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FOOD AND DRUG ADMINISTRATION

APPROVED PRESCRIPTION DRUG PRODUCTS

WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
Sth Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list." The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (¥) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made
since August 1, 1984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of 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 >DP00> to the left of the line on which new
information exists. The AA;QQ.>symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >DLT > (DELETE) to the left of the
line containing the overstruck print. The AA jul > symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the lozenge (n) to the right of
its strength. This identifier remains throughout all cumulative

supplements for this edition.

ADDENDUN: DESI Pending List

Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES

REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.

PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (1) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in

the Drug Product List.

Products Federal Register Reference

dicyclomine hydrochloride JUN 22, 1984 (49 FR 25681)

isosorbide dinitrate AUG 3, T984 (49 FR 31151)

nandrolone decanoate JUL 15, 1983 (48 FR 32395)

(continued)
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(continued)

neomycin sulfate with either: NAR 26, 1984 (49 FR 11888)

dexamethasone sodium phosphate,

fluocinolone acetonide,

flurandrenolide,

hydrocortisone, or

methylprednisolone acetate.

[topical anti-infectives for

dermatologic use]

neomycin sulfate, polymyxin D’ sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone

[topical ointment]

nitroglycerin (capsule;controlled release;oral) SEP 7, T984 (49 FR 35428)
nitroglycerin (tablet; controlled relasegoral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP 17, 1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole

sulfanilamide and aminacrine AUG 22, 1983 (48 Fn 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

C. APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Nhere only partial

approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES

Former Applicant (Name) New Applicant (Name) (DubY Abbreviated Name
OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D. ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."



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.

b . b-b? b¥%b?* REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved, i
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 P° 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.

v
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS

cATE0oRIEs coUNTEo JULY 4€°84 (BASELINE)

DRUG PRODUCTS LISTEo 7415

SINGLE soURCE 2005 (27.0%)

MULTIsoURCE<I> 5410 (72.9%)

THERAPEUTICALLY EQUIVALENT 4393 (59.2%)

PYDb¥%N, THERAPEUTICALLY EQUIVALENT 999 (13.4%)
ExcEPTION5<2> I8 ( 0.3%)

wEW MOLECULAR ENTITIEs APPRovEo 7

NUMBER oF APPLICANTS 295

P’. ACTIVITY FOR SUPPLEMENT NUMBER 2

AUG 4€°84 SEPT' 84 0D;D¢ 4€°84 CUMULATIVE

DRUG PRODUCTS ADDED: 54 66 72 192

NEWLY APPROVED 54 66 68 188

DESI EFFECTIVE D204 4

REMARKETED D200 0

DRUG PRODUCTS REMOVED: 0 12 8 20

WITHDRAWN APPROVAL D200 0

RX TO OTC SWITCH 0000

DISCONTINUED MARKETING O 12 8 20

NET GAIN IN DRUG PRODUCTS 54 54 64 172

SINGLE SOURCE PRODUCTS APPROVED 17 16 28 61
MULTISOURCE DRUG PRODUCTS APPROVED 37 50 44 ISI
NEW MOLECULAR ENTITIES APPROVED: 3014

AS THE ENTITY 1001

AS A SALT, ESTER OR DERIVATIVE

OF THE ENTITY 2013

(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (1.Dp-a€§ AVAILABLE
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITIOD (SEE PAGE I1A5 OF THE LIST)



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine.



DD ACET AMINOPHEN: BUTALBITAL (PAGE 3-1)
A

= ABD - DABURY AARMACAL S3MGAEohon
ACETANORIEN, GXYCODONE Y DROCHL ORIDE (PAGE 342)

TRAVENGL LB K 5K
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ASPIRINA- BUTALBITALA- CAFFEINE (PAGE 3-16)
TABLET; ORAL
> ADD > BUTALBITAL COMPOUND
> A00 > 99 ZENITN LABORATORIES szswsssouszeonpu N
ASPIRIN; CAPFEINE; PROPOXYPNENE NYOROCNLOR]OE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE HCL HI ASPIRIN AND OAFFEINE
99 CHELSEA LABORATORIES 509NGrszaNG:ssNGn N 05752
>A0O > BENz0YL PEROXIDE; ERYTNRONYCIN (PAGE 3-21)
> Aon > GEL; TOPICAL
> A00 > BENZANYCIN
> AOO > OERNIK/RORER-ANCNEN 52534 N 50557
> OLT > /BAAifA,iAiAA-A, AOARACSIA, PINAC/(PAGE 3-21)
>> "IlaRR(
> DLT > ,- [13€™
> DLT > /AHRABA NS/ /ND;DY:$:D"a€7128D Y INAAAAA Y
BETANETHASONE OIPROPIONATE (PAGE 3-22)
OINTMENT; TOPICAL
ALPNATREX
99 SAVAGE LABS/BTK-GLDN 59 0.052 BAsEu N 19105
BETAHETHASONE DIPROPIOHATE
99 E FOUGERA/BTK-GLON 59 0,052 Basen N 19101
Ag PNARNAOERN/BYK-GLON 59 0.052 BASED;, N 19100
OIPROLENE
Bx SCNERING EO 0,052 N 10741
OIEEQEOBE
99 SCNERING 59 0.052 N 11691
BETANETNASONE vALERATE (PAGE 3-22)
CREAM: TOPICAL
>A00 > vALNAC
> AOD > 99 NMC LABORATORIES 59 0.12 BAsEu N 70050
OINTNENT; TOPICAL
>D'PY%By, > vALNAC
> AOB > 99 NNC LABORATORIES 59 0.12 BASE: N 70051
BROHODIPHENHYDRAHINE HYDROCHLORIDEQ CODEINE PHOSPHATE
(PAGE 3-24)
SYRUP; ORAL
DPDD?
BAY LABORATORIES
AHBENYL
MARION LABORATORIES 12.5MGASHL310MGASHL.

Ol

ROHANYL
NATL PHARM MFG/BARRE 12.5HG/SMLS10MG/SMLI

12.5HG/SHL910HG/SHLI N 88626
r
D 09519

1A¢
N 88545 R
BROMPHENIRAHINE HALEATEA® PHENYLPROPANOLAMINE MALEATE (PAGE 3-25)

IBAY LABORATORIES 4MG/SML;:25MG/SMLN N 00607

MORIR. N'D N, . 45 .

J/AHRAGPINS/ /A, A AYASSHIAYACSA, P/SNI /N, 13A¢A¢T/
/IAPLA%GTIAAACNIRAIAYAA, /RA%L A%0A, S A% ORA, L/
/PATHEA APP .

JAHRA“ A%INS/ /A A-A+ACAVASSNS/ /A iA 43R/

> OLT > /BAARENGRPNINA% A, fOROA'NEA'RIOg/(PAGE 3-20)
> Ol > /INJASACIAPLACASEA NIAA¢AA AN/

> QI> /PASPRENEX/. .

> OLT > /NA* RNICH AKARA“NPIAC/ /A°A,, A, d6A, ACROAYROAAA i /AR RARYE /
CALCIUM GLUCEPTATE (PAGE 3-30)
INJECTABLE; INIECTION

OA BA ASIS/IgA{IAjAIdACI ACACIACIA’A, 2A¢di/ INATAA AA/
~A00> cAPTOPRIL; HYOROCNLOROTNIAZIOE (PAGE 3-31)

> AOD > TABLET; ORAL

> Aol > CAPOZOE 25/15

° ADD > ER SQUIBB ANO SONS 25nG;15NGu N 10709

> Aol > CAPOZIOE 25/25

> An> ER SQUIBB ANO SONS 25N6;25NGn N 10709

> Aol > CAPOZIOE 50/15

>A00 > ER SQUIBB ANO SONS 50MG;15NGn N 10709

> AOB > CAPOZIOE 50125

>A00> ER SQUIBB ANO SONS sOMG:25NGn N 10709

CARBACHOL (PAGE 3-31)

/SAiA’ATiA* N/PRPPSAfIPPHAHALHIA¢/

INJECTABLE; INJECTION .

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2/ AUGUST '84 A OCTOBER 4€'84 2
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2/ AUGUST '84 - OCTOBER '84 5
FLUOCINOLONE ACETONIDE (PAGE 3A82)

CREAM; TOPICAL

FLUOCIHOLONE ACETONIDE

¢l PHARMAFAIR 0.012!

910.0252D;,

FLUONID

4638 4€28¢D'D-D*D-N"D-D-D-NND?D'N N D-7a€5KS 83236
11" 1€ DN A A%ar/ AR/

OINTMENT; TOPICAL

FLUONID

HERBERT LABS/ALLERGN 0.0251!

/A" mmm'mmAYEAYAYnxE/mA«A«/

SOLUTION; TOPICAL

FLuoNi0

/ACH/ AHAfRAA-NALA, BA“RA, AA“RIES//A’5612/

N 88099

N xssos

D871
’N|AYA, AmA/
/N.BAG434

v
AYA

AAC AcAs A, AAVAAGA, A A, RAA AA ACALACA-AOA-A, iiA-A, AC'HAA, A, A°A* A%/ (PAGE 3-85)
DD+PDZDED DD 1PD—: LUTEINIZING HORMONE (PAGE 3-122)

FUROSEMIDE (PAGE 3-86)

TABLET: ORAL

FUROSEHIDE

QQ CORD LABORATORIES SDHGB

LASIX

A"@HOECHST-ROUSSEL 80MG

GENTAMICIN SULFATE (PAGE 3-86)

>Ano > A’; P FouGERA/BYK-GLDN Eg 188 BASE/sun
> An0 > DD¢ ReDY:D'D; DV’ D DNED//D'N/D"-DULD*DY :g 1DYD? BASE/@Mn
SoLuTIoN Onops; oPHTHALMIC
>ADD > D?’D*DY:DY:NENN.. N
> ADD > DD¢ ALLERGAN D DV:DD;DYD- Eg D-DViD: eAsE/MLn
HALCINONIDE (PAGE 3-90)
CREAM; TOPICAL
ALAYA, A%A, A,/

D 62052

HEPARIN SODIUM (PAGE 3-91)

INJECTABLE; INJECTABLE

4 ADD > HEP-FLUSH 10

> A00 > gg LYPHOMED 10 UNITS/ML: B, 17651

HEPARIN Lock FLUSH

> ADD > gg soLoPAK LABORATORIES 10 uNITs/MLn N 88057
> ADD > 9g lo UHITS/MLn D, 88580

> A0 > Azg 100 UHITSMLn B, 88581

D DuNED°NEN...D, D*Nﬂzﬁrﬂfﬂf

> DLT >/AA., ELKINs-SINN/AHROBINS/ At
> DLT >/__/ [dAQQA, ¢ ATA-BA-A A/ /A
> DLT > /A«AGAY HNI? /A'L/ /NA A,
HYDRALAZINE HYDROCHLORIDE (PAGE 3-95)

TABLET; ORAL

HYDRALAZINE HCL

> ADD > DuDp AMIDE PHARMACEUTICAL ZSMGB Dee 88560

> ADD > gg 56H6H Dee 88669

A;A SUPERPHARH 1D%DY:Dub; D, 88787

9A D*D-DYDD, D, 88788

9A senb’n N 88789

HYDROCHLOROTHIAZIDE; TRIAMTERENE (PAGE 3-98)

> ADD > TABLET; ORAL

> ADD > MAXZIDE .

> ADD > MYLAN PHARMS 50MGA§7SMGI N 19129

HYDROCORTISONE (PAGE 3-100)

POWDER; FOR RX COHPOUNDING

HCORT 'l

>-DLt_>/ACAC/ ARA-XRAfHA%X LAA%A PAR A°AIAS/iIA APAn /N.AYTA 34/
> ADD > A£S TORCH LABORATORIES 1002 N 87854

HYDROCORTISONE ACETATE (PAGE 3-102)

> DLT > /AARA AR LASRA" AR AcAL/

>DLT>IFDD .
> DLT > /RACEA, AjA¢ARNRA”A¢K PHARHS/iA./ /N.A¢6457

HYDROCORTISONE DBDD¢DD¢D+; PRAMOXINE HYDROCHLORIDE (PAGE 3-103)
> ADO > AEROSOL; TOPICAL

> ADD > EPIFOAM

> ADD > REED&CARNRICK PHARMS 12312 N 86457

’é§A’A’d‘A"AJS/A,,A# INBA, i/
AYj
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
On 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 FD A make publicly available a list of approved drug
products containing the following information:

1) 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 after 1981; and

(A)

whether in.vitro and/or in vivo bioequivalence studies are required

for ANDA approval.

The Approved Prescription Drug Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthly supplements will be used to
satisfy this new requirement.

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

() Anew drug application approved between January 1, 1982,

and September 24, 1984, for a drug product involving an

active ingredient (including any ester or salt of the

active ingredient) which had never been approved in any

other application. Approval of an ANDA or paper NDA for

the same drug may not be made effective for a period of ten

years from the date of the approval of the original '

application.



(2

(3)

(G

(6]

A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient

(including any ester or salt of the active ingredient)

which has 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 years if it contains a certification

that a patent claiming the drug is invalid or will not be
infringed by the product for which approval is sought.

A new drug application approved after September 24, 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 sponsored by the applicant and must have been
essential to approval of the application. If these
requirements are met, the approval of a subsequent ANDA or
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 firm submitting the supplement. The
approval of a subsequent application for a change approved
in the supplement may not be made effective for three years
from the date of approval of the original supplement.

A new drug application (or supplement to a new drug
application) approved during the period from

January 1, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the

active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or the change made in a supplement may not be made
effective for twg years from September 24, 1984.



The Act requires 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 an approved NDA will be published in the APDP. Patent information
on unapproved applications or on patents beyond the scope 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

antibiotic and insulin products. Because of this, (1) antibiotic and insulin
products are not considered eligible for exclusivity protection, (2) holders

of approved applications for insulin and antibiotic products need not submit
the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.

However, Title 11, the patent term restoration portion of the Act,

specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.

Bioavailability/Bioequivalence Requirements

The therapeutic equivalence evaluation codes in Appendix D of the APDP will
enable firms to determine whether in vitro and/or in vivo
bioavailability/bioequivalence study data must be included with their ANDA
submissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those-which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the list of
such drugs is provided under TABLE 1I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.

All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the- Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulated-Tn dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.



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 pre-1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products

initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be evaluated as therapeutically equivalent.

The new Act requires applicants to demonstrate the bioequivalence of their

topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the

"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical

products to determine whether a change in this policy is warranted. In the

meantime, an in vivo demonstration of bioequivalence will be required for

approval of aTT topical products unless a waiver or in vitro alternatives can

be justified by the applicant.

bzb¢b; Drug Products Eligible for Abbreviated New Drug Applications

Previous editions of the APDP excluded DzD¢D; 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, BzD¢D | D°D- 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 OTC 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 DzD¢Dj
drug products pending the effective date of the applicable final Dzb¢b;
monograph. The OTC products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as

a condition of marketing.



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 must submit 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.

Patent and Exclusivity Information

It was originally planned that Table IV of this supplement to the APDP would
contain patent and exclusivity information. However, many firms

inappropriately submitted to the Agency manufacturing method patent data along
with their product and use patent information. Because the statute does not
require the publication of the manufacturing method patents the Agency is
checking all of the submitted patent data to eliminate the manufacturing

method patents before publishing the patent information. Table IV does

contain the date of approval and application number as required by the Act for
drug product approval.

Firms submitting ANDAs after September 24, 1984, will be permitted to certify
that no patent information has been filed until such time as the Agency

publishes the patent information. Upon the publication of the patent

information the applicant will be required to amend its application with the
appropriate patent certification statement.

FDA plans to publish the submitted product and use patent data in the

November 1984 supplement to the 5th Edition of the APDP.

The exclusivity information is planned for publication in the

December 1984 Supplement.
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TABLE L.

LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE
BIOAVAILABILITY ONLY IF PRODUCT FAILS B¢D7 ACHIEVE ADEOUATE DISSOLUTION
NS.a€

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

CAPSULE OR TABLET; ORAL
I60AI6SMG; I60AI6SMG; SOMG
ACETAMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325M6; 325MG; SOMG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAl?SULE OR TABLET: ORAL
160AI65MG; 160-165MG; SDZMG; 40MG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 325MG; SOMG; 40MG
ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL

325: 50MG

650; SOMG

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE

CAPSULE OR TABLET; ORAL
325MG; B*PzDabj; 4D7Decb;
650M6; SO0MG; 4OMG
AMINOPHYLLINE

TABLET; ORAL

I00MG

200MG

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325, 50MG

630; 50MG

ASPIRIN; BUTALBITAL, CAFEEINE
CAPSULE OR TABLET; ORAL
325M6; SOMG; 40MG;

630MG; SOMG: 40M¢
ASPIRIN; CAEFEINE; CARISOPRODOL
TABLET; ORAL

160MG; 32MG; 200DeG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET: ORAL

160MG; 32Dae6; 200MG; 16MG
ASPIRIN; CARISOPRODOL

TABLET: ORAL

325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE

325MG; 200MG; IOMG

ASPIRIN; MEPROBAMATE

TABLET: ORAL

325MG; 200MG

ASP IR IN; METHOCARBAMOL
TABLET: ORAL

325MG; 200MG

‘CHLOROTHIAZIDE

TABLET; ORAL

250MB

ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL

0.4MG; QOOMG

0.4MG; 400M6

HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL

IOMG

25MG

SDIMG

I00MG




ACTIVE IDeGREDIEDGTS(S)
STRENGTH(S)
ACETAMID@OPHED@
DOMG
ACETAMID@OPHEDG
650MG

ACETAMINOPHED

1ZOMG
ACETAMID@OPHEDG
1ZOMG

ACETAMID@OPHEN

650MG
ACETAMID&OPHED e
650MG
ACETAMID@OPHED
1ZOMG

ALUMIDeUM HYDROXIDE; MAGDGESIUM
TRISILICATE

SOMG; 20MG

ALUMID@UM HYDROXIDE; MAGD@ESIUM
TRISILICATE.

TIA-OMG; 40MG
BROMPHEDIRAMIDE MALEATE
BMG

TRADE NAME

(DOSAGE FORM;

ROUTE)

DaEOPAP

(SUPPOSITORY;

TYLEDaOL

(SUPPOSITORY;

TYLED&OL

(SUPPOSITORY;

ACEPHED@

(SUPPOSITORY:
ACET AMID@OPHEN
(SUPPOSITORY;
ACETAMINOPHEN
(SUPPOSITORY:
GAVISCOD@

RECTAL)

(TABLET, CHEWABLE; ORAL)
GAVISCOD@A2

(TABLET, CHEWABLE; ORAL)
DIMETADGE

(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICADGT DaeAME
WEBCODa PHARMS/ALCON
MCNEIL LABORATORIES
MCDeEIL LABORATORIES
GADaD W LABORATORIES
GAPaD W LABORATORIES
UPSHER-SMITH LABS
UPSHER-SMITH LABS
MARION LABORAT ORIES
MARION LABORATORIES
AH ROBIDaeS

DDA f

APPROVAL DATE

16A401

D
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TABLE II. OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED
(PAGE 2]

NEW DRUG APPLICATIONS

ACTIVE INGREDIENT(S)

STRENGTH(S)

BROMPHENLRAM.INE MALEATE

CHLORH'EXI'DINE GLUCONATE
CHLORHEMDINE GLUCONATE

CH]_ORHIEXTDINE GLUCONATE

2}5ﬂj0k}{E)C[Drl\lE GLUCONATE

leH.DRPl-lENTRAMTNE MALEATE
CI-H.ORPHENIRAMIN'E MALEATE
gm%RPHEmRAMlNE MALEATE
CHlORPHEN'(RAMINE MALEATE

TRADE NAME

(DOSAGE FORM;

DIMETANE

(TABLET, CONTROLLED
E:;

HIBICLENS ANTIMICROBIAL
SKIN CLEANSER
(SOLUTION; TOPICAL)

HIBIT,

(TINCTURE; TOPICAL)

HIBISTAT

(QOLUTION TOPICAL)

HIBIC

(SPONGE. TOPICAL)

TELDRIN

(CAPSULE, CONTROLLED

RELEASE; ORAL)

TELDRIN

(CAPSULE, CONTROLLED
E: ORAL

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)
APPLICANT NAME

AH ROBINS
ICIAMERICAS
ICIAMERICAS

ICI AMERICAS

ICI AMERICAS

MENLEY & JAMES/SKF
MENLEY & JAMES/SKF
SCHERING

SCHERING

NDA b
APPROVAL DATE
10A799
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TABLE 11
(PAGE 4)

OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXBROMPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE SULFATE

6MG; ROMG

DEXTROMETHORPHAN RESIN COMPLEX

EO 30M6 HBR/SML

DIPHENHYDRAMINE HYDROCHLORIDE

12.5MG/SML

DOXYLAMINE SUCCINATE

25MG

IBUPROFEN

200MG

IBUPROFEN

200MG

INSULIN SUSPENSION, ISOPHANE,

BEEF

40 UNITS/ML
INSULIN SUSPENSION, ISOPHANE,
BEEF

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML

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

TRADE NAME

(DOSAGE FORM: ROUTE)
DISOPHROL

(TABLET, CONTROLLED
RELEASE; ORAL)
DELSYM

(SUSPENSION, CONTROLLED
RELEASE; ORAL)
BENYLIN

(SYRUP; ORAL)

UNISOM

(TABLET; ORAL)

AD

(TABLET; ORAL)

NUPRIN

(TABLET; ORAL)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
SEMILENTE INSULIN
(INJECTABLE; INJECTION)
HUMULIN N
(INJECTABLE; INJECTION)
NPH ILETIN (BEEF-PORK)
(INJECTABLE; INJECTION)
APPLICANT NAME
SCHERING

PENNWALT PHARM
PARKE-DAVIS/W-L

PFIZER

WHITEHALL LABS/AMHO
UPJOHN MANUFACTURING
SQUIBB-NOVO
souleeAwovo

ELILILLY

LILLY RES LABS DIV
DaDA f

APPROVAL DATE
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TABLE 11
(PAGE 6)

OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF

40 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF

100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF

100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK

100 UNITS/ML

INSULIN ZINC SUSPENSION, BEEF
40 UNITS/ML

INSULIN ZINC SUSPENSION, BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
BIOSYNTHETIC HUMAN

100 UNITS/ML

INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF

100 UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)
PROTAMINE ZINC IDaSULIDa
(INJECTABLE; INJECTIODe)
PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)
PROTAMINE ZINC ADaD

ILETIN T

(INJECTABLE; INJECTION)
PROTAMINE ZINC AND

ILETIN I[(PORK)

(INJECTABLE; INJECTION)

LENTE INSULIN

(INJECTABLE; INJECTIODe)

LENTE INSULIN

(INJECTABLE; INJECTIOD)
MONOTARD HUMAN

(INJECTABLE; INJECTION)
ULTRATARD

(INJECTABLE; INJECTION)
APPLICANT DaeAME

ER SOUIBB AND SODaeS
ER SOUIBB AND SONS
ELILILLY

ELI LILLY
SOUIBB-DaOVO
SOUIBB-DeOVO
SOUIBB-DOVO
SOUIBB-NOVO

NDA #

APPROVAL DATE

17928

02-08-77

17928

03-17-80
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TABLE IL

(PAGE 8)

OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS
ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK

40 UNITS/ML

INSULIN, PORK

100 UNITS/ML

INSULIN, PURIFIED BEEF

100 UNITS/ML

INSULIN, PURIFIED PORK

100 UNITS/ML

INSULIN, PURIFIED PORK

100 UNITS/M

INSULIN, PURIFIED PORK

100 UNITS/ML,

NONOXYNOLAY

IGM

POTASSIUM IODIDE
130M6

POTASSIUM IODIDE
IGM/ML

POTASSIUM IODIDE
IBOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

HUMULIN

(INJECTABLE; INJECTION)
INS!

(INJECTABLE; INJECTIODce)
INSULIN

(INJECTABLE; INJECTION)
REGULAR ILETIN II
(INJECTABLE; INJECTION)
INSULIN NORDISK QUICK
(PORK)
(INJECTABLE;INJECTION)
REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)
ACTRAPID

(INJECTABLE; INJECTION)
TODAY

(SPONGE; VAGINAL)
THYRO-BLOCK

(SOLUTION; ORAL)

I0SAT

(TABLET; ORAL)
APPLICADGT NAME

ELI LILLY
SOUIBB-DaOVO
SOUIBB-D@OVO
ELILILLY

NORDISK IDaSULIN LABS
ELI LILLY
SOUIBB-DeOVO

VLI CORPORATIODe
WALLACE LABS/C-W
ROXAPE LABORATORIES

NDA f
APPROVAL DATE

10-14-82
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TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 1)
ACTIVE INGREDIENT(S)
STREDGGTH(S)

1 TRAI
PHOSPHATE DEXTROSE SOLUTION

usp

ANTICOAGULANT CITRATE PHOSPHATE.
'DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE.
'DEXTROSE SOLUTION USP
RTRADENAME

NONE
(INJECTABLE;

(INJECTABLE;
NONE

(INJECTABLE;
NONE

NONE
(INJECTABLE;

NONE

(INJECTABLE;
(INJECTABLE;

NONE

(INJECTABLE;
(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

(DOSAGE FORM: ROUTE)
ID@IECTIODG)
IDIECTION)
INJECTION)

INJECTIO)

INJECTION)

INJECTION)
INIECTIOD )

INIECTION)
INJECTION)
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TABLE 111, NDA'S APPROVED BY THE
‘OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 3)
ACTIVE INGREDIENT(S)
STRENGTHS)
ANTICOAGULANT HEPARIN SOLUTION
Use
ANTICOAGULANT SODIUM CITRATE
SOLUTION USP
ANTICOAGULANT SODIUM CITRATE
Usp

‘TRADE NAME
(DOSAGE FORM; ROUTE)
NONE

(INJECTABLE;
(INJECTABLE;

NONE

(INJECTABLE;
NONE

NONE
(INJECTABLE;
NONE
(INJECTABLE;
(INJECTABLE;
NONE
(INJECTABLE;
(INJECTABLE;
NONE

(INJECTABLE;
NONE

(INJECTABLE;




ACTIVE INGREDIED@TS)
SIREDGGTH(S)

ID@VERTED SUGAR 105
6GMIOOMLIOGMIOOML
STARCH,

HETAS X
AGMIOOML

%

‘TRADE NAME

(DOSAGE FORM; ROUTE)
NE

(INJECTABLE;

NOD«E

(INJECTABLE;

ID@IECTIOD )
(IDGJECTABLEINJECTION)
RHEOMAA"00f-XR
(INJECTABLE;
DYDNDDYDYDN. D
(INJECTABLE;
NDD,K,DUDYAD" 40
€N DURN, (DG ;
@EDETRIDGRTS
€ 1N 'DRNN, DD Py
INJECTIODG)
INJECTION)
ID@IECTIODa)
INECTIOP®)
6% NDDVN,DDYND" 75 AND
DiPYs TRAVE]

ABL

71712
DeDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 4)
TABLE 111,



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 5)
ACTIVE INGREDIENT(S)
STRENGTH(S)
PROPIOLACTONE 99%
99GM/IOOML

UROKINASE

5000 TU/VIAL
UROKID:ASE

250,000 TU/VIAL
UROKINASE

250,000 TU/VIAL

WMENME

(DOSAGE FORM; ROUTE)
BETAPRONE

(SOLUTION; CHEMICAL
STERILIZING AGENT)
ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)
ABBOKINASE
(INJECTABLE; INJECTION)
BREOKINASE
(INJECTABLE; INJECTION)
APPL 1 BiPPeD¢ NAME
ONEAL JONESA¢FELDMAN
ABBOTT LABORATORIES
ABBOTT LABORATORIES
STERLING DRUG

NDA A

APPROVAL DATE

11-657

9-11-59

76-1021

12-15-83

76-1D21

7-31-78

17-873

8-28-79



89781
31V0 1V/0888V
#VON
831801 V808V V3813D0
831801VBO8VI V3813D0
9DI8ID0S
9DISID0S
9Dl 83808
9DISID0S
3D700113Pa 8D9008808
3D7001 13D 8DI00SS08
DOSV3S3S080
$8DEI 1DZDa3 V81
9080 9Dcel 18318
3D°VDee 1D@VOIISSY
(1V80 slaievl)
iowlunaoiiv
(IVBOI1318V1)
1ONIS0SO11Y
(IVOI801 sDV380)
30V~
(IVOI801 s1Da3D"1Deel0)
DIV
(1V8DzsIBIEIVI)
111Das3"088
(1V8DzsI31BVI)

11IN3A088
(NO1103D™ Pael SNOL03D™ NIy
1107

(1VO1801 sI_N3TILLNIO)

XVEIDOZ

(IVSOSIEJEIVI)
1VISOP111

(1V8D1380 sD@O110105)
83Dl VIDeOO 0118V18 Peel
1920 010V 01130V
(IV80I1318V1)

DasOVIVI

(31008 SUTISO3 39V800)
D—DVPa 30V81

A
IONIS0SO11V
9D°001
1ONI808O11V
31VNOI808810 3NOSVI3D D210V
YH90A

31VD&01808810 3Dx08VI3D 0101V
35V8 9077 03

31V3105 10831081V

38V89D2 03

31V3108 17831081V

IVID/38VS 9D009 03

D01008 81101010V

19

81101010V

9D092

010V 01D"VDY0S01D0130DE
1D°001/9D°092

1VIOV19 2010V 01130V

38V8 9D"G2 03 9P°09Q
301801D00SOID

3NI002VIN3S SN3HCIONID VI30V
(5)D19N3RIS

(5)IN310389N1 31110V

(139V8) 78-1901

D118V

O1 28-1-1 D083 030888V SIVON



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 2)
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME DDA f
STRENGTH(S) - (DOSAGE NAME; ROUTE) APPROVAL DATE

ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-832

IOOMG (TABLET; ORAL) 09-28-84

ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-877

300MG (TABLET; ORAL) 09-28-84

AMINO ACIDS HEPATAMINE 8% AM MCGAW/AM HOSP I8A676

8% (INJECTABLE; INJECTION) 08-03-82

AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957

8.5% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS NOVAMINE 11.4% CUTTER LABS/MILES 17A957

I1.4% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493

6.5% (INJECTABLE; INJECTION) 10-15-82

AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16A822

6.9% (INJECTABLE; INJECTION) 05-17-83

AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM I8A792

6.5% (INJECTABLE; INJECTION) 01-17-84

AMINO ACIDS AMINESS 5.2% ESSENTIAL CUTTER-VITRUM 18-901

5.2% AMINO ACIDS W/ HISTADINE 04-06-84

(INJECTABLE; INJECTION)

AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-804
3.5% CONTAINER 05-15-84

(INJECTABLE; INJECTION)

AMINO ACIDS TROPHAMINE 6% AM MCGAW/AM HOSP 19-018

6% (INJECTABLE; INJECTION) 07-20-84

AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-875
3.51 CONTAINER 08-08-84

(INJECTABLE; INJECTION)



ACTIVE IDeGREDIEDGT(S)
STREP@GTH(S)
AMID@O ACIDS

5.55
AMIDeO ACIDS

AMID®O ACIDS; CALCIUM ACETATE;
GLYCERIDce; MAGDoeESIUM ACETATE;
PHOSPHORIC ACID;

SODIUM CHLORIDE

35; 260MG/IOOML;

SGM/IOOML: S4MG/I0OML;
4IMG/I00ML; MOMG/I0OML;
204MG/I0OML; I7MG/I0OML
AMID@O ACIDS; DEXTROSE
3.5, 5%

TRADE PaAME

(DOSAGE FORM; ROUTE)
TRAVASOL 5.5% W/O
ELECTROLYTES IPee PLASTIC
CODGTAINER

(IDRJECTABLE; ID@JECTIODc)
TRAVASOL 8.5% W/O
ELECTROLYTES IN PLASTIC
CODGTAID@ER
(ID@ECTABLE; ID@ECTION)
TRAVASOL 105 W/O
ELECTROLYTES IN PLASTIC
CODTAID@ER
(ID@JECTABLE; IDJECTIOD)
BRAD@CHAMIDa 4%
(INJECTABLE; IDGIECTIOD)
BRADGCHAMIDee 4% IDce PLASTIC
CONTAINER

(ID@JECTABLE; ID@JECTIOD)
PERIPHRAMIDGE
(ID@IECTABLE; ID@JECTIOD)
AMINOS YD 3.5% W/
DEXTROSE 5% IDce

PLASTIC COPaTAINER
(ID@ECTABLE; ID@JECTIO)
APPLICADeT NAME
TRAVED@OL LABS
TRAVEDaOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP
ABBOTT LABORATORIES
DDA f
APPROVAL DATE
18931

10-11-84

10-31-84 (PAGE 3) o
NDA'S APPROVED FROM TAIAS2 TO
TABLEIV.



TABLE IV,
103184 (PAGE 4)

NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)

AMINO Aclos; 0EXTRosE
5.5% 25%

AMINO ACIDS; DEXTROSE
4.25% 25%

AMINO ACIDS;

MAGNESIUM ACETATE;
PHOSPHORIC ACID;
POTASSIUM ACETATE;
SODIUM CHLORIDE.

3.5%; 2IMGIOOML;
4OMG/I00ML; RSMG/IOOML;
234MG/I0OML

AMINO ACIDS;

MAGNESIUM ACETATE;
PHOSPHORIC ACID;
POTASSIUM ACETATE;
SODIUM CHLORIDE

3.5% 2IMG/0OML; 40MG/I0OML;
DSMGIOOML; 234MGIOOML
AMINOACETIC ACID
LSGM/I0OML
AMINOCAPROIC ACID
250MG/ML
AMINOPHYLLINE
300MG/SML

AMRINONE LACTATE

EO 5MG BASE/ML

TRADE NAME

(DOSAGE FORM; ROUTE)
AMINOSYN 3.5% W/
DEXTROSE 25% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTIODe)
ANINosYN 4.25% W/
DEXTROSE 25% DY
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M IN|
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M [Dee
PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOACETIC ACID 1.5% IN
PLASTIC CONTAINER
(SOLUTION: IRRIGATION)
AMINOCAPROIC ACID
(INJECTABLE; INJECTION)
SOMOPHYLLIN

(ENEMA; RECTAL)

INOCOR

(INJECTABLE; ID@JECTION)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
ELKINS-SINNAHROBIDGeS
FISONS

WINTHROP LABS/STERL
DDA f

APPROVAL DATE

19-118

07-31-84



ACTIVE INGREDIEDT(S)
STRENGTH(S)
ASPIRIN; CAFFEID@E;
DIHYDROCODEINE BITARTRATE
356.4MG; 30MG; 16MG
ASPIRIDce; CAFFEIDGE;
ORPHED@ADRIDGE CITRATE
385MG; 30MG; 25MG
ASPIRIP; CAFFEIDE;
ORPHEDGADRIDGE CITRATE
770MG; 60MG; SOMG
ASPIRIDe; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE.
389MG; 32.4MG; 32MG
ASPIRIDee; CAFFEIDGE;
PROPOXYPHEP«E HYDROCHLORIDE
389MG; 32.4MG; 65MG
ASPIRIN; CARISOPRODOL
325MG; 200MG
ASPIRIDe; CARISOPRODOL;
CODEID«E PHOSPHATE
325MG; 200MG; I6MG
ASPIRIDc; MEPROBAMATE
325MG; 200MG
ATED@OLOL; CHLORTHALIDONE
I00MG; 25MG
ATEP@OLOL; CHLORTHALIDOP«E
S0MG; 25MG
ATRACURIUM BESYLATE
IOMG/ML
TRADE DeAME
(DOSAGE FORM; ROUTE)
SYD@ALGOS-DC
(CAPSULE; ORAL)
DeORGESIC
(TABLET; ORAL)
NORGESIC FORTE
(TABLET; ORAL)
DARVOD@ COMPOUD@D
(CAPSULE; ORAL)
DDARVOe COMPOUND-65
(CAPSULE; ORAL)
SOMA COMPOUPaD
(TABLET; ORAL)
SOMA COMPOUBeD W/ CODEINE

)

(TABLET; ORAL)
TENORETIC 100
(TABLET; ORAL)
TED®ORETIC 50
(TABLET; ORAL)
TRACRIUM
(INJECTABLE; INJECTION)
APPLICANT DeeAME

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

ELI LILLY INDSTRS/PR
ELI LILLY INDSTRS/PR
WALLACE PHARMS/C-W
WALLACE PHARMS/C-W
WYETH LABS/AMHO
STUART PHARMS/ICIAM
STUART PHARMS/ICIAM
BURROUGHS WELLCOME
DDA f

APPROVAL DATE

11483

112383

10-31-84 (PAGE 5)

DeDA'S APPROVED FROM 1-1-82 TO
TABLEIV.



v,
10-31-84 (PAGE 6)

NDA'S APPROVED FROMIAIAS2 D¢0
ACTIVE INGREDIENT(S)
STRENGTH(S)

MALEATE;
PSEUDOEPHEDRINE SULFATE
IMG; 20MG
BACLOFEN

20MG
BENDROFLUMETHIAZIDE; NADOLOL

SMG; 40MG
BENDROFLUMETHIAZIDE; NADOLOL
SMG; SOMG
BENTIROMIDE
S00MGTT.SML

'AMETHASONE DIPROPIONATE.
EO 0.05% BASE.
BETAMETHASONE DIPROPIONATE
EO0.05% BASE
'BETAMETHASONE DIPROPIONATE.
EO0.05% BASE
BETAMETHASONE DIPROPIONATE
EO0.05% BASE
BET/ ONE DIPROPIONATE
E0 0.05% BAS
'BETAMETHASONE DIPROPIONATE.
EO0.05% BASE
BETAMETHASONE DIPROPIONATE
EQ0.05% BASE
BETAMETHASONE DIPROPIOD@ATE;

CLOTRIMAZOLE
EO 005% BASE; 1%
TRADI

(DOSAGE FORM; ROUTE)
TRINALIN

(TABLET, CONTROLLED
RELEASE; ORAL)
LIORESAL DS

(TABLET; ORAL)
CORZIDE,

(TABLET; ORAL)
CORZIDE,

(TABLET; ORAL)
CHYMEX

(SOLUTION; ORAL)
DIPROLENE
(OINTMEDGT; TOPICAL)
INE DIPROPIONATE

(CREAM: TOPICAL)
BETAMETHASONE DIPROPIONATE
(CREAM: TOPICAL)
ALPHATREX
(CREAM TOPICAL)
'BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

'AMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)
ALPHATREX
(OINTMENT; TOPICAL)
LOTRISONE
(CREAM: TOPICAL)
APPLICADGT NAME



ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASO!
EO0.1% BASE
BETAMETHASO!

VALERATE
VALERATE

MESYLATE

‘TRADE NAME

(DOSAGE FORM; ROUTE)
BETA-VAL
(CREAME TOPICAL)
BETADERM

BETAMETHASC
(CREAM: TOPICAL)
(CREAM, TOPICAL)
BETATREX

(OINTMENT; TOPICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOP ICAL)
BETAMETHASONE VALERATE
(OINTMENT; TOPICAL)

BE] NE VALERATE
(LOTION; TOPICAL)
BETATREX

(LOTION; TOPICAL)
AMETHASONE VALERATE
(LOTION; TOPICAL)
IDEL

(CAPSULE; ORAL)
APPLICANT NAME

[t
10A31-84 (PAGE 7)
NDA'S APPROVED FROM I-1-82 70



TABLE IV,
103184 (PAGE 8)

NDA'S APPROVED FROM
1-1-82 TO

ACTIVE INGREDIENT(S)
STRENGTH(S)

HYDROCHLORIDE;

‘CODEINE PHOSPHATE

12.5MG/SML; 10MG/SML
BROMPHENIRAMINE MALEATE;
CCODEINE PHOSPHATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE

2MG/SML; I0MG/SML;

12.5MG/SML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; IOMG/SML; 30MG/SML
BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; IOMG/SML; 30MG/SML.
BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE

4MG/SML; 25MG/SML
BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE

(DOSAGE FORM; ROUTE)

AMBENYL

(SYRUP; ORAL)

DIMETANE-DC

(SYRUP; ORAL)
IMETANE-DX

(SYRUP; ORAL)

ELIXIR DIMETAPP
(ELIXIR; ORAL)
DIMETAPP

(TABLET, CONTROLLED
RELEASE; ORAL)
(TABLET; ORAL)
BUMEX

(TABLET; ORAL)
APPLICADeT NAME
MARION LABORATORIES
AH ROBINS

AH ROBINS

AH ROBINS

AHROBINS

AH ROBINS
HOFFMANN-LA ROCHE.
HOFFMANN-LA ROCHE
DaDA T

APPROVAL DATE

18-225
022883



98-92-80
10881
{8-11-10
692-81
2820A60
POA-BL
A8A20A60
709-81
78-70-90
26981

92281
31V0 1V/0888V
V0D
8SOH DV/DeV90D™ PV
8SOH D'V/MV0D™ DV
80088 D'BVHS V8ISV
80088 DSVHS V818V
9Dl 18318/88V1 D388
3P008 VIANDeVD330H
3D°VDee 1DEVO1 188V
(1V3Da01 1838V81Dal sNO11010S)
83Dl V1D« 0118VI8

Deel AOE 38081D¥30
/Dee 31V81Da30Da0 31AIVI0
(Pa01103D*Peel s318V103D* Dael)
83Dl VIDa00 0118V18 Pecl
39 35081D¥30 /Dae 3 31A1081
(Dax01103D" Deel $318V103D* Dael)
3Dl VOS0SPa3’
(Pa01103D"Peel s318V103DPael)
3Dl VOS0SDae3§
(Da01103D" Deel s318V103D* Deel)
1VDeel88 3Deel VOSVD™
(Da01103D" Peel $318VIOA' D" Deel)
DY3D08
(31008 D803 39VS00)
3D"VDee 30V81
1D°001/D°99'%6
SID001/D™926 s1D"00I9D002
SAIOOVIAI9OS s1D°0019D0IS
301801D0 D01008
SIVI30V D0I00S
$301801D0 DOIS3Da9VD”
SISOBIX30 s301801HO D0I01V0
1D°001/9D71
SID001/9D°009 s1mIO0V9P0TQ
SID"O0LIAITI s1D°00V9D™OF
STInIOOVTI9S sTAIOOV9D™VE
31V8110 D0I00S
$3018P71D0 P01008
SELLVI3OV D0100S
$301801D0 D 0ISSVIO08
$301801D0 D 0IS3PE9VD*
$3SOBIX30 s301801H0 D0I01VO
1D79DIA 000 s%91'0
31VBISVIIS 3Dl 8D83Dee83
$30801DOOSOAH 3Dcel VOV 1808
1D79D16000 s%93€°0
31V8ISVIIS 3Dl $D83Deel83
$301801DOOSOAH 3Dcel VOV 1808
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38081D¥30
$301801DOOSOAH 3Dcel VOV 1808
1D79D920
301D@VI3D08
($)D19Da38I8
(8)1Da310389Dl D110V
(639V8) 78-1901
"M3I8VI
Ol 28-1-1 D'O83 03" 0888V SIVODa



TABLE IV,
10-31-84 (PAGE 10)

NDA'S APPROVED FROM 1-1-82 B¢
ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE
SIOMG/IOOML; S0GM/IOOML;
200MG/IOOML; 9.2GM/IOOML;
9.6GM/I0OML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE
510MG/IOOML; BOGM/IOOML;
200MG/IOOML; 9.4GM/IOOML;
1IGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE
SIOMG/IOOML; SOGM/IOOML;
200MG/IOOML; 9.4GM/IOOML;
1IGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE;

SODIUM LACTATE
25.7MG/IOOML; 1.5GM/IOOML;
5.08MG/IOOML; 538MG/IOOML;
448MG/I0OML

TRADE PeAME

(DOSAGE FORM; ROUTE)
DIALYTE CONCENTRATE W/
DEXTROSE 50% [P

PLASTIC CONTAINER
(SOLUTIOPGe; INTRAPERITONEAL)
DIALYTE CONCENTRATE W/
DEXTROSE 30% IN

PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE CONCENTRATE W/
DEXTROSE 50% IN

PLASTIC CONTAINER
(SOLUTION; INTRAPERITOBGeEAL)
INPERSOL-LM W/ DEXTROSE
1.5% IN PLASTIC coNTAINER
(SOLUTION; INTRAPERITODGeEAL)
APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

NDA AY

APPROVAL DATE

18A807

08-26-83

18-807

08-26-83

18-807

08-26-83

18-379

07A07A82



78-02-10
968-81
98-10-20
999-81
28-20-11
097-81
28-10-10
619-81
28-10-10
619-81
31V0 1VAO888V

831801VBOSVI 11088V
88V1 10Da3 VR

880D DV/MV90D" D'V
831801VBOSVI 11088V
831801VB08V1 11088V

3D"VDee 1DEVO1 188V
(De01103D* Deel $318V103D* Deel)
83Dce] VIDa0 0118VI8

Dael 831A10810313 Dl
(Pa01103D"Peel s318V103D*Dael)
83Dl VIDeOO 0118V18 Peel
81839Dcel8 0DV f2 38081D¥30
(1V3Da0! 1838VR1D@l sD@O110108)
83Dl VIDe00 0118V18 Deel

392 38081D¥30 /Doe 31A1VI0
(1V3Da01 1838V81Dael sD&O110108)
83Dl VIDa00 0118VIS Deel 5927
38081D¥30 /Dee D™1-108838D el
(1V3De01 1838V8 1Dl sDeOl1010S)
83Dl VIDe00 0118V18 Deel 192
38081D¥30 /Dee D™1-108838Dcel
(31008.5D°803 39V800)

3D"VDe 30V81

1D79D™191

SIVI9IAIRI SID79D 971
SIDY9D792 1D 79D 991
3018010 D0I00S

sA%l1VI308 D0I00S

$301801HO D OISSVIOR

$301801H0 D0183Pa9VD"
sBOISOIDO D OI01VO
1D°001/9D°098 51D001/9D 0.
SID00VD™9S s1mIOOL9DEE
3018010 D0I00S

$301801D0 D0ISSDE108
$38081DY30 s301801D0 D 0I01VO
1D°00I9D"0AE
SID00L9D™00S 51D"00L9P'S
SID00VD™SQ2 s1D"00I9D'Q2
31VI0VI D01008

$301801H0 D0I00S

53018010 D 0183Da9VD™
SISORIX30 s301801D0 DOI01VO
1D°001/9D877

S1D001/9D™899 s1D001/9D80'9
SID00/D™952'7 s1D"00L9D™1'S2
31V1081 D01008

$301801H0 P0I00S

$301801D0 D 0IS3PE9IVD
$3S081X30 s301801HO D0I01V0
iwool/owevy

fiwool/oweAs siwool/eweo'g
siwool/wo9'z siwool/owl'zz

31V10V1 wnloos

saoluoiuo wnloos

saoluoiwo wnlsaNovw

sasoulN...an fdluoiuo wnloivo
($)D19Da381S

(8)1Da310389Dcel 31110V

(11 39V8) 78-1901

WDI3ISVI

01 28-1-1 D083 030888V 81V0Da



TABLE IV,
TO 1031-84 (PAGE 12)

NDA'S APPROVED FROM 1-1-82
ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE;
MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE;

SODIUM CITRATE
35MG/I0OML: 30MG/I0OML;
74MG/I0OML; 640MG/IOOML;
S00MG/I00ML; 74AMG/I00ML
CALCIUM CHLORIDE;
MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE.
17.6MG/IOOML: 325 3MG/IOOML;
119.3MG/I00ML; 643MG/I0OML
CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE
20MG/I0OML: 30MG/I0OML;
380MG/I0OML; 600MG/IOOML
CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE.
33MG/I0OML: 30MG/I00ML;
$60MG/I0OML

CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;
SODIUM CHLORIDE.
33MG/I0OML; 30MG/I0OML;
860MG/I0OML

TRADE NAME

(DOSAGE FORM;

ROUTE)

ISOLYTE E IN

CONTAINER

(INJECTABLE;

PLEGISOL IN P

LASTIC

(SOLUTION; PERFUSION,
CARDIAC)

ACETATED RINGER'S IN
PLASTIC CONTAINER
(INJECTABLE;
INIECTION)

RINGER'S IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)
RINGER'S IN PLASTIC
CONTAINER
(INJECTABLE;
INJECTION)
APPLICADaT NAME

AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS

AM MCGAW/AM HOSP
DaDA f

APPROVAL DATE

18A899
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TABLE IV,
1031-84 (PAGE 14)

NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)

CHENODIOL

250MG

CHLORDIAZEPOXIDE

30MG

CHLORTHALIDONE;

CLONIDINE HYDROCHLORIDE
I5MG; 0.3MG

CHYMOPAPAIN

10,000 UNITS/VIAL

CHYMOPAPAIN

12,500 UNITS/VIAL

cleLoPIRox oLAMINE

1%

CIMETIDINE

400MG

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/I0OML: 380MG/I0OML;
430MG/I0OML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/I0OML; 380MG/I0OML;
430MG/I0OML

TRADE NAME

(DOSAGE FORM: ROUTE)
CHENIX

(TABLET; ORAL)

LIBRELEASE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

COMBIPRES

(TABLET; ORAL)
CHYMODIACTIN
(INJECTABLE; INJECTION)
DISCASE

(INJECTABLE; INJECTIODe)
CHYMODIACTIN
(INJECTABLE; INJECTION)
LOPROX

(CREAM; TOPICAL)
TAGAMET

(TABLET; ORAL)
IRRIGATING SOLUTIOP@ G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGIC G IN PLASTIC
CONTAINER

(SOLUTION; IRRIGATIOPe)
APPLICADeT NAME
ROWELL LABORATORIES
HOFFMAPPe-LA ROCHE
BOEHRIDG:GER IDeGELHEIM
SMITH LABORATORIES
TRAVENOL LABS

SMITH LABORATORIES
HOECHST-ROUSSEL

SK&F LAB

TRAVENOL LABS

ABBOTT LABORATORIES
DDA f

APPROVAL DATE

18513

05-27-83



ACTIVE IDeGREDIEDGT(S)
STRED@GTH(S)
CLEMASTIDE FUMARATE;
PHEP®YLPROPADOLAMID®E
HYDROCHLORIDE

EO IMG BASE; 75MG
CLOMIPHEDGE CITRATE

SOMG
CLOPIDIDeE
2.5MG

CLONIDID&E.
7.5MG

CLOTRIMAZOLE.

I0MG

CLOTRIMAZOLE

%

CODEIDE PHOSPHATE;
PHEDYLEPHRIDGE HYDROCHLORIDE;
PROMETHAZIDE HYDROCHLORIDE
IOMG/SML; SMG/SML; 6.2SMG/SML
CODEIDE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
IOMG/SML; 6.25MG/SML

TRADE DeAME

(DOSAGE FORM; ROUTE)

TAVIST D

(TABLET, COD@TROLLED
RELEASE; ORAL)

CLOMIPHED@E CITRATE
(TABLET; ORAL)
CATAPRES-TTS-|

(FILM, COP&TROLLED

RELEASE; PERCUTANEOUS)
CATAPRESATTSA2

(FILM, COPTROLLED

RELEASE; PERCUTAD®EOUS)
CATAPRES-TTS-3

(FILM, CONTROLLED

RELEASE; PERCUT AD@EOUS)
MYCELEX

(TROCHE/LOZEDaGE; ORAL)
LOTRIMIDe

(LOTIOPae; TOPICAL)
PHENERGADee VC W/ CODEIDGeE:
(SYRUP; ORAL)

PHENERGAD@ W/ CODEIDE
(SYRUP; ORAL)

APPLICANT NAME

DORSEY LABS/SANDOZ
PLADGTEX/IKAPHARM
BOEHRID®GER ID@GELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

MILES PHARMS/MILES
SCHERIDRG

WYETH LABS/AMHO

WYETH LABS/AMHO

NDA #
APPROVAL DATE
18A298

04-02-84

10-31-84 (PAGE I5)

DeDA'S APPROVED FROM 1-1-82 TO
TABLE IV.



TABLE 1V,

NDA'S APPROVED FROM I1-1-82 TO 10-31-84 (PAGE 16}

ACTIVE INGREDIENTI(S)
STRENGTHA(S)

CODE INE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
10MG/SML; 30MG/5ML; |.25MG/5ML

CROMOLYN S0D UM
10MG/ML

CROMOLYN SODIUM
ag

CROMOLYN $0D 1UM
4%

CYCLOPHOSPHAMIDE
1GM/VIAL

CYCLOPHOSPHAMIDE
2GM/VIAL

DES IPRAMINE HYDROCHLORIDE
10MG

DESMOPRESSIN ACETATE
0«004MG/ML

DESOX IMETASONE
0.05%

DESOX IMETASONE
0.25%

DEXAMETHASONE
6MG

DEXTROMETHORPHAN HYDROBROM IDE;
PROMETHAZ INE HYDROCHLORIDE

I15MG/5ML; 6.25MG/5ML G

TRADE NAME

(DOSAGE FORM; ROUTE)

ACTIFED W/ CODEINE
{SYRUP; ORAL}

INTAL
(SOLUTION; INHALATION)

NASALCROM
(SOLUTION; NASAL)

OPT I CROM
(SOLUTION; OPTHALMIC)

CYTOXAN
(INJECTABLE; INJEGTION)

CYTOXAN
CINJECTABLE; INJECTION)

NORPRAM IN
(TABLET; ORAL?

DDAVP
(INJECTABLE; INJECTION)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

PHENERGAN W/
DEXTROME THORPHAN
(SYRUW: ORAL)

8@

APPL ICANT NAME

BURROUGHS WELLCOME

F ISONS

F ISONS

FI1SONS

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

MERRELL DOW/DOW CHEM

ARMOUR PHARM

HOECHST=ROUSSEL

HOECHST-ROUSSEL

M5&0/MERGK

WYETH LABS/AMHO

NDA #
APPROYAL DATE

12-575
04-04-84

18-596
05-28-82

18-306
03-18-83

18-155
10-03~-84

12-142
08~-30-82

12-142
08-30-82

14-38%
02=-11-82

18-938
03-30-84

18=586
03-29-82

18-763
10-03=-83

11-664
07=-30-82

11-265
04-02-84



ACTIVE INGREDIENT(S) TRADE NAME APPLICAP®T NAME D&DA f.Q//f
STRENGTH<S> (DOSAGE FORM; ROUTE) APPROVAL DATE

DExTRosE DExTRosE 70% Do PLASTIC ABBOTT LABORATORIES 18-561
ToGM/IooML CONTAINER 03-23-82

(IDeJECTABLE; ID&JECTIODx)

DExTR0SE DExTRosE 40z [P PLASTIC ABBOTT LABoRAToRIEs 18-562
40cM/looML COPeTAID&ER D 03-23-82

(INJECTABLE; ID®JECTloDc)

DExTRosE DExTRosE 50% [Pce PLASTIC ABBOTT LABoRAToRIEs 18-563
50eM/looML CoNTAINER D¥%3-23-D?2

(INJECTABLE; IDeJECTIOD)

DExTRosE DEXTROSE 20% Do PLASTIC ABBOTT LABoRAToRIEs 18-564
20GM/IOOML CONTAINER 03A23A82

(INJECTABLE; IDeeJEcTIoDce)

DExTRoSE DExTRosE 60% IDe PLASTIC TRAVENOL LABS 17A521
A*0GM/IOOML CONTAINER O3A26A82

(INJECTABLE; ID®JECTIOD)

DExTRosE DExTRosE 70% [P PLASTIC TRAVED@OL LABs [7A521
ToGM/looML COPeTAID®&ER 03-26-82

P* (IPeJECTABLE; INJECTION)

DExTRoSE DExTRosE D?P%; . PPe MCCAw/AM HOSP JT-995

60GN/looML (IPeJECTABLE; IDeJECTION) 09-22A82

DExTRosE DExTRosE 5; IDee PLASTIC ABBOTT LABORATORIES 19A222
50MB/ML -COPTAIP®ER ' N, 07-13-84

(INJECTABLE; IP®JECTIOD)

DExTRosE DExTRosE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923
58.5GM/looML COP@TAIDEER 09-19-84

(IPeJECTABLE; INJECTIODc)

DExTRosE; DoPAMID&E DoPAMID&E NCL ABBOTT LABORATORIES 18-132
HYDROCHLORIDE (INJECTABLE; ID@JECTIODe) 02-04-82

5GM/IOOML;

BOMG/ 1 00ML

TABLE IV. NDA'S APPROVED FROM IAIA82 T0 10-31-84 (PAGE I7) e



TABLE IV.

10-31-84 (PAGE 18)

NDA'S APPROVED FROM 1-1-82 B¢0
ACTIVE IDeGREDIEDGT(S)
STREDaeGTH(S)

DEXTROSE; DOPAMIDeE
HYDROCHLORIDE
SGM/IOOML; I60MG/I0OML.
DEXTROSE; DOPAMINE
HYDROCHLORIDE
SGM/IOOML; 8OMG/I00ML
DEXTROSE; DOPAMINE
HYDROCHLORIDE
SGM/IOOML; 160MG/IOOML
DEXTROSE; DOPAMINE
HYDROCHLORIDE
SGM/IOOML; SZOMG/IOOML
DEXTROSE; HEPARIN SODIUM
SGM/IOOML; 4,000 UNITS/IOOML
DEXTROSE; LIDOCAINE
HYDROCHLORIDE
SGM/I0OML; 80OMG/TOOML.
DEXTROSE; LIDOCAINE
HYDROCHLORIDE
SGM/IOOML; 800MG/IOOML
DEXTROSE; LIDOCAID®E
HYDROCHLORIDE
SGM/IOOML; 200MG/IOOML
TRADE NAME

(DOSAGE FORM; ROUTE)
DOPAMINE HCL
(INJECTABLE; IDaJECTIODe)
DOPAMINE HCL IPce PLASTIC
CCONTAINER

(INJECTABLE; IDeeJECTION)
'DOPAMINE HCL IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)
DOPAMINE HCL IN PLASTIC
CONTAINER

(INJECTABLE; INJECTIODae)
HEPARIN SODIUM 20,000
UNITS AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTIOPe)
LIDOCAINE HCL 0.81 ADceD
DEXTROSE 55 1Dce PLASTIC
CCONTAINER

(INJECTABLE; INJECTIOPe)
LIDOCAINE HCL 0.85 1Dae
DEXTROSE 53 1Da PLASTIC
CONTAIDeER
(ID@JECTABLE; ID@IECTIOD)
LIDOCAIDeE HCL 0.21 AD@D
DEXTROSE 53 1Dce PLASTIC
CONTAIDeER
(IDeJECTABLE; ID@JECTION)
APPLICADGT DeeAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENOL LABS
TRAVED@OL LABS

ABBOTT LABORATORIES
AM MCGAW/AM HOSP

NDA f

APPROVAL DATE

I8AI32

03-30-84



ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; LIDOCAIDGE

HYDROCHLORIDE

SGM/IOOML; 400MG/IOOML

DEXTROSE; LIDOCAINE

HYDROCHLORIDE

SGM/IOOML; 8O0OMG/I0OML

DEXTROSE; POTASSIUM CHLORIDE

SGM/IOOML: 7SMG/I0OML

DEXTROSE; POTASSIUM CHLORIDE

SGM/IOOML; ISOMG/I00OML

DEXTROSE; POTASSIUM CHLORIDE

SGM/IOOML; 220MG/IOOML

TRADE NAME APPLICANT NAME

(DOSAGE FORM; ROUTE)

LIDOCAIDGE HCL 0.4% ADeeD AM MCGAW/AM HOSP
DEXTROSE 55 IN PLASTIC

COP&TAID@ER

(IDeJECTABLE; INJECTIOD)

LIDOCAIDGE HCL O.85 ADeD AM MCCAW/AM HOSP
DEXTROSE 5% IN PLASTIC

COPTAID@ER

(INJECTABLE: ID@ECTIODe)

DEXTROSE 5% ADD POTASSIUM AM MCCAW/AM HOSP
CHLORIDE 0.0751 IN PLASTIC

CONTAINER

(INJECTABLE; ID@ECTIOD)

DEXTROSE 51 ADeD POTASSIUM AM MCGAW/AM HOSP
CHLORIDE 0.15$ 1D PLASTIC

CONTAIDGER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND POTASSIUM AM MCGAW/AM HOSP
CHLORIDE 0.22% IN PLASTIC

CODGTAID@ER

(ID@IECTABLE; ID@IECTIOD)

DEXTROSE 5x ADceD POTASSIUM AM MCCAW/AM HOSP
DEXTROSE; POTASSIUM CHLORIDE

SGM/IOOML; BOOMG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;

POTASSIUM PHOSPHATE,

MONOBASIC; SODIUM CHLORIDE;

SODIUM LACTATE

BGM/IOOML; 20SMG/I0OML;

I00MG/IOOML; IZOMG/I0OML;

220MG/0OML

CHLORIDE 0A3$ IDce PLASTIC

COD@TAINER

(ID@ECTABLE; INJECTIOPe)

DEXTROSE 51 AND

ELECTROLYTE N0 75 IN

PLASTIC CONTAID@ER

(IDRJECTABLE; ID@JECTIOP)

TRAVEDGOL LABS

NDA f
APPROVAL DATE
I8A967

TABLE Iv. DeDA'S APPROVED FROM 1-1-82 N,D% 10-31A84 (PAGE 19)



TABLE IV,
(PAGE 20)

NDA'S APPROVED FROM 1-1-82 TO
103184

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/I0OML; 75MG/IOOML;
B3OMG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SOM/IOOML; ISOMG/IOOML;
330MGIOOML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SGM/IOOML; 224MG/I00ML;
330MG0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SGM/I0OML; ISOMG/IOOML;
330MG/0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

EGM/IOOML: 75MG/I0OML;
BBOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/I0OML; BOOMG/IOOML;
330MG/0OML

TRADE NAME

(DOSAGE FORM: ROUTE)

POTASSIUM CHLORIDE SMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIODee)
DEXTROSE 5% SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE IOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% SODIUM
CHLORIDE 0.33% ANO
POTASSIUM CHLORIDE ISMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE ZOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE I0MD+0
IN PLASTIC CONTAINER
(INJECTABLE; ID@JECTION)
DEXTROSE 5% SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 20MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL

TRAVED@OL

TRAVED@OL

TRAVEDaOL

TRAVEDGOL

TRAVENOL

APPLICADeT NAME

LABS

DDA
APPROVAL DATE

18A629
03-23-82



ACTIVE INGREDIENT(S)
STRENGTH(S

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; 224MG/IOOML;
BBOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; BOOMG/IOOML;
330MG/I0OOML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; ISOMG/IOOML;
450MG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SOM/IOOML; 224MG/IOOML;
450MG/IOOML.

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; 300MG/IOOML;
450MG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; ISOMG/I00ML;
450MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)
DEXTROSE 5%, SODIUM

CHLORIDE 0.33% ANO

POTASSIUM CHLORIDE 30MEQ

IN PLASTIC CONTAIDeER
(INJECTABLE; INJECTIODce)
DEXTROSE 51, SODIUM

CHLORIDE 0.33% AND

POTASSIUM CHLORIDE 4OMEO

IN PLASTIC COPceT AIDeER
(INJECTABLE; INJECTION)
DEXTROSE 55, SODIUM

CHLORIDE 0.455 ADaD

POTASSIUM CHLORIDE 10DeD+0

IN PLASTIC CODeTAINER
(INJECTABLE; ID@JECTIODce)
DEXTROSE 55, SODIUM

‘CHLORIDE 0.455 AD@D

POTASSIUM CHLORIDE 15D&b+0
1Dae PLASTIC CODaeTAINER
(INJECTABLE; INJECTIOP@)
DEXTROSE 55, SODIUM

‘CHLORIDE 0.455 AND

POTASSIUM CHLORIDE 20D&D+0
1Pa PLASTIC COPaTAIDGER
(INJECTABLE; ID@JECTIODe)
DEXTROSE 55, SODIUM

‘CHLORIDE 0.455 AD&D

POTASSIUM CHLORIDE 20D&D+0
1Dae PLASTIC COPaeTAIDGER
(ID@JECTABLE; ID@IECTION)
APPLICANT NAME

TRAVED&OL LABS

TRAVENOL LABS

TRAVED@OL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVEDaOL LABS

NDA #

APPROVAL DATE

02-10-83

10-31-84 (PAGE 21)

NDA'S APPROVED FROM 1-1-82 B¢0
TABLE IV.



TABLE
(PAGE 22) -

NDA'S APPROVED FROM IAIAS2 TO
103184

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/IOOML; 224MG/I00ML;
450MG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SGM/I0OML; 300MG/IOOML;
450MG/I0OML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SOM/IOOML; I50MG/IOOML;
200MG/I00ML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE.

SGM/I0OML; 224MG/IOOML;
200MG/I00ML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/I0OML; | B*DzDaby/ IDDDel :
200MG/I00ML

DEXTROSE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE

SGM/I0OML; 224MG/IOOML;
200MG/I00ML

TRADE NAME

(DOSAGE FORM: ROUTE)
DEXTROSE 5% SODIUM

CHLORIDE 0.45% AND

DEXTROSE 5% SODIUM
CHLORIDE 0.455 AND
POTASSIUM CHLORIDE 40MP-Q
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 10MP+Q
1Da PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5%, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE ISMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 55, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 20Docb+0
1Da PLASTIC CONTAINER
(INJECTABLE; INJECTION)
DEXTROSE 5% SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 30MP-O
1Da PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

APPLICANT NAME

LABS

DDA
APPROVAL DATE
18-566

02-10-83

18566

02-10-83

18-567

02-16-83
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TABLE IV,
1031-84 (PAGE 24)

NDA'S APPROVED FROM 1-1-82
To

ACTIVE IDeGREDIEDGT(S)
STRED@GTH(S)
DIFLUD@ISAL

500MG

DIGOXIDee

02MG

DIGOXIDee

0.05MG

DIGOXIDee

0-IMG

DILTIAZEM HYDROCHLORIDE
JOMG

DILTIAZEM HYDROCHLORIDE
6OMG

DISOPYRAMIDE PHOSPHATE
EO I00MG BASE
DISOPYRAMIDE PHOSPHATE
EO 150MG BASE

D I vALPROEx SOD 1 UM

EO 250MG BASE
DIVALPROEX SODIUM

EO 500MG BASE

DDOPAMINE HYDROCHLORIDE
BOMG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)
DOLOBID

(TABLET; ORAL)
LANOXICAPS

(CAPSULE; ORAL)

CARDIZEM

(TABLET; ORAL)

CARDIZEM

(TABLET; ORAL)

NORPACE CR

(CAPSULE, CONTROLLED

RELEASE; ORAL)

NORPACE CR

(CAPSULE, CONTROLLED
E: ORAL)

DEPAKOTE
(TABLET, ENTERIC COATED;
)

DEPAKOTE

(TABLET, ENTERIC COATED;
ORAL)

DOPAMINE

(INJECTABLE; INJECTION)
APPLICANT NAME
MS&DMERCK
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
MARION LABORATORIES
MARIOP LABORATORIES
SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ELKINS-SIDe:N/AHROBINS
DDA #

B

18445

18-398
032282



ACTIVE INGREDIENT(S)

STRENGTH(S)

DOPAMINE HYDROCHLORIDE
MGML.

BO)
DOPAMINE HYDROCHLORIDE.
4OMGML

DDOPAMINE HYDROCHLORIDE
4OMGML

ECONAZOLE NITRATE

1%

ERGOLOID MESYLATES

IMG

ESTROGENS, CONJUGATED
09MG

ETHINYL ESTRADIOL;

0.03MG; 0.15MG
ETHINYL ESTRADIOL;
NORETHINDRONE.
0.035MG; 0.5MG AND IMG.
ETHINYL ESTRADIOL:
NORETHINDRONE
0.035Pae6; 0.5MG ADeD IMG
ETHINYL ESTRADIOL;
NORETHINDRONE.
0.035MD; O.5MG, 0.75MG
IMG

TRADE NAME
(DOSAGE FORM; ROUTE)
DOPAMIDGE HCL
(INJECTABLE: INJECTIOD )
DOPAMIDGE HCL
(IDWIECTABLE; ID@JECTIOD®)
DOPAMIDGE
(INJECTABLE; INJECTIOD )
SPECTAZOLE

TOPICAL)
HYDERGINE LC
(CAPSULE: ORAL)
PREMARIN

10-31-84 (PAGE 25) o
DDA’ APPROVED FROMIAIAS2 TO
TABLEIV.



TABLE IV.
10-31-84 (PAGE 26)
NDA'S APPROVED FROM 1-1-82 B¢P2
ACTIVE IDeGREDIENT(S)
STRENGTH(S)
ETHINYL ESTRADIOL;
PD@ORETHINDRONE
0.035MG; 0.5MG, 0.75MG

G

ETHINYL ESTRADIOL;
NORETHINDRONE
0.035MG; 0.5MGAND IMG
ETHID@YL ESTRADIOL;
DeORETHIDEDRODeE
0.035MG; 0.5MG AND IMG
ETHINYL ESTRADIOL;
NORETHID@&DROPE
0.035MG; 0.5MG AbaeD IMG
ETHINYL ESTRADIOL;
NORETHIDeDROPE
0.035MG; 0.5MG AND IMG
ETOMIDATE

FEDaTANYL CITRATE
E0 0.05MG BASE/ML
TRADE NAME
(DOSAGE FORM; ROUTE)
ORTHONOVUM 7/7/7-28
(TABLET; ORAL-28)
ORTHO-NOVUM 7/14-21
(TABLET; ORAL-2I)
ORTHO-NOVUM 7/14-28
(TABLET; ORAL-28)
TRINORINYL 21ADAY
(TABLET; ORAL-2I)
TRINORINYL 28-DAY
(TABLET; ORAL-28)
AMIDATE
(INJECTABLE; ID@IECTION)
HYPNOMIDATE
(INJECTABLE; INJECTIODe)
E

S|
(INJECTABLE; INJECTION)
PONDIMIN

(TABLET, CONTROLLED
RELEASE; ORAL)
FENTANYL

(INJECTABLE; ID@IECTION)
APPLICANT NAME

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
SYPTEX (FP)

SYNTEX (FP)

ABBOTT LABORATORIES
JANSSED@ PHARMA
BRISTOL LABS/B-M

AH ROBIDaS
ELKIDGS-SINNAHROBINS

NDA
APPROVAL DATE
18-985

19-101
07-11-84
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NDA'S APPROVED FROMIAIAS2 TO
I0A3IAS4 (PAGE 28)

ACTIVE INGREDIENT(S)
STRENGTH(S)

FUROSEMIDE

40MG
FUROSEMIDE
20MG

FUROSEMIDE
TOMGML

FUROSEMIDE

Z0MG

TRADE DaeAME
(DOSAGE FORM; ROUTE)

(TABLET; ORAL)
FUROSEMIDE

(TABLET: ORAL)
FUROSEMIDE

(TABLET; ORAL)
FUROSEMIDE

(TABLET; ORAL)
FUROSEMIDE

(TABLET; ORAL)

FUROSEN

(INJECTABLE; INJECTION)
FUROSEMIDE

(TABLET ORAL)
(TABLET: ORAL)
FUROSEMIDE
(INJECTABLE; INJECTION)
FUROSEMIDE

(TABLET, ORAL)
APPLICAD®T DaAME
SUPERPHARM

KALAPHARM

IDTL MEDICATIOD @ SYS.
INTL MEDICATION SYS
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ABLE IV,
10-31-84 (PAGE 30)
NDA'S APPROVED FROM
L1-§2D¢b7

ACTIVE INGREDIENT(S)
STRENG

FOSMG BASE
GUANADREL SULFATE.
10MG
GUANADREL SULFATE.
25MG:
HALOPERIDOL
HEPARIN SODIUM
10 UNITSML
HEPARIN SODIUM:
SODIUM CHLORIDE
200 UNITSTOOML;
900MGIOOML
HEPARIN SODIUM:
SODIUM CHLORIDE
200 UNITSIOOML;

MGIOOML
HEPARIN SODIUM:
SODIUM CHLORIDE
500 UNITSIOOML;
SOMGIOOML
HEPARIN SODIUM:
SODIUM CHLORIDE
1,000 UNITSIOOML;
900MGIOOML

E NAME
(DOSAGE FORM ROUTE)
WYTENSIN
(TABLET; ORAL)
WYTENSIN
(TABLET; ORAL)
IYLOREL

(TABLET: ORAL)
HYLOREL
(TABLET; ORAL)
HALDOL
(TABLET, ORAL)
HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)
HEPARIN SODIUM 1000 UNITS
ANO SODIUM CHLORIDE 0.9%
INPLASTICCONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM
20,000 UNITS AND
SODIUM CHLORIDE 09%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
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ABLE IV,
10-31-84 (PAGE 32)

NDA'S APPROVED FROMIAIA$2 TO
ACTIVE INGREDIENT(S)

5,000 UNITSTOOML;
OMGIOOML
HYDROCORTISONE ACETATE

01%
HYDROCORT I SONE VALERATE
02%

'HYDROMORPHONE HYDROCHLORIDE.
IOMGML.
IBUPROFEN

600MG
INDAPAMIDE

IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
HEPARIN SODIUM

25,000
IN SODIUM CHLORIDE 0%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

FO;
(AEROSOL; RECTAL)
LOCO!

(CREAM, TOPICAL)
(OINTMENT; TOPICAL)
(OINTMENT; TOPICAL)

DILAUDID-HP
(INJECTABLE; INJECTION)

RUFEN
(TABLET; ORAL)
LOZOL




ACTIVE INGREDIENT(S)
STRENGTH(S)

S0MG.
INDOMETHACIN
25MG.

INDOMETHACIN

S0MG

INDOMETHACIN
MG

28]
INDOMETHACIN

10MG
ISOTRETINOIDG
ISOTRETINOIP G
20MG

ATRADE DoeAME

(DOSAGE FORM; ROUTE)
IDaDOMETHACIDe

IDEDOCIPe

(SUPPOSITORY: RECTAL)
\CCUTAD

(CAPSULE; ORAL)

ACCUTADGE

(CAPSULE;ORAI

(CAPSULE: ORAL)
APPLICADT NAME
MYLADa PHARMS
ZED@ITH LABORATORIES

052883
10A3IAS4 (PAGE 33)
TAIAR T

A
DaDA'S APPROVED FROM



NDA'S APPROVED FROM 182 TO 1031:84 (PAGE 34)
ACTIVE INGREDIENT(S)
STRENGTH(S)

LABETALOL

200MG

LABETALOL

300MG
LABETALOL
400M(¢

HYDROCHLORIDE
HYDROCHLORIDE

LEUCOVORIN CALCIUM
EO 5MG BASE
LEUCOVORIN CALCIUM
EO 25MG BASE
LITHIUM CARBONATE
300MG

LITHIUM CARBONATE
450MG

LOPERAMIDE HYDROCHLORIDE
IMG/SML

(TABLET; ORAL)
WELLCOVORIN

(TABLET; ORAL)
WELLCOVORIN

(TABLET; ORAL)

LITHIUM CARBODGeATE
(TABLET; ORAL)

ESKALITH C}

(TABLET, COD@TROLLED
RELEASE; ORAL)

(SOLUTION; ORAL)
TRADE NAME APPLICANT NAME
(DOSAGE FORM; ROUTE)
NORMODYNE SCHERID@G
(TABLET; ORAL)
NORMODYNE SCHERID@G
(TABLET; ORAL)
NORMODYNE SCHERIDaG
(TABLET; ORAL)
NORMODYNE SCHERING
(INJECTABLE; INJECTION)
TRANDATE GLAXO
(TABLET; ORAL)
TRANDATE GLAXO

BURROUGHS WELLCOME
BURROUGHS WELLCOME
ROXAP«E LABORATORIES
SK&F LABORATORIES
JADeSSEDe PHARMA
DDA f

APPROVAL DATE

1BAGS6

08A0IAS4

07-31-84



ACTIVE IDeGREDIEDeT(S)
STREDeGTH(S)

MAGB@ESIUM ACETATE TETRAHYDRATE;
POTASSIUM ACETATE; SODIUM
CHLORIDE

32MG/I00ML; 128MG/IOOML;
234MG/I0OML

MAGDESIUM CHLORIDE; POTASSIUM
DCHLORIDE; POTASSIUM PHOSPHATE,
MOBOBASIC; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCODeeATE; SODIUM PHOSPHATE
30MG/IO0ML; 37MG/IO0ML;
0.82MG/IO0ML; 370MG/IO0ML;
530MG/IOOML; 500MG/I0OML;
12MG/IOOML

MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE;

SODIUM GLUCONATE

30MG/IOOML; 37MG/IOOML;
222MG/I00ML; 526MG/IO0ML;
502MG/I00ML

MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCODATE

30MG/IOOML; 37MG/IO0ML;
222MG/I00ML; 526MG/IOOML;
502MG/100ML

TRADE NAME

(DOSAGE FORM; ROUTE)
PLASMA-LYTE 56 IDcc PLASTIC
CONTAINER

(IDeeJ ECTABLE; [Pl ECTIOBG)
ISOLYTE S PH 7.4 1Dce

PLASTIC COPeTAIDeER

(IDeeJ ECTABLE; IDeeJECTIOP)
PHYSIOSOL IN PLASTIC
COP&TAID@ER

(SOLUTIOBGe; IRRIGATIODe)
PHYSIOSOL IN PLASTIC
.COP@TAIDeER

(SOLUTION; IRRIGATIOBPe)
APPLICANT NAME

TRAVENOL LABS

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA f

APPROVAL DATE

19-047

06-15-84

19-006

04-04-84

17-637

07A08-82

18A406

07-08-82

10A31A84 (PAGE 35)

PaDA'S APPROVED FROM IAIA82 TO
TABLE IV.



TABLEIV.
10A3IA84 (PAGE 36) .

PeDA'S APPROVED FROM IAIAS2 TO
ACTIVE IPeGREDIENT(S)
STREDGGTH(S)

MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCOPATE

30MGIO0ML; 37MG/I0OML;
370MGI00ML; S30MG/I0OML;
500MG/IOOML

MAGNESIUM SULFATE; POTASSIUM
CHLORIDE; POTASSIUM PHOSPHATE,
MONOBASIC; SODIUM CHLORIDE;
SODIUM PHOSPHATE

ZOMG/I00ML; 40MG/I00ML;
6.25MG/I0OML; 800MG/I00ML;
8.75MG/I00ML

MALATHION

0.55

MAPROTILID&E HYDROCHLORIDE
T5MG

MAZINDOL

METAPROTERENOL SULFATE

S00MG
METHYLPHEDIDATE HYDROCHLORIDE
20MG

TRADE DaAME
(DOSAGE FORM; ROUTE)
PHYSIOLYTE IN PLASTIC
COPTAID@ER

(SOLUTION; IRRIGATION)
TIS-U-SOL

(SOLUTIOP; IRRIGATIOBe)
PRIODERM

(LOTION; TOPICAL)
LUDIOMIL

(TABLET; ORAL)
MAZAD@OR

(TABLET; ORAL)
ALUPEDaT

(SOLUTION: INHALATION)
METHYLDOPA

(TABLET; ORAL)
METHYLDOPA

(TABLE’
RELEASE; ORAL)
APPLICANT NAME

AM MCGAW/AM HOSP
TRAVENOL LABS

PURDUE FREDERICK
CIBA/CIBA-GEIGY

WYETH LABS/AMHO
BOEHRINGER IDeeGELHEIM
CCORD LABORATORIES
‘CORD LABORATORIES
CIBA/CIBA-GEIGY

DDA #

APPROVAL DATE

19A024

06-08-84

03-30-82
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NDA'S APPROVED FROM 1-1-82 D¢z
103184 (PAGE 38)

ACTIVE INGREDIENT(S)
STRENGTH(S)

METRONIDAZOLE

S00MG
METRONIDAZOLE.
METRONIDAZOLE.
METRONIDAZOLE.
S00MG

METRONIDAZOLE
SOOMGIOOML
METRONIDAZOLE

250MG
MICONAZOLE NITRATE

100MG
MICONAZOLE NITRATE
200MG

‘TRADE NAME

(DOSAGE FORM; ROUTE)
PROTOSTAT

(TABLET; ORAL)

(INJECTABLE; INJECTION)
DAZOLE

(INJECTABLE; INJECTIO!
METRONIDAZOLE IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)
METRONIDAZOLE

(TABLET; ORAL)
METRONIDAZOLE
(INJECTABLE; INJECTION)
METRONIDAZOLE.

(TABLET; ORAL)

MONISTAT7

(SUPPOSITORY; VAGINAL)
MONISTAT 3

(SUPPOSITORY: VAGINAL)
APPLICANT NAME

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL

NDAf
APPROVAL DATE
18871



ACTIVE ID&GREDIENT(S) TRADE DeAME APPLICANT NAME
STREP&GTH(S) (DOSAGE FORM:; ROUTE)

MORPHIDGE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS
O.5SMGML (IDeeJECT ABLE; IDeeJECTIODe)

MORPHINE SULFATE DURAMORPH PF ELKINS-SINDo/ AHROBID @S
IMG/ML (INJECTABLE; INJECTION)

NALOXONE HYDROCHLORIDE; TALWIDee NX WINTHROP LABS/STERL
PENTAZOCINE HYDROCHLORIDE (TABLET; ORAL)

0.5MG; EO S0MG BASE

NAPROXEN NAPROSYN SYD&TEX PR

500MG (TABLET; ORAL)

NICLOSAMIDE DeelCLOCIDE MILES PHARMS/MILES

S00MG (TABLET, CHEWABLE; ORAL)

NICOTDeeE RESIDae COMPLEX.

E0 2MG BASE

NITROGLYCERIN

SMG/ML

Dl TROGLYCERIN

O.8MG/ML

NITROGLYCERIN

0.5MGML

NITROGLYCERIDee

IMG/ML

NITROGLYCERIDe
SMG/ML
DPalTROGLYCERIN
SMG/ML

NICORETTE

(GUM, CHEWID@G; ORAL)
NITRO-BID

(INJECTABLE;

Dl TROL

(INJECTABLE;
DalTRONAL
(INJECTABLE;
NITRONAL
(IDRJECTABLE;
NITROSTAT
(INJECTABLE;
INJECTIODa)

INJECTION)

INIECTIOD )

INJECTION)

IDIECTION)
ID@ECTIOD )
MERRELL DOW/DOW CHEM
MARION LABORATORIES
KREMERS-URBABGe

AM CRITICAL CARE/AHS
G POHL-BOSKAMP

G POHL-BOSKAMP
PARKE-DAVIS/W-L

NDA -

APPROVAL DATE

18565

TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 39)



TABLE IV,
103184 (PAGE 40)

NDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)
STRENGTH(S)

NORETHINDRONE ACETATE

SMG
(OXPRENOLOL HYDROCHLORIDE
20MG

(OXPRENOLOL HYDROCHLORIDE
40MG
(OXPRENOLOL HYDROCHLORIDE
BOMG
'OXPRENOLOL HYDROCHLORIDE
160MG

PENTAMIDINE ISETHIONATE
300MG/VIAL

PENTETATE INDIUM DISODIUM,
IN-IIT

IMCIML

PENTOXIFYLLINE

400MG

PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
SMG/SML; 6.25MG/SML
PILOCARPINE HYDROCHLORIDE

4%

PIMOZIDE

2MG

TRADE NAME

(DOSAGE FORM; ROUTE)

AYGESTIN

(TABLET; ORAL)
RASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

PENTAM 300

(INJECTABLE; INJECTION)

MPI INDIUM DTPA IN Il

(INJECTABLE; INJECTION)

AL

(TABLET, CONTROLLED
RELEASE; ORAL)
PHENERGAN vC

(SYRUP; ORAL)

PILOPINE HS

(GEL; OPTHALMIC)
ORAP

(TABLET; ORAL)
APPLICANT NAME
AYERST LABS/AMHO
CIBA/CIBAGEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
LYPHOMED
MEDLPHYSICS
HOECHST-ROUSSEL
WYETH LABS/AMHO
ALCOD LABORATORIES
MCNEIL PHARM

NDA

APPROVAL DATE

18A405

07-31-84



ACTIVE INGREDIEDT(S)
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM SULFATE;

227 IGM/PACKET;
2.826M/PACKET;
6.3A" GM/PACKET;
5.53GM/PACKET;
21L5GM/PACKET
POLYETHYLEDE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM SULFATE;
1ZOGM/PACKET;

3.3AYGM/PACKET;
2.92GM/PACKET;

(DOSAGE FORM; ROUTE)
KEN

VIS|

(TABLET; ORAL)
VISKEDe:
(TABLET; ORAL)
VISKEDa
(TABLET; ORAL)

(POWDER FOR
RECONSTITUTION;

COLYTE

(POWDER FOR
RECONSTITUTION;

SANDOZ PHARMS/SANDOZ
SAP@DOZ PHARMS/SADeDOZ
SANDOZ PHARMS/SADeDOZ
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
EDLAW PREPARATIONS

ORAL)
EDLAW PREPARATIONS
ORAL)

NDA #
APPROVAL DATE
18-285

09-03-82

18285

09-03-82

18285

NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 41)
TABLE IV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO |0-31-84 (PAGE 42)

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA #
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE

POLYETHYLENE GLYCOL 3350; COLYTE EDLAW PREPARATIONS 18=983
POTASSIUM CHLORIDE; (POWDER FOR 10-26-84
SODIUM BICARBONATE; RECONSTITUTION; ORAL}

SO0DIUM CHLORIDE;
SODIUM SULFATE;

360GM/PACKET;

4.47GM/PACKET ;
10.08GM/PACKET;
B.76GM/PACKET;
34+086GM/PACKET

POLYETHYLENE GLYCOL 3350; GOLYTELY BRAINTREE LABS 19-011
POTASSIUM CHLORIDE; {POWDER FOR 07-13-84
SODIUM BICARBONATE; RECONSTITUTION; ORAL)

SODIUM CHLORIDE;

SODIUM SULFATE;
22.74GM/BOT; 236GM/BOT;
2.97GM/BOT; 6.74GM/BOT;
S5+86GM/BOT

POTASS IUM ACETATE POTASS IUM ACETATE IN ABBOTT LABORATORIES 18-896
2MEQ/ML PLASTIC CONTAINER 07-20-84

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE MICRO-K |0 AH ROBINS 18-238

1 OME Q@ (CAPSULE, CONTROLLED 05-14-84
RELEASE; ORAL)

POTASSIUM CHLORIDE; SODIUM SOD |UM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
CHLORIDE . POTASS IUM CHLORIDE 0.075% 11-09-82
75MG/100ML; 900MG/|OOML IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE 0+9% AND AM MGGAW/AM HOSP 18-722
SODIUM CHLORIDE POTASS |UM CHLORIDE 0.15% 11-09-82
150MG/100ML; 900MG/I00ML IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

» Google
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ABLE IV,
10-31-84 (PAGE 44)

NDA'S APPROVED FROM 1-1-82 D¢b2
ACTIVE INGREDIENT(S)
STRENGTH(S)

PRAZIOUANTEL

600MG
PROPRANOLOL HYDROCHLORIDE
60MG.

PROPRANOLOL HYDROCHLORIDE
PROPRANOLOL HYDROCHLORIDE
PROPRANOLOL HYDROCHLORIDE

PROPRANOLOL HYDROCHLORIDE

250MGIVIAL
RANITIDINE HYDROCHLORIDE
ISOMG BASE

RITODRINE HYDROCHLORIDE

ISMGML
SAFFLOWER OIL; SOYBEAN OIL

(DOSAGE FORME ROUTE)
BILTRICIDE

(TABLET; ORAL)
INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDERAL LA

(CAPSULE, CONTROLLED
RELEASE; ORAL)
INDERAL LA

(CAPSULE, CONTROLLED
RELEASE; ORAL)
PROTAMINE SULFATE
(INJECTION; INJECTION)

ZANTAG

(TABLET; ORAL)

ZANTAC

(INJECTABLE; INJECTION)
PAR

(INJECTABLE; INJECTION)
LIPOSYNII 20%
(INJECTABLE; INJECTION)
LIPOSYN I1 101
(INJECTABLE; INJECTION)
APPLICANT NAME
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TABLE
IS APPROVED FROM 1-1-82 TO 10 31-84 AARA'A®AE
v,

NDA

AcY

ACTIVE INGREDIENT(S)

STRENGTH(S)

SODIUMIODIDE, 1-123

100Ua

SODIUMIODIDE, 1123

SODIUMIODIDE, 1A123

00

SODIUM LACTATE

SME

SODIUM NITROPRUSSIDE
SOMG/VIAL

‘SODIUM PHOSPHATE, DIBASIC:
‘SODIUM PHOSPHATE, MONOBASIC
142MGML; 276MGIML
SOMATROPIN

2IUNVIAL

SORBITOL N
NSDUD W IDYDYD VNG
SOYBEAN OIL

10%
SOYBEAN OIL
2%
SOYBEAN OIL
101

1oL

TRADE NAME

OSAGE FORM; ROUTE)
D

(
SODIUMIODIDE 123
(CAPSULE; ORAL)
SODIUMIODIDET 123

'SULE; ORAL)
SODIUMIODIDET 123
(CAPSULE; ORAL)
'SODIUM LACTATE IN PLASTIC

(INJECTABLE; INJECTION)
SODIUM NITROPRUSSIDE.
(INJECTABLE; INJECTION)
SODIUM PHOSPHATES
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
ASELLACRIN2
(INJECTABLE; INJECTION)
SORBITOL 3% IN PLASTIC
CONTAINER

(SOLUTION; IRRIGATION)
TRAVAMULSION 10%
(INJECTABLE; INJECTION)
TRAVAMULSION 20%
(INJECTABLE; INJECTION)
SOYACAL 101
(INJECTABLE; INJECTIOD )
SOYACAL 20%
(INJECTABLE; INJECTIOD )
BENEDICTNUCQ

Ac

BENEDICTNOCLR PR
L

BENEDICT NUCLR PHARM

\
APPROVAL DATE
186736
05462782

18671

052782



TABLE
(DOSAGE FORM; ROUTE)

LIPOSYDee
SOYBEAN OIL
101

105
(ID@JECTABLE; ID@JECTIOB )
SOYBEAN OIL LIPOSYDee 111 205
20% (INJECT ABLE; IDeeJ ECTIOD@)
STREPTOZOCIN ZANOSAR
IGWVIAL (INJECTABLE; ID@IECTIOD)
SUFENTANIL CITRATE SUFENTA
EO 0.05MG BASE/ML (INJECTABLE; INJECTION)
SULFAMETHOXAZOLE: TRIMETHOPRIM SULFAMETHOXAZOLE AND
4DZDIMO; SOMG TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFAMETHOXAZOLE AND
S00MG;
TRIMETHOPRIM DOUBLE
STRENGTH
(TABLET; ORAL)
160MG
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFATRIM PEOIATRIO
z00ms/SML; 40MG/SML (SUSPED@SIOPee; ORAL)
SULF, XAZOLE; TRIMETHOPRIM SULFATRIM
2DY:DY:DYiDY/SDY4; 40MG/SML (SUSPEDSIODe; ORAL)
ULFAMETHOXAZOLE; TRIMETHOPRIM SM2-TMP
DYil; /SDYANCE IsusP) (OPez; ORAL)
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFAMETHOXAZOLE ADeeD
400MG; 8OMG TRIMETHOPRIM
(TABLET; ORAL)
SULFAMETHOXAZOLE;
TRIMETHOPRIM
$00MG; 160MG
SULFAMETHOXAZOLE ADaD
TRIMETHOPRIM DOUBLE
STREP&GTH
(TABLET; ORAL)
Iv. DaDA'S APPRovE0 FROM 1-1-82 N.D% 10-31-84 (PAGE 47)
1

T
/ACTIVE INGREDIENT(S) TRADE DeeAME
i€ STRENGTH(S)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

UPJOHN

JANSSEN PHARMA

DRUMMER/PHOENIX
DRUMMER/PHOENIX

D@ATL PHARM MFG/BARRE

D@ATL PHARM MFG/BARRE

BIOCRAFT LABS

L

\

DADBURY PHARMaE™
AL

DAP&BURY PHARMAC
NDA AY

APPROVAL DATE

18-969

1B

€ 0183
18615
06 DUTAS3 |
!

18812



ABLE IV,
10-31-84 (PAGE 48)

NDA'S APPROVED FROM IAIAS2 TO
ACTIVE INGREDIENT(S)

STRENGTH(S)

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML: JOMGISML
SULFAMETHOXAZOLE; TRIMETHOPRIM

TECHNETIUM, TCA%M, ALBUMIN
COLLOIDKIT

NA
TECHNETIUM, TCA99M, DISOFENIN
KIT

N
TECHNETIUM, TCA99M, GLUCEPTATE
KIT

NA
TECHNETIUM, D¢D{-99M, MEDRONATE

TECHNETIUM, TCA%M, SUCCIMER
KIT

NA
‘TERBUTALINE SULFATE
02MGH:

THALLOUS CHLORIDE, TLA201
MaML

FIDINE
(TABLET, ENTERIC COATED;
ORAL)
MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE

(INJECTABLE; 1D
TECHNESCAN GLUCEPTATE.
(INJECTABLE; INJECTION)
AMERSCAN

(INJECTABLE; INJECTION)
MPIDMSA KIONEY REAGENT
(INJECTABLE; INJECTION)

RE

(AEROSOL; INHALATION)
‘THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)
APPLICANT NAME

PHARMACIAPHARMACIA
MED DIAGNE NUCLEAR
MED DIAGNE NUCLEAR

ERSHAMRADIOCHEM
MEDIG€ PHYSICS
GEIGY/(IBA-GEIGY
NDA

APPROVAL DATE

1SARI2

06-10-83

18946
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TABLE
10-31-84 (PAGE 50)
Iv.

DaDA'S APPROVED FROM 1-1-82 TO
ACTIVE INGREDIENT(S)

)
VERAPAMIL HYDROCHLORIDE
BOMG
VERAPAMIL HYDROCHLORIDE
120MG
WATER FOR ID@IECTION,
WATER FORID@IECTIOD
WATER FOR IDeeJECTIOP e,
WATER FORID@IECTIOD .
WATER FOR ID@ECTIOD G,
1006

XEP@ODa, D¥D--127
SMCIVIAL

TRADE NAVE
(DOSAGE FORM: ROUTE)

(TABLET; ORAL)
CALAN

(TABLET; ORAL)

STERILE WATER D PLASTIC

CONTAINER

(LIOUID; NIAY

STERILE WATER IN PLASTIC
INTAINER

(LIOUID; N'AY

BACTERIOSTATIC WATER

INJECTION IN PLASTIC

(LIOUID; NIA)Y

XENON XE 127

(GAS; INHALATION)
ON XE.

ANOPee
(GAS; IDCHALATIOD )

APPLICANT D&AME
SEARLE/SEARLE P}
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