609
04-28-82
18-916
01-31-84
19-042
03-29-85
18-916
01-31-84
19-135
03-29-85
18-916
01-31-84
18-911
01-30-85
18-911
01-30-85
18-911
01-30-85
EXCLUSIVITY
IV-63



V9-A1
98-v2-60
30N
98-v2-60
8N
98-VZ-60
8N
98-V2-60
30Ð¼
28-22-01 10-V2-V0
SN 6918VVV
[6-60-21
9888828
68â€”11â€œ170
8999998
86-12-21
0628668
28-18-21 26-80-v0
3N 2089288
86-12-21
0628668
28-18-21 26-80-v0
3N 2089288
86-12-21
0628668
28-18-21 26-80-00
3N 2089288
3110 'dÐ¥3 3110 'dXI
AIIAISDT OXI '0N 1N3110
88-80-80
921-81
V8-80-[0
901-61
88-[0-10
961-81
28-01-20
198-[1
V8-22-01
621-61
18-11-21
190-81
V8-18-21
808-81
88-18-21
2O2-81
78-18-21
808-81
V8-08-11
99O-6l
88-18-10
916-81
3110 T VAO8ddV
'ON VDN
508VH8 00001530
50088 0830/S8VT 0300
50088 0830/S8VT NE MO
508VH8 831808V380338

508VH8 NV1Ð0
83830/0850

Ð9139-V813/19139

Ð9139-V813/Ð9139

Ð9139-V813/Ð9139
58V1 001811Ð¥
531801V80BV1 11088V
INVN 18VOITddV
(T V31801 51N30INIO)
18031530
(T V31801 5IN30IN10)
010301
(T V31801 5N1383)
010301
(1VI338 510508ÃˆT V)
0VO311803
(T V80 51HT BVII
30IZ Ð¥VN
(1780 1131871)
30110011
(T V80 51318VI)
09/001 130 805538801
(T V80 51318VI)
92/001 130 805538801
(T V80 5131BV1)
92/09 130 805538801
(T V31801 500110105)
Ð¥39801
(N01133C01 531BVI33CN1)
8301VI003 3115VT8 01
%6'0 30180T H3 001005 01
51100 000â€˜92 001005 018V83H
(31000 :11001 3O15001
INVN 30101
%Z`O

31V831VA 300511803080ÐÐ
%l'0

31V8Ð108 300511803080Ð0
%l`0

31V8Ð108 300511803080Ð0
%Ol

31VI33V 300511803080Ð0
9NS[ 59NOS

3N3831NV181 530IZ V1H10801Ð3080Ð0
9Ð¸Ð¾ 1 59092

31V3T V0 1010011 530IZ V1H10801Ð3080Ð0
90001 59NOS
31V818VI 1010880130

530IZ V1H10801Ð3080ÐÐ
90001 59NS2
31V818VI 1010880130
530IZ VIHlO8OT H308OAH
9009 59NS2
31V818VI 1010880130

5301Z V1H1080T H3080Ð0
%2
303H8080T H3VÐ¥3H
T N001/90006 51NOO1/SIINO 000â€˜9

301801Ð3 001005 5NOIO05 018V83H
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151110103111111 3111OV
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AÐœD NDÐ'Ð— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
HYDROMORPHONE HYDROCHLORIDE
TOMG/ML
HYDROXYUREA
500MG
IBUPROFEN
400MG
IBUPROFEN
300MG
IBUPROFEN
600MG
IBUPROFEN
400MG
IBUPROFEN
600MG
INDAPAMIDE
2.5MG
INDOMETHACIN
50MG
INDOMETHACIN
75MG
INDOMETHACIN
25MG
INDOMETHACIN
50MG
TRADE NAME
)DOSAGE FORM; ROUTE)
DILAUDID-HP
(INJECTABLE; INJECTION)
HYDREA
(CAPSULE; ORAL)
MOTRIN
(TABLET; ORAL)
MOTRIN
(TABLET; ORAL)
MOTRIN
(TABLET; ORAL)
RUFEN
(TABLET; ORAL)
RUFEN
(TABLET; ORAL)
LOZOL
(TABLET; ORAL)
INDOCIN
(SUPPOSITORY; RECTAL)
INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
INDOMETHACIN
(CAPSULE; ORAL)
APPLICANT NAME
KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
UPJOHN MANUFACTURING
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL
MS&D RES LABS/MERCK
MS&D RES LABS/MERCK
CHELSEA LABORATORIES
CHELSEA LABORATORIES
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
19-034 NCE
o1-11-84 o1-11-94
16-295 3968249
12-07-67 07-06-93
17-463 1_2
09-19-74 09-24-86
17-463 1-2
09-19-74 09-24-86
17-463 1-2
03-09-79 09-24-86
18-197 1_2
05-19-81 09-24-86
18-197 1-2
03-05-84 09-24-86
18-538 3565911 NCE
07-06-83 02-23-88 07-06-93
17-814 3644630 Ð¼Ð¾Ð³
08-13-84 02-22-89 09-24-86
3849549
11-19-91
18-185 4173626 Ð¼Ð¾Ð³
02-23-82 11-06-96 09-24-86
18-690
07-31-84
18-690
07-31-84
IV-65



99-A1
68-82-21
330
98-82-60
9-1
98-V2-60
9-1
3110 'dXI
AIIAISDT OXI
V8-82-21
682-81
81-V2-[0
206-[1
81-01-[0
806-[1
98-08-10
8[8-81
V8-82-11
908-81
V8-82-11
908-81
V8-02-V0
898-81
V8-02-80
898-81
V8-81-90
L98-8l
V8-81-90
198-81
V8-90-80
628-81
88-90-80
628-81
V8-80-90
081-81
V8-80-90
081-81
3110 T VAO8ddV
'ON 1DN

53ISÐÐ8-1030
5NO5 0NV 881005 83
SN05 0NV 881005 83
83838/0858
1-8/518V0-388V8
T-M/SIAVO-BNHV8

508VH8 NV1Ð0

508VH8 NV1Ð0
NV13 8V/S8VT 3183031

NVÐ3 NV/S8VT 3183031
T V311033V08VH8 8V8
T V311033V08VH8 8V8
531801V80BV1 011N3Z
531801V808VT Hl1N3Z
3ÐœVN 18VOITddV
(001133001 531BV133CNII
MOT IO8H83N
(N01133C01 5318VI33C01)
99-30A0N38
(N01133C01 5318VI33C01)
810-30A0N38
(001133C01 5318VI33C011
â€˜A â€™ I 0130001
(T V80 531058V31
013V01300001
(T V80 531058V31
013V01300001
(T V80 531OS8V3I
013VH1300001
(T V80 531058V3)
013VH1300001
(T V80 531OS8V3)
013VH1300001
(T V80 531058V3)
013VH1300001
(T V80 531058V31
013VH1300001
(T V80 531058V31
013VH1300001
(T V80 531OS8V3I
013VH1300001
(T V80 531058V31
013VH1300001
131008 :N8OI 3OVS001
INVN 30101
T N/1301
821-1
â€˜001005 31V8088100001
%99
301001930 3010VO01
%V2
301001930 301NV001
T V1A/35V8 901 03

31V80ÐÐ181 001005 NI3V813800NI
9009
013VH1300001
9NS2
013V01300001
9009
013VH1300001
9NS2
013VH1300001
9009
013VH1300001
9092
013VH1300001
9NS2
013VH1300001
9009
013VH1300001
9009
013VH1300001
9NS2
013VH1300001

S Ð1083015
(511N31031O81 311191
NOIIVN8OINI AIIAISDT DXI DNV 183110 31110000001 HL IM $11DN 0NV SB-OC-9 OI Z B-L-L  NO8I DIAO8ddV ST VDN 'AI 31011



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 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)
IDDOXAMAT E ME GL UMINE
9.9%
IODOXAMAT E ME GL UMINE
40.3%
ISOFL URANE
99.9%
ISOT RE T INOIN
T OMG
ISOT RE T INOIN
2OMG
ISOT RE T INOIN
40MG
KerocoNAzoL E
2UOMG
L ABE T AL OL HYDROCHL ORIDE
200MG
T RADE NAME
L DOSAGE FORM: ROUT E)
CHOL OVUE
(INJE CT ABL E; INJE CT ION)
CHOL OVUE
(INJE CT ABL E; INJE CT ION)
FORANE
(GAS; INHAL AT ION)
ACCUT ANE
(CAPSUL E; ORAL)
ACCUT ANE
(CAPSUL E; ORAL)
ACCUT ANE
(CAPSUL E; ORAL)
NIzoRAL
(T ABL E T; ORAL)
NORMODYNE
(T ABL E T; ORAL)
APPL ICANT NAME
E R SQUIBB AND SONS

E R 5QU188 ÐND SONS
ANAQUE ST/BOC
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
JANSSE N PHARMA
SCHE RING
NDA NO.
APPROVAL DAT E
18-076
08-14-81
18-077
08-14-81
17-624
12-18-79
18-662
05-07-82
18-662
03-28-83
18-662
05-07-82
18-533
06-12-81
18-687
08-01-84
PAT E NT NO.
E XP.  DAT E
3654272
04-04-89
3654272
04-04-89
3535425
01-24-93
3535388
01-24-93
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
4200647
04-29-97
4322438
03-30-99
4464394
08-07-01
4335125
06-15-99
4012444
03-15-94
4066755
01-03-95
E XCL USIVIT Y
Ð¨
NCE
05-07-92
NCE
05-07-92
Ð¼ CE
05-07-92
1-25
09-24-86
NCE
08-01-94
IV-67



89-AI
96-80-10
9929900
06-10-80 06-91-80
33N 0002100
96-80-10
9919908
86-10-80 86-91-80
330 VVV2108
96-80-10
9929900
VÃ“-lo-BÃœ VÃ“-Slâ€”80
330 0002100
96-80-10
9929900
06-10-80 V6-91-80
330 8VV2108
66-V0-90
8128288
96-80-10
9929900
06-10-80 06-91-80
330 VVV2108
96-80-10
9919908
V6-10-80 V6-91-80
330 0002100
96-80-10
9929900
06-10-80 06-91-80
330 8VV2108
3110.'dÐ¥3 3110 'd13
11101501913 'ON 183110
V8-10-80
911-81
V8-10-80
911-81
V8-10-80
911-81
98-V2-90
911-81
V8-10-80
989-81
88-10-80
[89-81
V8-10-80
[89-81
3110 11108001
'ON 1DN
0Ð¥VT9
0Ð¥VT9
0Ð¥V19
0Ð¥VT9
90183H35
90183H35
90183H35
INVN 1NV911001
(TV80 51318VI1
31VONV81
(TV80 51318VI)
31VO8V81
(TV80 51318VI1
31VONV81
(TV80 5131BVII
31VONV81
(N01133C01 5318VI33C011
301000800
(TV80 513TBVI.)
30Ð000800
(TV80 51318V1)
3N10088DN
131000 :N8OI 3OVS001
3ÐœVN 30101
30180103080ÐÐ
30180103080ÐÐ
30180103080ÐÐ
3018010308010
301801Ð3080ÐÐ
301801Ð3080ÐÐ
301801Ð3080ÐÐ
90008
10TV138V1
90008
101VI38V1
98002
101VI38V1
90001
101V138V1
10/909
10TV138V1
9000V
101VI38V1
90008
101VI38V1
151Ð1083115
1511N31031ONI 311111
NOIIVN8OINI 11111501913 0NV 183110 31110008001 HLIM 511DN 0NV SB-OC-9 OI ZB-L-L NO8I D38O8ddV STVDN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTH)S)
LACTULOSE
TOGM/15ML
LEUCOVORIN CALCIUM
EO 5MG BASE
LEUCOVORIN CALCIUM
EQ 25MG BASE
LEUPROLIDE ACETATE
1MG/0.2ML
LITHIUM CARBONATE
45OMG
LITHIUM CARBONATE
300MG
LITHIUM CARBONATE
3OOMG
LOPERAMIDE HYDROCHLORIDE
2MG
TRADE NAME
)DOSAGE FORM; ROUTE)
CEPHULAC
(SYRUP; ORAL)
WELLCOVORIN
(TABLET; ORAL)
WELLCOVORIN
(TABLET; ORAL)
LUPRON
(INJECTABLE; INJECTION)
ESKALITH CR
(TABLET, CONTROLLED
RELEASE; ORAL)
LITHIUM CARBONATE
(TABLET; ORAL)
LITHOBID
(TABLET; CONTROLLED
RELEASE; ORAL)
IMODIUM
(CAPSULE; ORAL)
APPLICANT NAME
MERRELL DOW/DOW CHEM
BURROUGHS WELLCOME
BURROUGHS WELLCOME
TAP PHARMACEUTICALS
SK&F LABORATORIES
ROXANE LABORATORIES
CIBA/CIBA-GEIGY
JANSSEN PHARMA
NDA NO.
APPROVAL DATE
17-657
03-25-76
18-342
07-08-83
18-342
07-08-83
19-010
04-09-85
18-152
03-29-82
18-558
01-29-82
18-027
04-27-79
17-694
12-28-76
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3461204
08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88
Ð¼Ð¾Ð³
09-24-86
NDF
09-24-86
NCE
04-09-90
NS
09-24-86
4264573
04-28-98
3714159 1-30
01-30-90 09-24-86
IV-69



OLâ€œAI
98-02-60 08-00-00
3N 900-61
98-82-60 V8-91-90
3N 200-61
88-92-10 69-02-10
6692608 892-91
28-80-21 92-92-20
9229098 929-21
28-80-21 92-92-20
9229098 929-21
28-80-21 92-92-20
9229098 929-21
28-80-21 22-92-01
9229098 929-21
06-02-60
6086000
28-80-21 92-00-90
9229098 899-21
28-80-21 62-92-01
9229098 680-81
06-21-00 08-92-20
9192100 001-81
06-21-00 08-92-20
9192100 001-81
98-02-60 06-08-10 08-18-20
30N 6910128 280-61
3110 'dXI 3110 '0Ð¥3 3110 11000001
11111501913 'ON 1DN
lON IN31Vd
8500 0V/0V930 0V
58V1 1003AV81
18315/58V1 80801NI0
NV13
NV13

0VÐ3
0V13
0V13
0V13
0V/58V1 3183031
0V/58V1 3183031
0V/58V1 3183031
0V/58V1 3183031
0V/58V1 3183031
0V/58V1 3183031
000V/58V1 01310
000V/58V1 01310
V08V08 03550VC
INVN L NVOITddV
(001133Ð¡01 5E T T HV13E ICNI)
83NI71003
3115V18 01 V'[ 08 53111051
(001133CN1 53T BV133CN1)
83Ðœ1V1003
3115V18 01 99 3111-VN5V18
(1V31801 18V383)
00110V3105
(1V80 fE IT OSIIV3)
30V11Ð¥01
(1V80 531058V31
30V11Ð¥01
(1V80 531058V31
3NV11Ð¥01
(1V80 53T OS8V3I
3NV11Ð¥01
(1V80 131V8IN33NO3)
30VI1Ð¥01
(0011330NI 53T BVI33CNI)
30V11Ð¥01
(001133CN1 5318VI33CN11
NVA11V
(001133CN1 5B18V1338NI1
NVA11V
(1V80 5NOIL OT05)
0010001
131000 . N8OI 3915001
INVN 30101
10001/9021
5T N001/98009 51NO01/9NO89 51NO01/9NO18
51NO01/9828'0 51NO01/9818 5T N001/9NO8
31V085008 001005
:31V003019 001005 5Ð— O18OT H3 001005 531V133V
001005 5315VBONON â€˜BlVH8SOH8 00155V108
53O18OT H3 00155V108 5BO18OT H3 0015309V0
10001/98782 5100OL/98821 110001/9828

301801Ð3 001005 531V133V
00155V108 5Ð— IV8OAHV81BI 31V133V 0015309V0
89/35V8 98SS 03
31VI33V 301033V0
35V8 9NO9 03
31V013305 3NI8VÐ¥01
35V8 9892 03
31VNI3305 3N18VXO1
35V8 9NO1 03
31VÐœ13305 3Ðœ18VÐ¥01
35V8 989 03
31VN13305 3NI8VXO1
T N/35V8 9892 03

301801Ð3080ÐÐ 3NI8VÐ¥01
10/35V8 9809 03

301801Ð3080ÐÐ 3Ðœ18VÐ¥01
10/907
NV83Z V801
10/982
0V83Z V801
10S/901

30180103080ÐÐ 3010V83801

151Ð19N3015
1511N31030DN1 301111

NOIIVN8OINI 11111501913 0NV 183110 31110000001 Ð111 511DN 0NV SB-OCâ€”9 OI Z B-L-L  NO8I DIAO8ddV 511DN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT N . EXCLUSIVITY
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 17-637 NC
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86
GLUCONATE (SOLUTION; IRRIGATION)
3OMG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 18-406 NC
50010Ðœ ÐCEÐ¢ÐÐ¢Ð•; 50010Ðœ CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86
GLUCONATE _ (SOLUTION; IRRIGATION)
30MG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOLYTE IN PLASTIC AM MCGAW/AM HOSP 19-024 NC
50010Ðœ ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 06-08-84 09-24-86
GLUCONATE ' (SOLUTION; IRRIGATION)
Â¿OMG/100ML; 37MG/100ML; 370MG/100ML;
53OMG/100ML; 500MG/100ML
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SYNOVALYTE TRAVENOL LABS 19-326
SODIUM ACETATE; SODIUM CHLORIDE; IN PLASTIC CONTAINER 01-25-85
SODIUM GLUCONATE (SOLUTION; IRRIGATION)
30MG/100ML; 37MG/100ML; 368MG/100ML;
526MG/100ML; 502MG/100ML
MAGNESIUM SULFATE; POTASSIUM CHLORIDE; TIS-U-SOL TRAVENOL LABS 18-508 NC
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM (SOLUTION; IRRIGATION) 02-19-82 09-24-86
CHLORIDE; SOOIUM PHOSPHATE
20MG/TOOML; 40MG/100ML; 6.25MG/100ML;
800MG/100ML; 8.75MG/100ML
MALATHION PRIODERM PURDUE FREDERICK 18-613 NCE
0.5% (LOTION: TOPICAL) 08-02-82 08-02-92
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201
25MG (TABLET; ORAL) 12-01-80 08-27-85
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201.
Ð‘OMG (TABLET; ORAL) 12-01-80 08-27-85
IV-71



IV-72
_HGTV 5 I_OÂ§___._II__ID AGE FORMâ€™ R UTE Ð¨ Ð¨ Ð¨
MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201 NS
750G (TABLET; ORAL) 09-30-82 08-27-85 09-24-86
MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763178
1MG (TABLET; ORAL) 06-14-73 10-02-90
MAZINDOL SANOREX SANDOZ PHARMS/SANDOZ 17-247 3763178
2MG (TABLET; ORAL) 06-14-73 10-02-90
MAZINDOL MAZANOR WYETH LABS/AMHO 17-980 3763178
20G (TABLET; ORAL) 08-28-80 10-02-90
MAZINDOL MAZANOR WYETH LABS/AMHO 17-980 3763178
IMG (TABLET; ORAL) 02-11-81 10-02-90
MEBENDAZOLE VERMOX JANSSEN PHARMA 17-481 3657267
1000G (TABLET, CHEWABLE; ORAL) 06-28-74 O4-18-89
MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
TOOMG/ML (INJECTABLE; INJECTION) 01-16-76 07-26-94
MEDROXYPROGESTERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
4OOMG/ML (INJECTABLE; INJECTION) 01-16-76 O7â€”26-94
MEGLUMINE; METRIZOIC ACID ISOPAQUE-280 HINTHROP LABS/STERL 17-506 3476802
140.1MG/ML; 461.8MG/ML (INJECTABLE; INJECTION) 04-30-74 11-04-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 15-874 3422196
20ÐœG (TABLET; ORAL) 05-13-74 01-14-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 15-874 3422196
100G (TABLET; ORAL) 08-08-77 01-14-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 16-402 3422196
O.65MG/INH (AEROSOL; INHALATION) 07-31-73 01-14-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 17-571 3422196
TOMO/5ML (SYRUP; ORAL) 05-23-75 01-14-86
METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 17-659 3422196
5% (50LUTION; INHALATION) 09-18-80 01-14-86
Ð¨ 11. ND1'5 APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND E_XCLUSIVITY INFORMATION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND`NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
ST RE NGT H)S)
ME T APROT E RE NOL SUL FAT E
0.6%
ME T HYL DOPA
250MG
ME T HYL DOPA
500MG
ME T HYL DOPA
250MG/5ML
ME T HYL PHE NIDAT E HYDROCHL ORIDE
2OMG
ME T OCL OPRAMIDE
E Q 5MG BASE/5ML
ME T OCL OPRAMIDE HYDROCHL ORIDE
E Q 5MG BASE/ML
ME10610PRAM10E HYDROCHL ORIDE
E0 10M@  BASE
ME T OPROL OL T ART RAT E
50MG
ME T OPROL OL T ART RAT E
100MG
ME FOPRÃ“ L OL T ART RAT E
1MG/ML
T RADE NAME
(DOSAGE FORM; ROUT E)
AL UPE NT
(SOL UT ION; INHAL AT ION)
ME T HYL DOPA
(T ABL E T; ORAL)
ME T HYL DOPA
(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 ICANT NAME
BDE HRINGE R INGE L HE IM
CORD L ABORAT ORIE S
CORD L ABORAT ORIE S
MS& D/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
Ð©
APPROVAL DAT E
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 NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3422196
01-14-86
4404193
09-13-00
NDF
09-24-86
NDF
09-24-86
1-12; 1-13;
1-14
09-24-86
1_4
09-24-86
3876802
04-08-92
3998790
12-21-93
3876802
04-08-92
3998790
12-21-93
3876802 NDF
04_08-92 09-24-86
3998790
12-21-93
Ð§â€™
11|
s â€˜Ñ‡Ð».  '
Ð˜â€™ - ,_
IV-73



.02Ã©A1
28-91-20
818-81
ZB-O2-Zl
P91-Bl
Z8-Ll-60
V9L-81
28-22-01
OvÐ”-81
ZB-Z2-Ol
OPL-81
28-12-80
PLQ-81
28-20-90
029-81
28-8O-2O
029-81
V8-21-ZO
669-81
28-L1-60
669-81
28-90-90
LIS-81
98-82-60 68-12-01 8L-22-80
92-I 1LL10L2 286-Â¿1
98-82-60 68-12-01 B1-22-BO
92-I LLLlOL8 286-Ll
318D TVAOHddV
'ON VDN
318D 'dXI
'ON INIIVd
IIVD 'dXI
AIIAISDTOXI
5318O1V8OBVT 88VB
TV3VN8VH8 A808NVO
TV3008VH8 A80BNVO
5318OIV8OBVT O803
SBIHOIV8OQVT 0803
8SOH NV/MV93N NV
XI03OH8/830NO8O
XIN3OH8/830NO8O
5318O1VHOBVT VÐ—9T3H3
S31HO1V8OBVT V3S1Ð—Ð3
5318O1V8OBVT Ð1IN3Z
T83lS/SBVT 8O8HlNIM
1831S/58VT 8O8HlNIM
3ÐœVN INVOITddV
(1V8O 51BTBV1)
31OZVOINO81BH
(1V8O 51BTBV1)
31OZVOIN08I30
(TV8O 5.L3TBVI)
31OZVOIN0813H
(TV8O 5131OVII
31OZVOIN0813H
(TV8O 5.13TBVI1
3102v01N0813w
(NOI133CNI 531BV1330NII
'A'I O813N
(TV8O 5131BVII
009 TA81BN
(1V8O 5I_31BV1)
TA81JN
(1780 5I3TQVII
31OZVOIN0813H
(1v80 51318v1)
31OZv01NO8130
(1V80 51H18V1)
31OZVOIN0813N
1N011330NI 1318v1330N1)
3nOv81Nv
(NOI1330N1 5318v1330N1)
3nOv81Nv
T31DO8 Â« N8OI IDVSODT
3ÐœVN IDV81
98OSZ
31OZ7OINO81Ð—N
98OOS
31OZVOINO81HN
98OSZ
31OZVOINO81BN
98OOS
31OZVOINO81BN
ONUSZ
3102v01N0813w
TNOOL/98OOS
31OZVOINO8IJH
98OOS
31OZVOINO81BN
9NOSZ
31OZ7OINO81JN
9NOOS
ETOZVOINO81BN
98OBZ
31OZVGINO81BN
98OOS
31OZVOINO81BN
TVIA/N9SL'9
BOINVZI81ÃˆN
TVIA/N9SL'C
BOINVZI81BN
5 HIDNI8IS
(SIINIIDI8ONI IAIL3V
NOIIVN8OINI AIIAISDTOXI DNV INIIVd IIVIHdOHddV HLIM STVDN DNV SB-OC-9 OI ÃB-L-L NO8I DIAOHddV STVDN
'AI IT8 I



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)
STRENGTHTS)
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
METRONIDAZOLE
250MG
METRONIDAZOLE
500MG
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG/100ML
METRONIDAZOLE
500MG
METRONIDAZOLE
250MG
TRADE NAME
D SA E FORM; ROUTE
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
PROTOSTAT
(TABLET; ORAL)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(INJECTABLE; INJECTION)
FLAGYL I.V. RTU
(INJECTABLE; INJECTION)
FLAGYL I.V. RTU
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE
(TABLET; ORAL)
APPLI ANT NAME
BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ELKINS-SINN/AHROBINS
SEARLE PHARMS
SEARLE PHARMS
PAR PHARMACEUTICAL
LNK INTERNATIONAL
PATENT NQ.
NDA NO.
APPROVAL DATE
18-818
02-16-83
18-845
08-18-83
18-871
03-02-83
18-871
03-02-83
18-889
11-18-83
18-890
11-18-83
18-900
09-29-83
18-907
03-30-84
18-353
05-29-81
18-657
12-24-81
18-930
08-18-83
19-029
04-10-84
EXCLUSIVITY
EXP. DATE
I-11
12-20-87
1-11
12-20-87
IV-75



ACTIVE INOREDIENT 5
STRENOTHTS)
METRONIDAZOLE
HYDROCHLORIDE
EQ 500MG BASE/VIAL
MICONAZOLE
TOMG/ML
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
2%
MICONAZOLE NITRATE
Ñ‚Ñ€Ð¾Ð¼Ð±
IÂ»  .â€œf
MICONAZOLE NITRATE
2OOMG
MINOXIOIL
215MB
TRADE NAME
(DOSAGE FORM; ROUTE)
FLAGYL I.V.
(INJECTABLE; INJECTION)
MONISTAT
(INJECTABLE; INJECTION)
â€šÐ¸Ð½Ð :́
MONISTAT 7
(CREAM; VAGINAL)
MONISTAT-DERM I
(CREAM; TOPICAL)
MONISTAT-DERM
(LOTION; TOPICAL)
MONISTAT 7
CSUPPOSITORY; VAGINAL)
MONISTAT 3
(SUPPOSITORY; VAGINAL)
LONITEN
(TABLET; ORAL)
.':A;_%1@;?6
APPLICANT NAME
SEARLE PHARMS
JANSSEN PHARMA
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
UPJOHN
NDA NO.
APPROVAL DATE
18-353
11-28-80
18-040
10-04-78
17-450
01-30-74
17-494
01-30-74
17-739
12-16-75
18-520
03-15-82
18-888
08-15-84
18-154
10-18-79
PATENT NO.
EXP. DATE
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-2OfOO
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3717655
02-20-90
3839574
10-01-91
3461461
08-12-86
EXCLUSIVITY
EXP. DATE
I-IT
12-20-87
1-27
09-24-86
NDF
9-24-86
NS
09-24-86
TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



v v v
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
MINOXIDIL LONITEN UPJOHN 18-154 3461461
TOMG (TABLET; ORAL) 10-18-79 08-12-86
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 .
5MG (TABLET; ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
TOMG (TABLET; ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
25MG (TABLET; ORAL) 07-03-74 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
Ð‘OMG (TABLET; ORAL) 01-05-81 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
100MG (TABLET; ORAL) 01-05-81 01-20-87
MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093
2OMG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87
MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D-B
O.5MG/ML (INJECTABLE; INJECTION) 09-18-84 O9-24-86
MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8
1MG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86
NADOLOL CORGARD ER 50UI88 ÐND SONS 18-063 3982021
4OMG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER SOUIBB AND SONS 18-063 3982021
BOMG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
NADOLOL CORGARD ER 50UI88 ANO SONS 18-063 3982021
12OMG (TABLET; ORAL) 12-10-79 09-21-93
3935267
01-27-93
IV-77



8Â¿-AI
98-02-60
SN
31VD 'dXI
AIIAISDT OXI
88-62-90
9800692
88-62-90
9800692
88-62-90
9200692
98-91-Â¿0
Â¿612622
26-Â¿2-10
Â¿929262
26-12-60
1202862
26-Â¿2-10
Â¿929262
26-12-60
1202862
26-Â¿2-10
Â¿929262
26-12-60
1202862
26-Â¿2-10
Â¿929262
26-12-60
1202862
26-Â¿2-10
Â¿929262
26-12-60
1202862
31VD 'dXI
'ON 18IIVd
V9-90-2O
VL2-VL
V9-90-20
V12-0l
Â¿9-22-21
V12-01
28-Â¿2-90
020-81
6Â¿-91-90
VZ O-Bl
6Â¿-Ol-21
V90-81
6Â¿-01-21
090-81
6Â¿-01-21
V90-81
6Â¿-Ol-21
V90-81
6Â¿-Ol-21
290-81
31VD T VAO8ddV
'ON VDN
1831S/SBVT 808HlNIM
1831S/58VT 8O8HlNIM
1831S/58VT 8O8HlNIM
IN08OO/508VH8 IN08OO
lN08OO/508VH8 IN08OO
SN05 Ð¾ Ð¼ Ñƒ 881005 83
SN05 Ð¾ Ð¼ Ñƒ 881005 83
SN05 Ð¾ Ð¼ Ñƒ 881005 83
SN05 Ð¾ Ð¼ Ñƒ 881005 83
SN05 Ð¾ Ð¼ Ñƒ 881005 83
3ÐœVN 18VOITddV
(T V80
(1V8O
(T V80
5I31BVII
HV8993N
513T BVII
NV89930
5I31BVII
NV8993N
(NOI133CNI 531OVI33CNI)
NIVBON
(NOI133CNI 531BV133CN1)
(T V80
(1V8O
(T V80
(1V8O
(T V80
NIVBON
51318VI1
O8V9803
51318VI1
O8V98O3
5I31OVI)
O8V9803
51318VI1
O8V9803
5131BV1)
O8V9803
(IIDO8 :N8OI 30V5001
INVN 30V81
w
N91
0130 31XIOIT VN
9N009
0130 31XIOIT VN
90092
OI3V 31XIOIT VN
T N/90OZ

3018OT Ð3O8OAH 30IH8OBT VN
T N/90OL

3018OT Ð3O8OAH 30IH8OST VN
9N091
T OT OOVN
ONOZ L
T OT OOVN
90OB
T OT OOVN
90O8
T OT OOVN
98091
T OT OOVN
T SIHIDN31IS
T ST INIID31ONI 381IOV

NOIIVN8OINI AIIAISDT OXI DNV 18IIVd IIVI8dO8ddV Ð11Ðœ ST VDN DNV SB-OC-9 01 Z B-L-I NO8I DIAOHddV ST VDN
'AI IT BVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 ÐND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S
NALIOIXIC ACID
250MG/5ML
NALOXONE HYDROCHLORIDE
O.4MG/ML
NALOXONE HYDROCHLORIDE
1MG/ML
NALOXONE HYDROCHLORIDE; PENTAZOCINE
HYDROCHLORIDE
O.5MG; EO 50MG BASE
NALTREXONE HYDROCHLORIDE
50MG
NAPROXEN
125MG
NAPROXEN
250MG
TRADE NAME
DOSA E FORM; ROUTE
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
WINTHROP LABS/STERL
DUPONT PHARMS/DUPONT
SYNTEX PR
SYNTEX PR
NDA N .
APPR VAL DATE
N
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
A06-29-88
Ns, 0_9,
D-TO, D-TT,
1_33
09-24-86
NS, 0-9,
D-TO, D-TT
1_33
09-24-86
4105659 Ð¼Ñ
08-08-95 09-24-86
NCÐ•
11-20-89
3904682 Ns
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
09-09-92
4009197
09-09-92
IV-79



08-AI
98-02-60
30N
98-02-60
3GN
68-22-20
2290098
06-81-10
33N
26-01-90
33N
26-60-60
2616000
26-60-60
1081000
86-12-21
9968668
26-60-60
2616000
26-60-60
1081000
86-12-21
9968668
98-02-60 26-60-60
5N 2890068
26-60-60
2616000
26-60-60
1081000
86-12-21
9968668
26-60-60
2890068
31V0 'd83 31VD 'dÐ¥3
AI101583OÐ¥3 'UN 1N3IVd
28-22-21
889-81
28-91-90
L29-81
18-12-21
28V-81
V8-21-10
219-81
28-81-90
699-81
08-00-60
V91-81
28-91-00
189-Â¿1
08-81-Â¿0
189-Â¿1
31V0 TVAOHddV
'ON VDN
T-M/5IAVO-38808
SHV/38V3 TV31I183 NV
83ZI38/58VT 83ZI38
N3Ð3 MOO/MOO 333883N
531IN/5Ð8Ð£Ð8 $33IN
88 X3INAS
88 X3INA5
88 X3INAS
3ÐœVN 1NVOI3ddV
(NOI133CNI 531BVI33CN1)
IV15O81IN
(001103101 5318v133CN1)
110181
(TV8O 531OS8V3)
VIO8V3O88
(1V8O 59NIMHÐ3 'NÐŸ9)
31138031N
(1V8O 531BVM3Ð3 II31BV1)
30130131N
(1V8O 513TBVII
XO88VNV
(1V8O 5131BVl1
NAS088VN
(1v80 51318v1)
NA5O88vN
TIIDO8 -H8OI 30V5003
3ÐœVN 30V81
3N/989
N1833Ð390811N
3N/ON9 0̀
Ð1833Ð390811N
9NOI
3018IOBIIN
3508 902 03
X318003 N1538 3NIIOOIN
98OOS
EOINVSOTUIN
9N9[2
NOIOOS NBXO88VN
90009
NEXO88VN
9N9Â£2
NBXO887N
TSIHIONI8IS
TSIINIIDIUONI 3811O8
N0118880381 ALIAISDTOXI ONV 1831Vd 30Ñ‚1d08ddV HLIM STVDN DNV BB-OC-9 01 3B-1-1 Ðœ083 03108ddV 5.VD8
'AI ITDVI



v v _
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
AEIIVE INGREDIENTS) TRADE NAME APPLICANT NAMÐ• NDA N0. Ð AÐ¢Ð•NÐ¢ N0. EXCLUSIVITY
SIRENGIHIS) (DOSAGE PORN; ROUTE) APPROVAL DAÐ¢Ð• Ð•Ð¥Ð . DAÐ¢Ð• Ð¨
NITROGLYCERIN NITRO-BID MARION LABORATORIES 18-621 NDF
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
1MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86
NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
O.8MG/ML (INJECTABLE; INJECTION) â€š 01-19-83 09-24-86
NOMIFENSINE MALEATE MERITAL â€š HDECHST-ROUSSEL 18-224 NCE
25MG (CAPSULE; ORAL) 12-31-84 12-31-89
NOMIFENSINE MALEATE MERITAL HDECHST-ROUSSEL 18-224 NCE
Ð‘OMG (CAPSULE; ORAL) 12-31-84 12-31-89
NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5MG (TABLET; ORAL) 04-21-82
NORGESTREL â€˜OVRETTE WYETH LABS/AMHO 17-031 3666858
0.075MG (TABLET; ORAL) 10-23-73 05-30-89
3850911
11-26-91
3959322
11-26-91
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
EQ 10MG BASE (CAPSULE; ORAL) I11-06-64 41-25-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305
Ð•0 25MG BASE (CAPSULE; ORAL) 11-06-64 111-2r5-92
NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305
Ð•Ðž 10MG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92
NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
EQ 10M@ BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92
L IV-81



28-AI
28-80-80 19-11-00 (1080 5131801) 901
9106608 222-21 AT111 113 3NO801VH 31V1330 3NOSVH13NV808
88-90-10 82-01-60 1N011330NI 531BV133001) TN/901
2128998 910-21 0NOzNv/NON098O N010A08 3010088 001NO803N08
88-90-10 22-02-01 10011330N1 131BV133001) TN/902
2128998 910-11 0N0Z00/N0N0980 N010AV8 3010088 001N0803N08
86-82-21 98-60-21 88-82-21 (TV80 53105803) 90091
33N 1228808 991-81 A9139-0813/0813 803IS081 301801Ð3080AH 1010N388x0
86-82-21 98-60-21 88-82-21 11080 53105803) 9008
33N 1228808 991-81 A9139-0813/0813 80315081 301801Ð3O80AH TOTON388XO
86-82-21 98-60-21 88-82-21 (TV80 53105803) 9000
33N 1228808 991-81 A9I39-0813/0813 803IS081 3018OTÐ3O8OAH TOTON388XO
86-82-21 98-60-21 88-82-21 (TV80 53105803) 9002
33N 1228808 991-81 A9I39-0813/0813 803IS081 3018OTÐ3O8OAH 1010N388Ð¥0
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T ABL E IV.  NDAâ€˜S APPROVE D FROM 1-1-82 10 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
PARAME T HASONE ACE T AT E
2MG
PE NT AGAST RIN
0.25MG/ML
PE NT AMIDINE ISE T HIONAT E
300MG/VIAL
PE NT AZ OCINE L ACT AT E
E O 3OMG BASE/ML
PE NT E T AT E INDIUM DISODIUM,  IN-111
lMCI/ML
PE NT OXIFYL L INE
4OOÐœG
PHE NYL E PHRINE HYDROCHL ORIDE; PROME T HAZ INE
HYDROCHL ORIDE
5MG/5ML; 6.25MG/5ML
PIL OCARPINE HYDROCHL ORIDE
4%
PIMOZ IDE
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)
MPI INDIUM DT PA IN 111
(INJE CT ABL E; INJE CT ION)
T RE NT AL
(T ABL E T,  CONT ROL L E D
RE L E ASE; ORAL)
PHE NE RGAN VC
(SYRUP; ORAL)
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 DI-PHYSICS
HDE CHST-ROUSSE L
W YE 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
1O-16-84
16-194
O7-24-67
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 NO.  E XCL USIVIT Y

Ð¨ÐÐ¨
3499016
03-03-87
3896103
07-22-92
4105659
08-08-95
Ð¼ CE
02-18-92
3737433 NCE
06-05-90 08-30-94
4189469
02-02-97
NDF
10-01-87
NCE
07-31-94
3471515 NCE
10-07-86 09-03-92
3471515 Ð¼ CE
10-07-86 09-03-92
IV-83



IV-84
ACTIVE INOREDIENT(S)
STRENGTHTS)
PINDOLOL
T5MG
PIROXICAM
)OMG
PIROXICAM
20MG
BNET-.".
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SOOIUM SULFATE
236GM/80T;
2.97GM/BOT;
6.74GM/801;
5.86G0/801;
22.749M/BOT
TRADE NAME
(DOSAGE FORM; ROUTE)
VISKEN
(TABLET; ORAL)
FELDENE
(CAPSULE; ORAL)
FELDENE
(CAPSULE; ORAL)
GOLYTELY
(POWDER FOR
RECONSTITUTION; ORAL)
APPLICANT NAME
SANDOZ PHARMS/SANDOZ
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
BRAINTREE LABS
NDA NO.
APPROVAL DATE
18-285
09-03-82
18-147
04-06-82
18-147
04-06-82
19-011
07-13-84
PATENT NO.
EXP. DATE
3471515
10-07-86
3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91
3591584
07-06-88
3674876
07-04-89
3862319
01-23-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91
EXCLUSIVITY
EXP. DATE
NCE
09-03-92
NCE
04-06-92
NCE
04-06-92
NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTHTS)
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
120GM/PACKET;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET
POLYETHYLENE GLYCOL 3350:
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
227.1GÐœ/PÐCÐšÐ•Ð¢;
2.82GÐœ/PÐCÐšÐ•Ð¢;
6.Ð—Ð±GÐœ/PÐCÐšÐ•Ð¢;
5.53GM/PACKET;
21.56M/PACKET
POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GM/PACKET
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
O.5MG; 1MG
TRADE NAME
IDOSAGE FORM; ROUTE)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)
MINIZIDE
(CAPSULE; ORAL)
APPLICANT NAME
EDLAW PREPARATIONS
EDLAW PREPARATIONS
EDLAW PREPARATIONS
PFIZER LABS/PFIZER
NDA NO.
APPROVAL DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986
06-13-80
PATENT NO.
EXP. DATE
EXCLUSIVITY
EXP. DATE
3511836
05-12-87
3663706
05-16-89
4130647
12-19-95
IV-85



98-AI
98â€”V2â€”60
3ON
31VD â€˜dXI
96-02-20
99[081V
96-61-21
[890818
68-91-90
90[8998
Â¿8-21-90
9881192
96-61-21
[890818
68-91-90
90[8998
Â¿8-21-90
9881192
31VD 'dÐ¥3
Ð1181$03OÐ¥3
ION 1N31V8
28-Â¿1-20
029-81
28-Â¿1-20
029-81
28-Â¿1-20
029-81
28-Â¿1-20
029-81
08-22-90
098-Â¿1
88-02-Â¿0
968-81'
08-21-90
986-Â¿1
08-21-90
986-Â¿1
31V0 3V808ddV
'ON VDN
58VT 30N3AV81
58VT 30N3AV81
58VT 30N3AV81
58VT lDN3AV81
8â€”8/NO5N80C OVEN
531801V808VT 11088V
83ZI38/S8VT 83ZI38
83ZI38/58VT 83ZI38
3ÐœVN 1NVOI3ddV
(NO11330NI 5318VI330N1)
83N181NO3 3115VT8 N1
03000 301801Ð3 001550108
000 %6Â°O 30180TH3 001005
(NO11330N1 531BV133001)
8301VI003 3115018 01
03002 301801Ð3 00IS5VI08
000 %6'0 301801Ð3 001005
(NO11330N1 5338V1330N1)â€˜
83NI81NO3 3115VT8 NI
03002 301801Ð3 00IS50108
000 %6'0 30180TH3 001005
(NO1133CN1 5338VI33CN1)
830101003 3119018 01
03001 30180TH3 001550108
000 %6â€˜O 301801Ð3 001005
11080 535V3138
031108IN03 â€˜131BV1)
X18101x
(NO11330N1 13180133001)
83N181NO3 3115VT8
N1 31VI330 80IS5V108
(1V8O 531OS8V3I
30IZININ
(1080 13105803)
301Z1010
131008 -N803 39V0001
3ÐœVN 30V81
10001/90006 510001/90008
301801Ð3 001005 530180TH3 001550108
TNOOl/9HOOÃ“ 51N001/98091
301801Ð3 801005 53018OTÐ3 80IS5V108
38001/98006 538001/98008
3018OTÐ3 801005 530180TH3 80IS57108
18001/98006 5314001/9009
30180TH3 001005 530180TH3 00IS5VI08
03001
301801Ð3 00IS5VI08
10/0302
3101330 00IS5VI08
9K9 59N9'0
3O18OTH3O8OÐÐ NISOZV88 53OIZVIHlAT08
9NZ 59HS'O
3018OTÐ3O8OAH NISOZV88 530IZVIHlAT08
S HLONI81S
TITINIIDI8DNI IAIIOV
NOIIVN8OINI AIIAISDTOXI DNV 1N31Vd 31V18d08ddV Ð11Ðœ STVDN DNV S8-OC-B OI Z8-L-) NO8I 03808ddV 51VD8 '81 310VI



_ v v
E_ABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
SIREN THS )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE Ð¨
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
IN PLASTIC CONTAINER
â€š (INJECTABLE; INJECTION)
â€˜ P01Ass1uM cHLoRIDE; 50010Ðœ CHLOR1DE 50010Ðœ CHLORIDE 0.9% AND AM Ð¼ÑÐµÐÐ¼/ÐÐ¼ HOSP 18-722
T 150M0/1ooML; 90086/10001 P01Ass10n 68100108 0.15% 11-09-82
z IN PLASTIC CONTAINER
E (INJECTABLE; INJECTION)
Ð POÐ¢Ð$$10Ðœ CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0;9% AND AM MCGAW/AM HOSP 18-722
i 220MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82
Ã¯ \Å¯iA IN PLASTIC CONTAINER Â¿NLR
1 IINJECIADLE; 1N0Ec110N) ' 1=~f
t
I PoFAssIuM cHLoRIDE; 50010Ðœ CHLORIDE 50010Ðœ ÑÐ½ÑŒÐ¾Ð¿Ñ…Ð¾Ðµ.0.9% AND ÐÐœ Ð¼ÑÐµÐÐ¼/ÐÐ¼ HOSP 18-722
I 300M6/100ML; 900M8/IDDML POTASSIUM cHLoR1DE 0.3% 11-09-82
' IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST LABS/AMHO 18-799 3629425 NDF
3OOMG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86
PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 09-24-86
PRAZEPAM CENTRAX PARKE-DAVIS/W-L 18-144 NS
20M@ (CAPSULE; ORAE) 05-10-82 09-24-86
FRAZIQDANTEL DILFRICIDE MILES PHARMs/MILEs 18-714 4001411 NCE
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92
PRAZOSIN HYDROCHLORIDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
5MG (CAPSULE; ORAL) 06-23-76 05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
IV-87



88â€” A1
98-02-60
91-1
98-02-60
91-1
98-02-60
5N
98-02-60
Slâ€” I
98-02-60
91-1
98-02-60
91-1
28-12-20
9360398
26-12-10
2882988
88-Â¿2-00
8889298
96-61-21
2090810
96-08-90
9182600
68-91-90
9028998
28-21-90
9881198
96-61-21
2090810
96-08-90
9182600
68-91-90
9028998
28-21-90
9881198
31VD 'dÐ¥3 31V0 'dÐ¥3

AI1Ð1503OXI 'ON 1831Vd
8[â€”91â€”01
BL V-91
28-81-01
818-91
Â¿9-21-11
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V1-91-01
818-91
Â¿9-21-11
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69-22-Â¿0
98Â¿-9l
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929-Â¿1
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Z VV-Â¿l
9Â¿-22-9O
28Vâ€”[[
31V0 3V808ddV
'ON VDN
OHNV/58VT 1583AV
OHNV/58VT 1583AV
OHNV/58VT 158Ð— AV

0ÐNV/S8VT 1583AV

0ÐNV/S8VT 1583AV

3Ð308 VT-NNV83308

N3Ð3 MOO/MOO 3338838
83Z138/58V3 83Z138
83Z I38/S8VT 83Z I38
INV8 1NVOI3ddV
(T V80 5131BV1)
1083001
(T V80 51318V1)
T V830N1
(1780 51318V1)
T V830N1
(T V80 5.1318VI1
T V830NI
(1080 5131BV1)
1083001
(1080 53109803)
3NV301V8
(T V80 51318VI)
03338OT
(T V80 531058V31
553881NI8
(T V80 531058V31
553881N18
131008 . N8OI IOVSOD)
INVN 30V81
9808

3018OT Ð3080AÐ 3030NV88088
9NO9

3018OT Ð3080ÐÐ 3030NV88088
' 9NO7

301803Ð30808Ð 3030NV88088
9NO2

3018OT Ð3080Ð8 3030NV88088
9NO1

3018OT Ð308OAÐ 3030N788088
3578 9009 03

BO1801Ð3080A0 301208803088
9NO92
30308088
98Z

301803Ð3080ÐÐ NI50Z V88
9w[

3018OT Ð3080ÐÐ Ðœ1502788
15181383813
S INIIDI8ONI 3811O8

NOIIVN8OINI AI1Ð15DT OÐ¥3 DNV 18318d 31V18d08ddV HL IM ST VDN DNV S8-OC-9 01 Z8-L-L  NO8I 03808ddV 51VD8
'81 330VI



TABLE IV. NDAâ€˜S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
STRENGTHTS) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
8OMG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO '16-418 NS
9OMG (TABLET; ORAL) 10-18-82 09-24-86
1-15
09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
12OMG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NÐžÐ“
160MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)
PROTEIN HYDROLYSATE AMINOSOL 5% ABBOTT LABORATORIES 05-932
5% (INJECTABLE; INJECTION) O1-31-85
PROTAMINE SULFATE PROTAMINE SULFATE UPJOHN 07-413 NS
250MG/VIAL (INJECTABLE; INJECTION) 08-02-84 09-24-86
PROTIRELIN THYPINONE ABBOTT LABORATORIES 17-638 3746697
0.5MG/ML (INJECTABLE; INJECTION) 11-05-76 07-17-90
PROTIRELIN RELEFACT TRH HDECHST-ROUSSEL 18-087 3746697
O.5MG/ML (INJECTABLE; INJECTION) O7-18-78 07-17-90
PYRANTEL PAMOATE '` ANTIMINTH RDERIG/PFIZER 16-883 3644624
EO 250MG BASE/5ML (SUSPENSION; ORAL) 12-30-71 02-22-89
3549624
12-22-87
RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 18-703 4128658 NCE
EQ 150MG BASE (TABLET; ORAL) 06-09-83 12-05-95 06-09-93
1-35
06-28-88
RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 19-090 4128658 NCE
Ð•0 25MG BASE/ML (INJECTABLE; INJECTION) 10-19-84 12-05-95 06-09-93
IV-89



O6-AI
28-92-20 11031801 5NV383) %1
829-81 58VT 10N30081 055 301Z01003105 83A115
06-02-60 82-92-11 11031801 5NV383) %1
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AIIAIS TOXI 'ON 18IIVd 'ON VDN 3ÐœVN INVOITddV 3ÐœVN IDV81 (5IINIID31DNI IAI19V
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
SINCALIDE
0.005MG/VIAL
SODIUM ACETATE, ANHYDROUS
2MEO/ML
SODIUM CHLORIDE
450MG/100ML
SODIUM CHLORIDE
9MG/ML
SOOIUM CHLORIDE
OMG/ML
SODIUM CHLORIDE
2.5MEQ/ML
SODIUM CHLORIDE
3GM/100ML
SODIUM CHLORIDE
5GM/100ML
SODIUM CHLORIDE
-â€˜JMG/ML
SODIUM CHLORIDE
9ms/ML
TRADE NAME
)DOSAGE FORM; ROUTE)
KINEVAC
(INJECTABLE; INJECTION)
SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
SOOIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
ER 50UI88 ÐND SONS
ABBOTT LABORATORIES
TRAVENOL LAB5
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVENOL LABS
ABBOTT LABORATOR I ES
ABBOTT LABORATORIES
NDA NO.
APPROVAL DATE
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
19-218
07-13-84
PATENT NO. EXCLUSIVITY
EXP. DATE EXP. DATE
3839315
10-01-91
PP
09-24-86
IV-91
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Ez l 1 301001 Ð¸nluos
(3V8O 53'lnS8V3)
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(NOIIVS188I 5N01l0`|05)
83N1VIN03
3115V38 3118315 N1
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T ABL E IV.
NDA'S APPROVE D FROM 1-1-82 10 6-30-85 AND NDAâ€˜S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
SOYBE AN OIL
20%
SOYBE AN OIL
10%
SOYBE AN OIL
20%
ST ANOZ OL OL
2MG
ST RE PT OZ OCIN
T GM/YIAL
SUCRAL FAT E
1GÐœ
SUFE NT ANIL CIT RAT E
E Q 0.05MG BASE/ML
SUL FAME T HOXAZ OL E; T RIME T HOPRIM
4OOÐœG: Ð— OMG
SUL FAME T HOXAZ OL E; T RIME T HOPRIM
800MG; 160MG
SUL FAME T HOXAZ OL E; T RIME T HOPRIM
200MG/5ML; 4Ðž ÐœÐ‘/Ð— Ð˜Ðœ
SUL FAME T HOXAZ OL E; T RIME T HOPRIM
200MG/5ML; 40MG/5ML
SUL FAME T HOXAZ OL E; T RIME T HOPRIM
80MG/ML; lSMG/ML
T RADE NAME
)DOSAGE FORM; ROUT E)
SOYACAL 20%
(INJE CT ABL E; INJE CT ION)
L IPOSYN III 10%
(INJE CT ABL E; INJE CT ION)
L IPOSYN III 20%
(INJE CT ABL E; INJE CT ION)
W INST ROL
(T ABL E T; ORAL)
Z ANOSAR _ _
(INJE CT ABL E; INJE CT ION)
CARAFAT E
(T ABL E T; ORAL)
SUFE NT A .
(INJE CT ABL E; INJE CT ION)
BACT RIM
(T ABL E T; ORAL)
BACT RIM DS
(T ABL E T; ORAL)
BACT RIM
(SUSPE NSION; ORAL)
BACT RIM PE DIAT RIC
(SUSPE NSION; ORAL)
BACT RIM
(INJE CT ABL E; INJE CT ION)
APPL ICANT NAME
AL PHA T HE RAPE UT IC
ABBOT T L ABORAT ORIE S
ABBOT T L ABORAT ORIE S
W INT HROP L ABS/ST E RL
UPJOHN
MARION L ABORAT ORIE S
JANSSE N PHARMA
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
HOFFMANN-L A ROCHE
NDA NO.
APPROVAL DAT E
18-786
06-29-83
18-969
09-24-84
18-970
09-25-84
12-885
11-30-61
17-961
05-07-82
18-333
10-30-81
19-050
05-04-84
17-377
07-30-73
17-377
03-01-78
17-560
04-16-75
17-560
12-10-79
18-374
06-23-81
PAT E NT NO.  E XCL USIVIT Y
E XP.  DAT E E XP.  DAT E
3704295 1-28
11-28-89 09-24-86

Ð¼ Ñ6
05-07-92
3432489
03-11-86

3998834 Ð¼ Ñ6
12_21_93 05-04-94
RE28636
06-02-87
RE28636
06-02-87
RE28636 1-21
06-02-87 09-24-86
RE28636 1-21
06-02-87 09-24-86
3551564
12-29-87
R628636
06-02-87
IV-93
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9V6-8l
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9V6â€”8l
88-60-S0
8SS-Sl
88â€”60â€”90
298â€”81
88â€”01â€”90
218â€”81
88â€”82â€”10
218â€”81
E8-LO-lO
Sl9â€”8l
E8-LO-[O
Sl9â€”8l
28-61â€”90
SÃ–S-Bl
28â€”61â€”90
869â€”81
31VD TV008ddV
'0N VDN
30031130 SH9008808
3003113M SH9008808
9080 83H1V3H
9080 83H1V3H
TV30N80H8 A808NVO
TV30N8VH8 A808NVO
58VT 13083010
58V1 13083010
38808/93N N80H8 11VN
38809/93N N80H8 1lVN
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INV8 1NVOI1ddV
(TV80 51318VI)
50 V81835
(TV80 51318VI)
vul8as
(TV80 513TB01)
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Ð² 3TOZVXOH130V3105
(TV80 51318VI)
NI880Hl3018l
8 3TOZVXOH13NV3105
(TV80 51318VI)
H19N381S 3TB000 N188OHl3018l
GNV 3TOZVXOH130V3105
(TV80 5131BV1)
NI88OHl30I81
GNV 3TOZVXOH130V31OS
(1080 5NOISN38S05)
3181V1038 8Nl-ZNS
(1V80 Ã®NOISN38sns)
Â¿Ð¸l-zus
(TV80 5NOISN38S05)
N181V31OS
(TV80 5NOISN38S05)
3181V1038 NI81V3105
(TV80 5131BV1)
H19N3815 3TB000 NI880Hl30181
GNV 3TOZVXOH130V3105
(TV80 513TBVI)
Ð¸1Ð½Ð°Ð¾Ð½13Ð¸1Ð°1
0Nv awozvXoulaÐ¸vjwns
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INV8 30V81
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NI88OHl3018l 53TOZVXOHl30V3105
9H08 59NOOV
NI880H13Ð18l 53TOZVXOHl30V3105
ÑÐ¸Ð¾91 590008
Ð¸1Ð½Ð°0Ð½1Ð·Ð¸1Ð°1 5aÃ¯ozvXonlaÐ¸vjwns
9008 5900011
N1880H13N18l 53TOZVX0H13NV310S
90091 590008
NI880Hl30181 53TOZVX0H13NV310$
9N08 59940011
NI880Hl3018l 53TOZVXOH130V3105
1HE/9NOV 51Ð˜S/90002
NI88OHl30181 53TOZVX0H13HV3105
1NS/9NOV 51MG/991001
NI880Hl3018l 13TOZVX0H130VJ105
1MG/SNOV 5WGS/00002
NI880Hl30181 53TOZVXOH130V310S
1MG/3NOV 51NS/9NOOZ
NI880Hl30181 53TOZVXOH130V3105
90091 5914008
NI880Hl30181 531OZVX0H130V3105
9008 59NOOV
NI88OHl30181 53TOZVXOH130V3105
(51Ð1083815
(011831038081 311IOV
8011VN80181 Ð11Ð1SD1913 0NV 1831Vd 31V18d08ddV Ð118 SIVDN ÐžNV SB-G2-9 01 2B-1-1 NO83 03Ð08ddV 51VD8 'NI 338V1



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT T S)
ST RE NGT HT S)
SUL FASAL AZ INE
500MG
SUL FASAL AZ INE
500MG
SUL INDAC
150MG
SUL INDAC
2OOMG
SUT IL AINS
82,000 UNIT S/GM
T E CHNE T IUM,  T C-99M SODIUM PE RT E CHNE T AT E
GE NE RAT OR
0.22-2.22CI/GE NE RAT OR
T E CHNE T IUM,  T C-99M,  AL BUMIN COL L OID
KIT
N/A
T E CHNE T IUM,
N/A
T E CHNE T IUM,
N/A
T E CHNE T IUM,
N/A
T E CHNE T IUM,
N/A
T C-99M,
T C-99M,
T C-99M,
Ð¢C-99Ðœ,
DISOFE NIN KIT
GL UCE PT AT E KIT
ME DRONAT E
ME DRONAT E
T E CHNE T IUM,  T C-99M,  SUCCIME R KIT
N/A
T RADE NAME
)DOSAOE FORM; ROOT E)
AZ UL FIDINE
(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)
MPI DMSA KIDNE Y RE AGE NT
(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 500188 AND soNs
ME D DIAG/NE NUCL E AR
ME D DIAG/NE NUCL E AR
MS& D/ME RCK
ME D DIAG/NE NUCL E AR
AME RSHAM/RADIOCHE M
ME DI-PHYSICS
NDA NO.
APPR VAL DAT E
07-073
04-06-83
88-052
05-24-83
17-911
09-27-78
17-911
09-27-78
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
17-944
05-18-82
PAT E NT N0.
Ð¨
3654349
04-04-89
3725548
04-03-90
3725548
04-03-90
3654349
04-04-89
3409719
11-05-85
4208398
06-17-97
4233285
11-11-97
E XCL USIVIT Y
E XP.  DAT E
NDF
09-24-86
NDF
09-24-86
1-31
09-24-86
NP
09-24-86
NP
09â€”24-86
IV-95



86â€”80â€”80
8921108
86â€”01â€”20 18â€”08â€”11 (N01133Ð¡N1 5318V1330N1) TN/9N1
8881868 119-81 09139â€”V813/09139 3N1H1388 31V3105 3N1TVl0883l
86â€”80â€”80
8921108
86â€”01â€”20 91â€”11â€”90 (TV80 51312011) 90S
8881868 688â€”11 09139â€”V813/09139 3NIH1388 31V3105 3NI1VI08831
V6â€”80-20
8921108
86â€”01â€”20 91â€”11â€”90 .(TV80 51318VI) SNS'Z
8881868 688-11 09139â€”V813/09139 3N1H1388 31V3105 301TV108831
176-80-80
8921108
86â€”01â€”20 51â€”22â€”80 (TV80 51318V1) 9NG
8881868 Sl9-Ll N3Ð3 MOG/MOO 1138830 1ÐNV3180 31V3105 3NI1VI08831
86â€”80â€”80
8921108
86â€”01â€”20 91â€”22â€”80 (TV80 5131EIVI) 9HS`Z
8881868 819â€”11 N3Ð3 MDD/000 1138830 1ÐNV3188 31V3105 3NITV108831
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8921108
86â€”01â€”20 81â€”92â€”80 (NO1133CNI 5318VI330N1) 1N/9Nl
8881868 998â€”11 N3Ð3 000/MOG 1138830 TANV3188 31V3105 3NI1VI09831
86â€”80â€”80
8921108
86â€”01â€”20 98â€”61â€”80 (N011VTVHN1 5105O83V) .HNI/90Z'O
8881868 000-8l N3Ð3 MOG/MOG 1138830 1ÐNV3188 31V3105 3N1TVl08831
86â€”80â€”80
8921108
98â€”82-60 86â€”01â€”20 88â€”11â€”80 (N011VTVHN1 5105O83V) HNI/9NZ'O
30N 8881868 291â€”81 09139â€”V813/Ð9139 381VH1388 31V3105 3N11VI08831
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01101$019Ð¥3 '0N 1831Vd '0N VDN INV8 1NVOI1ddV INV8 30V81 (511831038081 3111OV
8011VN80381 0110150TOÐ¥3 0NV 1831Vd 31V18d08ddV Ð118 51VD8 0NV SB-08-9 01 2B-1-1 NO83 0IA08ddV 51VD8 '01 330V1



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 T O 6-30-85 AND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT E S)
ST RE NGT HT S)
T E RFE NADINE
60MG
T HAL E Dus CHL DRT DE,  T Lâ€”201
2MC1/ML
T HAL L OUS CHL ORIDE,  T Lâ€”201
1MCI/ML
T HE OPHYL L INE
Ð— OOÐœG
T IMOL OL MAL E AT E
5MG
T IMOL OL MAL E AT E
T OMG
T IMOL OL MAL E AT E
20MG
T IMOL OL MAL E AT E
E0 0.25% BASE
T IMOL OL MAL E AT E
E O 0.5% BASE
Ð¨
(DOSAGE FORM; ROUT E)
SE L DANE
(T ABL E T; ORAL)
T HAL L OUS CHL ORIDE T L 201
(INJE CT ABL E; INJE CT ION)
T HAL L OUS CHL ORIDE T L 201
(INJE CT ABL E; INJE CT ION)
QUIBRoN-T/SR
(T ABL E T,  coNT RoL L E D RE L E ASE;
ORAL)
BL OCADRE N
(T ABL E T; ORAL)
BL OCADRE N
(T ABL E T; ORAL)
BL OCADRE N
(T ABL E T; ORAL)
T IMOPT IC
(SOL UT ION; OPHT HAL MIC)
T IMOPT IC
(SOL UT ION; OPHT HAL MIC)
Ð¨
ME RRE L L DOW /DOW  CHE M
ME DI-PHYSICS
AME RSHAM/RADIOCHE M
ME AD JOHNSON/B-M
MS& D/ME RCK
MS& O/ME RCK
MS& D/ME RCK
MS& D/ME RCK
MS& D/ME RCK
NDA NO.
APPROVAL DAT E
18-949
05-08-85
18-110
02-01-82
18-548
12-30-82
87-563
06-21-83
18-017
11-25-81
18-017
11-25-81
18-017
11-25-81
18-086
08-17-78
18-086
08-17-78
PAT E NT NO.
E XP.  DAT E
3806526
04-23-91
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03_03-98
4285957
08-25-98
:â€š: . '-.
4465660
08-14-01
3655663
04-11-89
3655663
04-11-89
3655663
04-11-89
4195085
03-25-97
3655663
04-11-89
4195085
03-25-97
3655663
04-11-89
E XCL USIVIT Y
E XP.  DAT E
NCE
05-08-90
N5
09-24-86
IV-97



IV-98
ACT IVE INGRE DIE NT L S)
ST RE NGT H S
T OCAINIDE HYDROCHL ORIDE
40OMG
T OCAINIDE HYDROCHL ORIDE
Ã–OOMG
T OL AZ AMIDE
T OOMG
T OL AZ AMIDE
250MG
T OL AZ AMIDE
500MG
T OL AZ OL INE HYDROCHL ORIDE
25MG/ML
T OL ME T IN SODIUM
E Q 2OOMG BASE
ToL ME T IN SODIUM

Â£0 4Ð¾ Ð¾ Ð¼ Ñ BASE
T RAZ ODONE HYDROCHL ORIDE
I50MG
T RE T INOIN
0.05%
T RE T INOIN
0.1%
T RE T INOIN
0.05%
T RADE NAME
T DOSAGE FORM; ROUT E)
T ONOCARD
(T ABL E T; ORAL)
T ONOCARD
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
T OL AZ AMIDE
(T ABL E T; ORAL)
PRISCOL INE
(INJE CT ABL E; INJE CT ION)
T OL E CT IN
(T ABL E T; ORAL)
T OL E CT IN DS
(CAPSUL E; ORAL)
DE SYRE L
(T ABL E T; ORAL)
RE T IN-A
(SOL UT ION; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
RE T IN-A
(CRE AM; T OPICAL)
APPL ICANT NAME
MS& D/ME RCK
MS& D/ME RCK
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
Z E NIT H L ABORAT ORIE S
CIBA/CIBA-GE IGY
MCNE IL L ABORAT ORIE S
MCNE IL L ABORAT ORIE S
ME AD JOHNSON/B-M
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
ORT HO PHARMACE UT ICAL
Ð©
APPROVAL GAT E
18-257
11-09-84
18-257
11-09-84
18-894
11-02-84
18-894
11-02-84
18-894
11-02-84
06-403
02-22-85
17-628
03-24-76
18-084
10-30-79
18-207
03-25-85
16-921
10-20-71
17-340
01-26-73
17-522
07-19-74
PAT E NT NO.
E XP.  DAT E
4218477
08-19-97
4237068
12-02-97
4218477
08-19-97
4237068
12-02-97
3752826
08-14-90
3752826
08-14-90
3729568
04-24-90
3729568
04-24-90
3906108
09-16-92
3729568
04-24-90
3906108
09-16-92
Â¿ XCL USIVIT Y
Ð¨
NCE
11-09-89
NCE
11-09-89
T ABL E IV.  NDA'S APPROVE D T RON 1-1-82 T O 6-30-85 080 NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVT T Y INFORMAT ION



T ABL E IV.  NDA'S APPROVE D FROM 1-1-82 10 6-30-85 ÐND NDA'S NIT H APPROPRIAT E PAT E NT AND E XCL USIVIT Y INFORMAT ION
ACT IVE INGRE DIE NT S
ST RE NGT H S
T RE T INOIN
0.01%
T RE T INOIN
0.025%
T RIAMCINOL ONE ACE T ONIDE
O.25MG/INH
L1.  . 1. -T107 3
T RIAMCINOL ONE ACE T ONIDE
0.1%
T RIA2OL AM
O.125MG
T RIAZ OL AM
0.25MG
T RIAZ OL AM
0.5MG
T RIL OST ANE
Ð— Ðž MG
T RIL OST ANE
60ÐœG
T RIME T HOPRIM
2OOMG
T RIME T HOPRIM
2OOÐœG
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 5QU188 AND 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
Ð¨Ð¨
3729568
04-24-90
4247547
01-27-98
3729568
04-24-90
4247547
01-27-98
3897779 NDF
08-05-92 09-24-86
3927806
12-23-92
4048310
09-13-94
3980790 NCE
09-14-93 11-15-92
3987052
10-19-93

3980790 Ð¼ Ñ6
09-14-93 11-15-92
3987052
10-19-93
3980790 NCE
09-14-93 11-15-92
3987052
10-19-93
Ð¼ CE
12-21-89

Ð¼ Ñ6
12-21-89
NS
09-24-86
Ns
09-24-86
IV-99



001-01.
98-VZ-60
8N
98-82-60
Ð½ Ð¼
98-82-60
Ð½ Ð¼
98-VZ-60
8N
96-12-01
1981628
16-20-21
9211828
86-08-80 88-90-10
33N 2122992
98-82-60
SN
MT M-3m
0110150T OÐ¥3 'ON 1831Vd
28â€”08â€”90
289-81
88â€”11â€”10
SÃ–S-Bl
VB-O2-E O
880â€”61
88-08-80
926â€”81
88â€”01â€”60
118â€”81
88â€”01â€”60
L L B-8l
28-BO-2O
869â€”81
28â€”80â€”80
869-8[
89-02-80
911-21
28-91-60
261-91
28â€”08-[0
619-81
31VD 1V008ddV
'ON VDN
5811 10N3AV81
58V1 10N3AV81

508VÐ8 318V35

508VÐ8 318V35

508VÐ8 318735/318V35
508VH8 318V35/318V35

T V311033008VÐ8 11008
T V311033008VH8 11008
VNOZ8V/00NV980

0ÐNV/S8V1 53A1
58V1 13V83018
3ÐœV8 1NVOI1ddV
(v/N =010011)
830IVIN03
3115V18 NI 831VM 3118315
(V/0 501OÐž11)
830IVIN03 3115V18 N1
Ð¼ Ð¾ 11332Ð¼ 1 803 831VM 3118315
(N01133001 1318V133001)
NVT V3
(N01133001 5318V133C01)
NVT V3
(T V80 5131BVI)
NVT V3
(T V80 51318V1)
NVT V3
(T V80 513T BV1)
Ð¼ 11Ð°Ð¾ Ð·1
(T V80 51318V1)
Ð¼ 11Ð°Ð¾ Ð·1
(001133001 5318V133001)
(98â€”30) 00803800
(T V80 531058V3)
11IN00805
(T V80 51318V1)

NI880Ð13NI81
131008 :N803 30V5001
INV8 30V81
2001
3118315 â€˜001133C01 803 83170
%001
3118315 â€˜001133C01 803 83170
T N/909'2

301801Ð308OAÐ 11NV8V830
1v1/011921

301001Ð3000ÐÐ 110V8V830
9002!

301801Ð308OÐÐ 110V8V83^
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY
STRENOTH)S) )DOSAGE PORN; ROUTE) APPROVAL DATE EXP. DATE EXPLOLOEE
WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC ABBOTT LABORATORIES 18-801
100% CONTAINER 10-27-82
(LIQUID; N/A)
WATER FOR INJECTION, STERILE BACTERIOSTATIC WATER IN ABBOTT LABORATORIES 18-802
100% PLASTIC CONTAINER 10-27-82
(LIQUID: N/A)
WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION AM MCGAW/AM HOSP 19-077
100% IN PLASTIC CONTAINER O3-02-84
(LIQUID; N/A)
XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE
5MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92
XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE
TOMCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92
XENON, XE-133 E XENON XE 133 MALLINCKRODT 18-327
TOMCI/VIAL (GAS; INHALATION) 03-09-82
Ð¥Ð•NON, Ð¥Ð•-133 Ð¥Ð•NON Ð¥Ð• 133 MALLINCKRODT 18-327
2OMCI/VIAL (GAS; INHALATION) 03-09-82
IV-TOT
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