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PREFACE TO NINETEENTH EDITION

The publication, Approved Drug  Products with Therapeutic  Equivalence
Evaluations (the List), identifies drug products approved on the basis of safety
and effectiveness by the Food and Drug Administration (FDA) under the Federal Food,
Drug, and Cosmetic Act (the Act). Drugs on the market approved only on the basis of
safety (covered by the ongoing Drug Efficacy Study Implementation [DESI] review
[e.g., Donnatal® Tablets and Librax® Capsules] or pre-1938 . drugs [e.qg.,
Phenobarbital Tablets]) are not included in this publication. The main criterion
for the inclusion of any product is that the product is the subject of an
application with an effective approval that has not been withdrawn for safety or
efficacy reasons. Inclusion of products on the List is independent of any current
regulatory action through administrative or judicial means against a drug product.
In addition, the List contains therapeutic equivalence evaluations for approved
multisource prescription drug products. These evaluations have been prepared to
serve as public information and advice to state health agencies, prescribers, and
pharmacists to promote public education in the area of drug product selection and
to foster containment of health care costs. Therapeutic equivalence evaluations in
this publication are not official FDA actions affecting the legal status of
products under the Act.

Background of the Publication. To contain drug costs, virtually every state has
adopted laws and/or regulations that encourage the substitution of drug products.
These state laws generally require either that substitution be limited to drugs on
a specific list (the positive formulary approach) or that it be permitted for all
drugs except those prohibited by a particular 1list (the negative formulary
approach) . Because of the number of requests in the late 1970s for FDA asgistance
in preparing both positive and negative formularies, it became apparent that FDA
could not serve the needs of each state on an individual basis. The Agency also
recoghized that providing a single 1list based on common criteria would be
preferable to evaluating drug products on the basis of differing definitions and
criteria in various state laws. As a result, on May 31, 1978, the Commissioner of
the Food and Drug Administration sent a letter to officials of each state stating
FDA's intent to provide a list of all prescription drug products that are approved
by FDA for safety and effectiveness, along with therapeutic equivalence
determinations for multisource prescription products.

The List was distributed as a proposal in January 1979. It included only
currently marketed prescription drug products approved by FDA through new drug
applications (NDAs) and abbreviated new drug applications (ANDAs) under the
provisions of Section 505 of the Act.

The therapeutic equivalence evaluations in the List reflect FDA's application
of gpecific criteria to the approved multisource prescription drug products on the
List. These evaluations are presented in the form of code letters that indicate the
basis for the evaluation made. An explanation of the code appears in the
Introduction.




A complete discussion of the background and basis of FDA's therapeutic
equivalence evaluation policy was published in the Federal Register on January 12,

1979 (44 FR 2932). The final rule, which includes FDA's responses to the public
comments on the proposal, was published in the Federal Register on
October 31, 1980 (45 FR 72582). The first publication, October 1980, of the final
vergion of the List incorporated appropriate corrections and additions. Each

subsequent edition has included the new approvals and made appropriate changes in
data.

On September 24, 1984, the President signed into law the Drug Price Competition
and Patent Term Restoration Act (1984 Amendments). The 1984 Amendments require that
FDA, among other things, make publicly available a list of approved drug products
with monthly supplements. The Approved Drug Products with Therapeutic Equivalence
Evaluations publication and its mwmonthly Cumulative Supplements satisfy this
requirement. The Addendum to this publication identifies drugs that qualify under
the 1984 Amendments for periods of exclusivity (during which ANDAs or applicationg
described in Section 505(b) (2) of the Act for those drugs may not be submitted for
a specified period of time and, i1f allowed to be submitted, would be tentatively
approved) and provides patent information concerning the listed drugs which
also may delay the approval of ANDAs or Section 505 (b) (2) applications. The
Addendum also provides additional information that may be helpful to those
submitting a new drug application to the Agency.

The Agency intends to use this publication to further i1its objective of
obtaining input and comment on the publication itself and related BAgency
procedures. Therefore, if you have comments on how the publication can be improved,
please send them to the Director, Division of Data Management and Services , Office
of Information Technology, Center for Drug and Evaluation and Research, HFD-90,
5600 Fishers Lane, Rockville, MD 20857. Comments received are publicly available
to the extent allowable under the Freedom of Information regulations.




1. INTRODUCTION

1.1 Content and Exclusion

The List is composed of four parts: (1) approved prescription drug products
with therapeutic equivalence evaluations; (2) approved over-the-counter (OTC) drug
products for those drugs that may not be marketed without NDAs or ANDAs because
they are not covered under existing OTC monographs;  (3) drug products with approval
under Section 505 of the Act administered by the Center for Biologics Evaluation
and Research; and (4) a cumulative list of approved prdducts that have never been
marketed, have been discontinued from marketing, or have had their approvals
withdrawn for other than safety  or efficacy reasons subsequent . to being
discontinued from marketing. This publication also includes indices of prescription
and OTC drug products by trade or established name (if no trade name exists) and by

applicant name (holder of the approved application). All established names for
active ingredients generally conform to official -compendial names or United
States Adopted Names (USAN) as prescribed in (21 CFR 299.4(e)). The latter list

includes applicants’ names as abbreviated in this publication; in addition, a. list
of uniform terms is provided. An Addendum contains drug patent and exclusivity
information for the Prescription and OTC Drug Product Lists, and for the Drug
Products with Approval under Section 505 of the Act Administered by the Center for
Biologics Evaluation and Research. _ '

This publication also includes additional information, such as Orphan Drug
Product Designations and other data ~ that the Agency deems appropriate to
disseminate.

Prior to the 6th Edition, the publication had excluded OTC drug products and
drug products with approval under Section 505 of the Act Administered by the Center
for Biologics Evaluation and Research because the main purpose of the publication
was to provide information to states regarding FDA's recommendation as to which
generic prescription drug products were acceptable candidates for drug product
selection. The 1984 Amendments required the Agency to begin publishing an
up-to-date list of all marketed drug products, OTC as well as prescription, that
have been approved for safety and efficacy and for which new drug applications are
required. ' i

Under the 1984 Amendments, some drug products were given tentative approvals.
Prior to the effective date, the Agency will not include drug products with
tentative approval in the ©List; however, they are available in the FDA Drug
Product Approvals List on the Internet World Wide Web. When the tentative approval
becomes . a full approval through a subsequent action letter -to the application
holder, the Agency will list the drug product and the final, effective approval
date in the appropriate approved drug product list. :

Distributors or repackagers of products on the List are not identified. Because
distributors or repackagers are not required to notify FDA when they shift their
sources of supply from one approved manufacturer to another, it is not possible to
maintain complete information linking product approval with the distributor or
repackager handling the products. '

1.2 Therapeutic Equivalence-Related Terms

Pharmaceutical Eguivalents. Drug products are considered pharmaceutical
equivalents if they contain the same active ingredient(s), are of the same dosage
form, route of administration and are identical in strength or concentration (e.g.,
chlordiazepoxide hydrochloride, 5mg capsules). Pharmaceutically equivalent drug
products are formulated to contain the same amount of active ingredient in the same
dosage  form and to meet the same or compendial or other applicable standards (i.e.,
strength, quality, purity, and identity), but they may differ in characteristics
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such as shape, scoring configuration, release mechanisms, packaging, excipients

(including colors, flavors, preservatives), expiration time, and, within certain
limits, labeling.
Pharmaceutical Alternatives. Drug products are considered pharmaceutical

alternatives 1f they contain the same therapeutic moiety, but are different salts,
esters, or complexes of that moiety, or are different dosage forms or strengths
(e.g., tetracycline hydrochloride, 250mg capsules vs. tetracycline phosphate
complex, 250mg capsules; gquinidine sulfate, 200mg tablets vs. quinidine sulfate,
200mg capsules). Data are generally not available for FDA to make the determination
of tablet to capsule biocequivalence. Different dosage forms and strengths within
a product line by a single manufacturer are thus pharmaceutical alternatives, as
are extended-release products when compared with immediate- or standard-release
formulations of the gsame active ingredient.

Therapeutic Equivalents. Drug products are considered to be therapeutic
equivalents only if they are pharmaceutical equivalents and if they can be expected
to have the same clinical effect and safety profile when administered to patients
under the conditions specified in the labeling.

FDA classifies as therapeutically equivalent those products that meet the
following general criteria: (1) they are approved as safe and effective; (2) they
are pharmaceutical equivalents in that they (a) contain identical amounts of the
gsame active drug ingredient in the same dosage form and route of administration,
and (b) meet compendial or other applicable standards of strength, quality, purity,
and identity; (3) they are bioequivalent in that (a) they do not present a known or
potential bicequivalence problem, and they meet an acceptable in vitro standard, or
(b) if they do present such a known or potential problem, they are shown to meet an
appropriate biocequivalence standard; (4) they are adequately labeled; and (5) they
are manufactured in compliance with Current Good Manufacturing Practice
regulations. The concept of therapeutic equivalence, as used to develop the List,
applies only to drug products containing the same active ingredient(s) and does not
encompass a comparison of different therapeutic agents used for the same condition
(e.g., propoxyphene hydrochloride vs. pentazocine hydrochloride for the treatment
of pain). Any drug product in the List repackaged and/or distributed by other than
the application holder 1is considered to be therapeutically equivalent to the
application holder's drug product even if the application holder's drug product is
single source or coded as non-equivalent (e.g., BN). Also, distributors or
repackagers of an application holder's drug product are considered to have the same
code as the application holder. Therapeutic eguivalence determinations are not made
for unapproved, off-label indications.

FDA considers drug products to be therapeutically equivalent 1f they meet the
criteria outlined above, even though they may differ in certain other
characteristics such as shape, scoring configuration, release mechanisms,
packaging, excipients (including colors, flavors, preservatives), expiration
date/time and minor aspects of 1labeling (e.g., the presence of specific
pharmacokinetic information). When such differences are important in the care of a
particular patient, it may be appropriate for the prescribing physician to require
that a particular brand be dispensed as a medical necessity. With this limitation,
however, FDA believes that products classified as therapeutically equivalent can be
substituted with the full expectation that the substituted product will produce the
same clinical effect and safety profile as the prescribed product.

Bicavailability. This term means the rate and extent to which the active
ingredient or active moiety is absorbed from a drug product and becomes available
at the site of action. For drug products that are not intended to be absorbed into
the Dbloodstream, biocavailability may be assessed by measurements intended to
reflect the rate and extent to which the active ingredient or active moiety becomes
available at the site of action.
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Biocequivalent Drug Products. This term describes pharmaceutical equivalent or
pharamaceutical alternative products that display comparable bicavailability
when studied under similar experimental conditions. Section 505 (j) (7) (B) of the
Act describes one set of conditions under which a test and reference listed drug
(see Section 1.4) shall be considered bicequivalent:

the rate and extent of absorption of the test drug do not show a
significant difference from the rate and extent of absorption of the
reference drug when administered at the same molar dose of the
therapeutic ingredient under similar experimental conditions in either
a single dose or multiple doses; or

the extent of absorption of the test drug does not show a significant
difference from the extent of absorption of the reference drug when
administered at the same molar dose of the therapeutic ingredient
under similar experimental conditions in either a single dose or
multiple doses and the difference from the reference drug in the rate
of absorption of the drug is intentional, is reflected in its proposed
labeling, is not essential to the attainment of effective body drug
concentrations on chronic use, and - 1is considered medically
insignificant for the drug.

Where these above methods are not applicable (e.g., for drug products that are
not intended to be absorbed into the bloodstream), other in vivo or in vitro test
methods to demonstrate biocequivalence may be appropriate.

Biocequivalence may sometimes be demonstrated using an in vitro biocequivalence
standard, especially when such an In vitro test has been correlated with human
in vivo biocavailability data. In other situations, bicequivalence may sometimes be
demonstrated through comparative clinical trials or pharmacodynamic studies.

1.3 Statistical Criteria for Bioequivalence

Under the Drug Price Competition and Patent Term Restoration Act of 1984,
manufacturers seeking approval to market a generic drug must submit data
demonstrating that the drug product is bioequivalent to the pioneer (innovator)
drug product. A major premise underlying the 1984 law is that biocequivalent drug
products are therapeutically equivalent and, therefore, interchangeable.

The standard biocequivalence study is conducted in a crossover fashion in a
small number of volunteers, usually with 24 to 36 healthy normal adults. Single
doses of the test and reference drugs are administered and blood or plasma levels
of the drug are measured over time. Characteristics of these concentration-time
curves, such as the area under the curve (AUC) and the peak blood or plasma
concentration (C,.,), are examined by statistical procedures.

Bioequivalence of different formulations of the same drug substance involves
equivalence with respect to the rate and extent of drug absorption. Two
formulations whose rate and extent of absorption differ by -20%/+25% or less are
generally considered biocequivalent. The use of the -20%/+25% rule is based on a
medical decision that, for most drugs, a -20%/+25% difference in the concentration
of the active ingredient in blood will not be clinically significant.

In order to verify, for a particular pharmacokinetic parameter, that the
-20%/+25% rule is satisfied, two one-sided statistical tests are carried out
using the log-transformed data from the biocequivalence study. One test is used
to verify that the average response for the generic product is no more than 20%
below that of the innovator product; the other test is used to wverify that the
average response for the generic product is no more than 25% above that for
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the innovator product. The current practice is to carry out the two one-sided tests
at the 0.05 level of significance.

Computationally, the two one-sided tests are carried out by computing a
90% confidence interval. For -approval of ANDAs, -in most cases, the generic
manufacturer must show that.a 90% confidence interval for the ratio of the mean
response (usually AUC and C,..) of its product to that of the innovator is within
the limits of 0.8 and 1.25, using the log-transformed data. If the true average
response of the generic product in the population is near 20% below or 25% above
the innovator average, one or both of the confidence 1limits is likely to fall
outside the acceptable range and the product will fail the biocequivalence test.
Thus, an approved product is . likely to differ from that of the innovator by far
legs than this quantity.

The current practice of carrying out two one-sided tests at the 0.05 level of

significance ensures that if the two products truly differ by as much as or more
than is allowed by the equivalence criteria (usually -20%/+25% of the innovator
product average for the biocequivalence parameters; such as AUC or C,.) there is no
more than a 5% chance that they will be approved as equivalent. This reflects the
fact that the primary concern from the regulatory point of view is the protection
of the patient against acceptance of biocequivalence if it does not hold true. The
results of a biocequivalence study usually must be acceptable for more than one
pharmacokinetic parameter. As such, a generic product that truly differs by
-20%/+25% or wmore from the innovator product with respect to one or more
pharmacokinetic parameters would actually have less than a 5% chance of being
approved. Different statistical criteria may be used when bicequivalence 1is
demonstrated through comparative clinical trials, pharmacodynamic studies, or
comparative in vitro methodology. '

1.4 Reference Listed Drug

A reference listed drug (21 CFR 314.94(a) (3)) means the listed drug identified
by FDA as the drug product upon which an applicant relies in seeking approval of
its ANDA.

FDA has identified in the Prescription Drug Product and OTC Drug Product Lists
those reference listed drugs to which the in vivo biocequivalence and, in some
instances, the in vitro bicequivalence of the applicant's product is compared. By
designating a single reference listed drug as the standard to which all generic
versions must be shown to be bicequivalent, FDA hopes to avoid possible significant
variations among generic drugs and their brand name counterpart. Such variations

could result if generic drugs were compared to different reference listed drugs.

However, in some instances when multiple NDAs are approved for a single drug
product, a product not designated as the reference listed drug and not shown to be
bicequivalent to the reference 1listed drug may be shielded from generic
competition. A firm wishing to market a generic version of an NDA listed drug
that. 1s 'not designated as the reference listed may petition the Agency through
the Citizen Petition procedure (see 21 CFR 10.25(a) and CFR 10.30). When the
Citizen Petition is approved, the second NDA will be designated as an additional
reference listed drug and the petitioner may  submit an Abbreviated New Drug
Application citing the designated reference listed drug. Section 1.7, Therapeutic
Equivalence Evaluations Codes - Products meeting necessary bioequivalence
requirements explains the (AB, ABl, AB2, AB3... coding system for multisource drug
products listed under the same heading with two reference listed drugs.

In addition, ~two NDA drug products in which the in vivo determination of
biocequivalence is self evident and a waiver of in vivo biocequivalence is granted by
the agency will have the reference listed drug desgsignation assigned to each NDA.
The. reference listed drug is 1dent1f1ed by the' symbol " "+!" "in the Prescription and
‘Over-the Countér (QTC). .Drug Product Lists. These identified reference listed drugs
represent the best jUdgment of the Division of Bloequlvalence at this time. The




Prescription and OTC Drug Product Lists identify reference drugs for oral dosage
forms, injectables, ophthalmics, otics, and topical products. It is recommended
that a firm planning to conduct an in vivo biocequivalence study, or planning to
manufacture a batch of a drug product for which an in vivo waiver of biocequivalence
will be requested, contact the Division of Biocequivalence, Office of Generic Drugs,
to confirm the appropriate reference listed drug.

Acyclovir 200MG Tablet-Reference Listed. Novopharm’s single source acyclovir
tablets have been declared to be a reference listed drug for the 200 mg tablet in
addition to the acylcovir (Zovirax) 800 mg tablet of the innovator. A generic firm
wishing to submit an ANDA for a duplicate of the 200 mg acyclovir tablet will be
eligible for a waiver of the in vivo determination of biocequivalence (1) if their
product is proportionally similar in its active and inactive ingredients to their
own 800 mg acyclovir tablet and (2) by doing an acceptable comparative dissolution
test (dissolution profile) against Novopharm’'s 200 mg acyclovir reference listed
drug.

Before a waiver of the 1in vivo determination of biocequivalence can be granted
for the 200 mg acyclovir tablet, the generic firm must have completed an acceptable
fasting and fed study comparing their acyclovir 800 mg tablet against the Zovirax
800 mg tablet.

For further information on the study designs, you should contact the Division
of Bioequivalence, Office of Generic Drugs.

1.5 General Policies and Legal Status

The List contains public information and advice. It does not mandate the drug
products which may be purchased, prescribed, dispensed, or substituted for one
another, nor does it, conversely, mandate the products that should be avoided. To
the extent that the List sets forth FDA's evaluations of the therapeutic
equivalence of drug products that have been approved, it contains FDA's advice to
the public, to practitioners and to the states regarding drug product selection.
These evaluations do not constitute determinations that any product is in violation
of the Act or that any product is preferable to any other. Therapeutic equivalence
evaluations are a scientific judgment based upon evidence, while generic
substitution may involve social and economic policy administered by the states,
intended to reduce the cost of drugs to consumers. To the extent that the List
identifies drug products approved under Section 505 of the Act, it sets forth
information that the Agency is required to publish and that the public is entitled
to under the Freedom of Information Act. Exclusion of a drug product from the List
~does not necessarily mean that the drug product is either in violation of Section
505 of the Act, or that such a product is not safe or effective, or that such a
product 1is not therapeutically equivalent to other drug products. Rather, the
exclusion 1is based on the fact that FDA has not evaluated the safety,
effectiveness, and quality of the drug product.

1.6 Practitioner/User Responsibilities

Professional care and judgment should be exercised in wusing the List.
-Evaluations of therapeutic equivalence for prescription drugs are Dbased on
scientific and medical evaluations by FDA. Products evaluated as therapeutically
equivalent can be expected, in the judgment of FDA, to have equivalent clinical
effect and no difference in their potential for adverse effects when used under the
conditions of their labeling. However, these products may differ in other
characterigtics such as shape, scoring configuration, release mechanisms,
packaging, excipients (including colors, flavors, preservatives), expiration
date/time, and, in some instances, labeling. If products with such differences are
substituted for each other, there is a potential for patient confusion due to
differences in color or shape of tablets, inability to provide a given dose using a
partial tablet if the proper scoring configuration is not available, or decreased
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patient acceptance of certain products because of flavor. There may also be better
stability of one pfoduct over another under adverse storage conditions, or allergic
reactions in rare cases due to a coloring or a preservative ingredient, as well as
differences in cost to the patient.

FDA evaluation of therapeutic equivalence in no way relieves practitioners of
their professicnal responsibilities in prescribing and dispensing such products
with due care and with appropriate information to individual patients. In those
circumstances where the characteristics of a specific product, other than its
active ingredient, are important in the therapy of a particular patient, the
physician's specification of that product is appropriate. Pharmacists must also be
familiar with the expiration dates/times and labeling directions for storage of the
different products, particularly for reconstituted products, to assure that
patients are properly advised when one product is substituted for another.

Multisource and single-source drug products. FDA has evaluated for therapeutic
equivalence only multisource prescription drug products, which in most instances
means those pharmaceutical equivalents available from more than one manufacturer.
For such products, a therapeutic equivalence code is included and, in addition,
product information is highlighted in bold face and underlined. Those products with
approved applications that are single-source (i.e., therxre 1is only one approved
product available for that active ingredient, dosage form and route of
administration) are also included on the List, but no therapeutic equivalence code
is included with such products. Any drug product in the List repackaged and/or
distributed by other than the application holder is considered to ‘be
therapeutically equivalent to the application holder's drug product even if the
application holder's drug product is single source or coded as non-equivalent

(e.g., BN). Also, although not identified in the List, distributors or repackagers
of an application holder's drug product are considered to have the same code as
the application holder. The details of these codes and the policies underlying

them are discussed in Section 1.7, Therapeutic Equivalence Evaluations Codes.

Products on the List are identified by the names of the holders of approved
applications (applicants) who may not necessarily be the manufacturer of the
product. The applicant may -have had its product manufactured by a contract
manufacturer and may simply be distributing the product for which it has obtained
approval. In most instances, however, the manufacturer of the product is also the
applicant. The name of the manufacturer is permitted by regulation to appear on the
label, even when the manufacturer is not the marketer.

Although the products on the List are identified by the mnames of the
applicants, circumstances, such as changing corporate ownership, have sometimes
made identification of the applicant difficult. The Agency Dbelieves, based on
continuing document vreview and communication with firms, that the applicant
designations on the List are, in most cases, correct.

To relate firm name information on a product label to that on the List, the
following should be noted: the applicant's name always appears on the List. This
applies whether the applicant (firm name on the Form FDA 356h in the application)
is the marketer (firm name in largest letters on the label) or not. However, the
applicant's name may not always appear on the label of the product.

If the applicant is the marketer, its name appears on the List and on the
label; if the applicant is not the marketer, and the Agency is aware of a corporate
relationship (e.g., parent and subsidiary) between the applicant and the marketer,
the name of the applicant appears on the List and both firm names may appear on the
label. Firms with known corporate relationships are displayed in Appendix B. If
there is no known corporate relationship between the applicant and the wmarketer,
the applicant's name appears on the List; however, unless the applicant is the
manufacturer, packager, or distributor, the applicant's name may not appear on the
label. In this case, the practitioner, from labeling alone, will not be abkle to
relate the marketed product to an applicant cited in the List, and hence to a
specific approved drug product. In such cases, to assure that the product in
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question is the subject of an approved application, the firm named on the 1label
should be contacted.

To relate trade name (proprietary name) information on a product label to that
on the List, the following should be noted: if the applicant is the marketer, its
name appears on the List and on the label; if the Agency is aware of a corporate
relationship between the applicant and the marketer, the trade name (proprietary
name) of the drug product (established drug name if no trade name exists) appears
on the List. If a corporate relationship exists between an application holder and a
marketer and both firms are distributing the drug product, the FDA reserves the
right to select the trade name of either the marketer or the application holder to
appear on the List. If there is no known corporate relationship between the
applicant and the marketer, the established drug name appears on the List.

Every product on the List is subject at all times to regulatory action. From
time to time, approved products may be found in violation of one or more provisions
of the Act. In such circumstances, the Agency will commence appropriate enforcement
action to correct the violation, if necessary, by securing removal of the product
from the market by voluntary recall, seizure, or other enforcement actions. Such
regulatory actions are, however, independent of the inclusion of a product on the
List. The main criterion for inclusion of a product is that it has an application
with an effective approval that has not been withdrawn for safety or efficacy
reasons. FDA believes that retention of a violative product on the List will not
have any significant adverse health consequences, because other legal mechanisms
are available to the Agency to prevent the product's actual marketing. FDA may
however, change a product's therapeutic equivalence rating if the circumstances
giving rise to the violation change or otherwise call into question the data upon
which the Agency's assessment of whether a product meets the criteria for
therapeutic equivalence was made.

1.7 Therapeutic Equivalence Evaluations Codes

The coding system for therapeutic equivalence evaluations is constructed to
allow users to determine quickly whether the Agency has evaluated a particular
approved product as therapeutically equivalent to other pharmaceutically equivalent
products (first letter) and to provide additional information on the basis of FDA's
evaluations (second letter). With few exceptions, the therapeutic equivalence
evaluation date is the same as the approval date. ’

The two basic categories into which multisource drugs have been placed are

indicated by the first letter as follows:

A — Drug products that FDA considers to be therapeutically equivalent to other
pharmaceutically equivalent products, i.e., drug products for which:

() there are no known or suspected bioequivalence problems. These are
designated AA, AN, AO, AP, or AT, depending on the dosage form; or

(2) actual or potential bioequivalence problems have been resolved with
adequate in vivo and/or in vitro evidence supporting bicequivalence.
Thege are designated AB.

B — Drug products that FDA at this time, considers not to be therapeutically
equivalent to other pharmaceutically equivalent products, i.e.,

drug products for which actual or potential biocequivalence problems have
not been resolved by adequate evidenqg of bioequivalence. Often the problem
is with specific dosage forms rather than with the active ingredients.
These are designated BC, BD, BE, BN, BP, BR, BS, BT, BX, or B¥*.
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Individual drug products have been evaluated as therapeutically equivalent to
the reference product in accordance with the definitions and policies outlined
below:

"A" CODES

Drug products that are considered to be therapeutically equivalent to other
pharmaceutically equivalent products.

"A" products are those for which actual or potential biocequivalence problems
have been resolved with adequate in vivo and/or in vitro evidence supporting bio-
equivalence. Drug products designated with an "A" code fall under one of two main
policies:

(1) for those active ingredients or dosage forms for which no in
vivo bicequivalence issue 1s known or suspected, the information
necessary to show bioequivalence between pharmaceutically equivalent
products is presumed and considered self-evident based on other data in
the application for some dosage forms (e.g., solutions) or satisfied
for solid oral dosage forms by a showing that an acceptable in vitro
dissolution standard is met. A therapeutically equivalent rating is
assigned such products so long as they are manufactured in accordance
with Current Good Manufacturing Practice regulationg and meet the other
requirements of their approved applications (these are designated AA,
AN, AO, AP, or AT, depending on the dosage form, as described below) ;
or

(2) for those DESI drug products containing active ingredients or dosage
forms that have been i1dentified by FDA as having actual or potential
bicequivalence problems, and for post-1962 drug products in a dosage form
presenting a potential bioequivalence problem, an evaluation of
therapeutic equivalence is assigned to pharmaceutical equivalents only if
the approved application contains adequate scientific evidence
establishing through in vivo and/or in vitro studies the biocequivalence
of the product to a selected reference product (these products are
designated as AB).

There are some general principles that may affect the substitution of
pharmaceutically equivalent products in specific cases. Prescribers and dispensers
of drugs should be alert to these principles so as to deal appropriately with
situations that require professional judgment and discretion.

There may be labeling differences among pharmaceutically equivalent products
that require attention on the part of the health professional. For example,
pharmaceutically equivalent powders to be reconstituted for administration as oral
or injectable ligquids may vary with respect to their expiration time or storage
conditions after reconstitution. An FDA evaluation that such products are
therapeutically equivalent is applicable only when each product is reconstituted,
stored, and used under the conditions specified in the labeling of that product.

The Agency will use notes in this publication to point out special situations
such as potential differences between two drug products that have been evaluated as
bicequivalent and otherwise therapeutically equivalent, when they should be brought
to the attention of health professionals. These notes are contained in Section 1.8,
Description of Special Situations.
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For example, in rare instances, there may be variations among therapeutically
equivalent products in their wuse or in conditions of administration. Such
differences may be due to patent or exclusivity rights associated with such use.
When such wvariations may, in the Agency's opinion, affect prescribing or
substitution decisions by health professionals, a note will be added to Section
1.8. '

Also, occasionally a situation may arise in which changes in a listed drug
product after its approval (for example, a change in dosing interval) may have an
impact on the substitutability of already approved generic versions of that product
that were rated by the Agency as therapeutically equivalent to the listed product.
When such changes in the listed drug product are considered by the Agency to have a
significant impact on therapeutic equivalence, the Agency will change the
therapeutic equivalence ratings for other versions of the drug product unless the
manufacturers of those other versions of the product provide additional information
to assure equivalence under the changed conditions. Pending receipt of the
additional data, the Agency may add a note to Section 1.8, or, in rare cases, may
.even change the therapeutic equivalence rating. :

In scome cases (e.g., Isolyte® S w/ Dextrose 5% in Plastic Container and
Plasma-Lyte® 148 and Dextrose 5% in Plastic Container), closely related products
are listed as containing the same active ingredients, but in somewhat different
amounts. In determining which of these products are pharmaceutically equivalent,
the Agency has considered products to be pharmaceutically equivalent with labeled
strengths of an ingredient that do not vary by more than 1%.

Different salts and esters of the same therapeutic moiety are regarded as
pharmaceutical alternatives. For the purpose of this publication, such products are
not considered to be therapeutically equivalent. There are no instances in this
List where pharmaceutical alternatives are evaluated or coded with regard to
therapeutic equivalence. Anhydrous and hydrated entities, as well as different
polymorphs, are considered pharmaceutical equivalents and must meet the same
standards and, where necessary, as in the case of ampicillin/ampicillin trihydrate,
their equivalence 1s supported by appropriate biocavailability/biocequivalence
studies.

The codes in this book are not intended to preclude health care professionals
£rom converting pharmaceutically different concentrations into pharmaceutical
equivalents using accepted professional practice. _

Where package size variations have therapeutic implications, products so
packaged have not been considered pharmaceutically equivalent. For example, some
oral contraceptives are supplied in 21-tablet and 28-tablet packets; the 28-tablet
packets contain 7 placebo or iron tablets. These two packaging configurations are
not regarded as pharmaceutically equivalent; thus, they -are not designated as
therapeutically egquivalent. .

Preservatives may differ among some .therapeutically equivalent drug products.
Differences in preservatives and other inactive ingredients do not affect FDA's
evaluation of therapeutic equivalence except in cases where these components may
influence bioequivalence or routes of administration. _

The specific sub-codes for those drugs evaluated as therapeutically equivalent
and the policies underlying these sub-codes follow:

AA — Products in conventional dosage forms not presenting bioequivalence problems

Products coded as AA contain active ingredients and dosage forms that are not

regarded as presenting either actual or potential bioeguivalence problems or
drug quality or standards issues. However, all oral dosage forms must,

nonetheless, meet an appropriate in vitro bicequivalence standard -that is.-
acceptable to the Agency in order to be approved. ' '
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AB, AB1, AB2, AB3... — Products meeting necessary bioequivalence requirements

Multisource drug products listed under the same heading (i.e., identical active
ingredients(s), dosage form, and route(s) of administration) and having the
same strength (see Section 1.2, Therapeutic Equivalence-Related Terms,
Pharmaceutical Equivalents) generally will be coded AB if a study is submitted
demonstrating biocequivalence.

In certain instances, a number is added to the end of the AB code to make a

three character code (i.e., ABl, AB2, AB3, etc.). Three-character codes are
assigned only in situations when more than one reference listed drug of the
same strength has been designated under the same heading. Two or more

reference listed drugs are generally selected only when there are at
least two potential reference drug products which are not bioequivalent to each
other. If a study is submitted that demonstrates bioequivalence to a specific
listed drug product, the generic product will be given the same three-character
code as the reference listed drug it was compared against. For example, Adalat®
CC (Miles) and Procardia XL® (Pfizer), extended-release tablets, are listed
under the active ingredient nifedipine. These drug products, listed under the
same heading, are not biocequivalent to each other. Once generic drug products
deemed by FDA to be biocequivalent to either Adalat® CC or Procardia XL® are
approved, Adalat® CC and Procardia XL® would be assigned ratings of AB1 and
AB2, respectively. The generic drug products biocequivalent to Adalat® CC would
be assigned a rating of ABl1 and those bioequivalent to Procardia XL® would be
assigned a rating of AB2. (The assignment of an ABl or AB2 rating to a specific
product does not imply product preference.) Even though drug products of
distributors and/or repackagers are not included in the List, they are
considered therapeutically equivalent to the application holder's drug product
if the application holder's drug product is rated either with an AB or three-
character code or is single source in the List. Drugs coded as AB under a
heading are considered therapeutically equivalent only to other drugs coded as
AB under that heading. Drugs coded with a three-character code under a heading
are considered therapeutically equivalent only to other drugs coded with the
gsame three-character code under that heading. .

AN — Solutions and powders for aerosolization

Uncertainty regarding the therapeutic equivalence of aerosolized products
arises primarily because of differences in the drug delivery system. Solutions
and powders intended for aerosolization that are marketed for use in any of
several delivery systems are considered to be pharmaceutically and
therapeutically equivalent and are coded AN. Those products that are compatible
only with a specific delivery system or those products that are packaged in and
with a specific delivery system are coded BN, unless they have met an
appropriate bioequivalence standard. Solutions or suspensions in a specific
delivery system will be coded AN if the biocequivalence standard is based upon
in vivo methodoleogy, 1if biocequivalence needs to be demonstrated by in vivo
methodology then the drug products will be coded AB.

AO — Injectable oil solutions

The absorption of drugs in injectable (parenteral) oil solutions may vary
substantially with the type of oil employed as a vehicle and the concentration
of the active ingredient. Injectable o0il solutions are therefore considered to
be pharmaceutically and therapeutically equivalent only when the active
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ingredient, its concentration, and the type of ©0il used as a vehicle are all
identical.

AP — Injectable aqueous solutions and, in certain instances, intravenous non-aqueous solutions

It should be noted that even though injectable (parenteral) products under a
specific listing may be evaluated as therapeutically equivalent, there may be
important differences among the products in the general category, Injectable;
Injection. For example, some injectable products that are rated therapeutically
equivalent are labeled for different routes of administration. In addition,
some products evaluated as therapeutically equivalent may have different
preservatives or no preservatives at all. Injectable products available as dry
powders for reconstitution, concentrated sterile golutions for dilution, or
sterile solutions ready for injection are all considered to be pharmaceutically
and therapeutically equivalent provided they are designed to produce the same
concentration prior to injection and are similarly labeled. Consistent with
accepted professional practice, it 1is the resgponsibility of the prescriber,
dispenser, or individual administering the product to be familiar with a
product's labeling to assure that it is given only by the route(s) of
adminigtration stated in the labeling.

Certain commonly used large volume intravenous products in glass containers are
not included on the List (e.g., dextrose injection 5%, dextrose injection 10%,
sodium chloride injection 0.9%) since these products are on the market without
FDA approval and the FDA has not published conditions for marketing such
parenteral products under approved NDAs. When packaged in plastic containers,
however, FDA regulations require approved applications prior to marketing.
Approval then depends on, among other things, the extent of the available
safety data involving the specific plastic component of the product. All large
volume parenteral products are manufactured under similar standards, regardless
of whether they are packaged in glass or plastic. Thus, FDA has no reason to
believe that the packaging container of large volume parenteral drug products
that are pharmaceutically equivalent would have any effect on their therapeutic
equivalence.

AT — Topical products

There are a variety of topical dosage forms available for dermatologic,
ophthalmic, otic, rectal, and vaginal administration, including solutions,
creams, ointments, gels, lotions, pastes, sprays, and suppositoriesg. Even
though different topical dosage forms may contain the same active ingredient
and potency, these dosage forms are not considered pharmaceutically equivalent.
Therefore, they are not considered therapeutically equivalent. All solutions
and DESI drug products containing the same active ingredient in the same
topical dosage form for which a waiver of in vivo bioequivalence has been
granted and for which chemistry and manufacturing processes are adequate to
demonstrate biocequivalence, are considered therapeutically equivalent and coded
AT. Pharmaceutically equivalent toplcal products that raise questions of
biocequivalence, including all post-1962 non-sgolution topical drug products, are
coded AB when supported by adequate bicequivalence data, and BT in the absence
of such data.
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"B" CODES

Drug products that FDA, at this time, considers not to be therapeutically equivalent to other
pharmaceutically equivalent products.

"B" products, for which actual or potential biocequivalence problems have not
been resolved by adequate evidence of biocequivalence, often have a problem with
specific dosage forms rather than with the active ingredients. Drug products
designated with a "B" code fall under one of three main policies:

(1) the drug products contain active ingredients or are manufactured in dosage
forms that have been identified by the Agency as having documented bio-
equivalence problems or a significant potential for such problems and for
which no .adequate studies demonstrating bicequivalence have been submitted
to FDA; or

(2) the quality standards are inadequate or FDA has an insufficient basis to
determine therapeutic equivalence; or

(3) the drug products are under regulatory review.

The specific coding definitions and policies for the "B" sub-codes are as
follows:

B* — Drug products requiring further FDA investigation and review to determine therapeutic
equivalence

The code B* is assigned to products previously assigned an A or B code when FDA
receives new information that raises a significant question regarding
therapeutic equivalence that can be resolved only through. further Agency
investigation and/or review of data and information submitted by the applicant.
The B* code signifies that the Agency will take no position regarding the
therapeutic eqguivalence of the product wuntil the Agency completes its
investigation and review.

BC — Extended-release dosage forms (capsules, injectables and tablets)

An extended-release dosage form is defined by the official compendia as one
that allows at least a twofold reduction in dosing frequency as compared to
that drug presented as a conventional dosage form (e.g., as a solution or a
prompt drug-releasing, conventional solid dosage form) .

Although biocavailability studies have been conducted on these dosage forms,
they may be subject to bioavailability differences, primarily because firms
developing extended-release products for the same active ingredient vrarely
employ the same formulation approach. FDA, therefore, does not consider
different extended-release dosage forms containing the same active ingredient
in equal strength to be therapeutically equivalent unless equivalence between
individual products in both rate and extent has been specifically demonstrated
through appropriate bioequivalence studies. Extended-release products for which
such bioequivalence data have not been submitted are coded BC, while those for
which such data are available have been coded AB.
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BD — Active ingredients and dosage forms with documented bioequivalence problems

The BD code denotes products containing active ingredients with known
bioequivalence problems and for which adequate studies have not been submitted
to FDA demonstrating biocequivalence. Where studies showing biocequivalence have
been submitted, the product has been coded AB.

BE — Delayed-release oral dosage forms

A delayed-release dosage form is defined by the official compendia as one that
releases a drug (or drugs) at a time other than promptly after administration.
Enteric-coated articles are delayed-release dosage forms.

Drug products 1in delayed-release dosage forms containing the same active
ingredients are subject to significant differences 1in absorption. Unless
otherwise specifically noted, the Agency considers different delayed-release
products containing the same active ingredients as presenting a potential
biocequivalence problem and codes these products BE in the absence of in vivo
studies showing bicequivalence. If- adequate in vivo studies have demonstrated
the Dbiocequivalence of specific delayed-release products, such products are
coded AB.

BN — Products in aerosol-nebulizer drug delivery systems

This code applies to drug solutions or powders that are marketed only as a
component of, or as compatible with, a specific drug delivery system. There
may, for example, be significant differences in the dose of drug and particle
size delivered by different products of this type. Therefore, the Agency does
not consider different metered aerosol dosage forms containing the same active
ingredient(s) in equal strengths to be therapeutically equivalent unless the
drug products meet an appropriate bicequivalence standard.

BP — Active ingredients and dosage forms with potential bioequivalence problems

FDA's bioequivalence regulations (21 CFR 320.33) contain criteria and
procedures for determining whether a specific active ingredient in a gpecific
dogsage form has a potential for causing a bioequivalence problem. It i1s FDA's
policy to consider an ingredient meeting these criteria as having a potential
bioequivalence problem even 1in the absence of positive data demonstrating
ineguivalence. Pharmaceutically equivalent products containing these
ingredients in oxal dosage forms are coded BP until adequate in vivo
biocequivalence data are submitted. Injectable suspensions containing an active
ingredient suspended in an agueous or oleaginous vehicle have also been coded
BP. Injectable suspensions are subject to bioequivalence problems because
differences in particle size, polymorphic structure of the suspended active
ingredient, or the suspension formulation can significantly affect the rate of
release and absorption. FDA does not consider pharmaceutical equivalents of
these products biocequivalent without adequate evidence of bioequivalence.
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BR — Suppositories or enemas that deliver drugs for systemic absorption

The absorption of active ingredients from suppositories or enemas that are
intended to have a systemic effect (as distinct from suppositories administered
for local effect) can vary significantly from product to product. Therefore,
FDA considers pharmaceutically equivalent systemic suppositories or enemas bio-
equivalent only if in vivo evidence of bioequivalence is available. In those
cases where 1in vivo evidence is available, the product is coded AB. If such
evidence is not available, the products are coded BR.

BS — Products having drug standard deficiencies

If the drug standards for an active ingredient in a particular dosage form are
found by FDA to be deficient so as to prevent an FDA evaluation of either
pharmaceutical or therapeutic equivalence, all drug products containing that
active ingredient in that dosage form are coded BS. For example, if the
standards permit a wide variation in pharmacologically active components of the
active ingredient such that pharmaceutical equivalence is in question, all
products containing that active ingredient in that dosage form are coded BS.

BT — Topical products with bioequivalence issues

This code applies mainly to post-1962 dermatologic, ophthalmic, otie, rectal,
and vaginal products for topical administration, including creams, ointments,
gels, lotions, pastes, and sprays, as well as suppositorieg not intended for
systemic drug absorption. Topical products evaluated as having acceptable
clinical performance, but that are not biocequivalent to other pharmaceutically
equivalent products or that lack sufficient evidence of bioceguivalence, will be
coded BT.

BX — Drug products for which the data are insufficient to determine therapeutic equivalence

The code BX 1s assigned to specific drug products for which the data that have
been reviewed by the Agency are insufficient to determine therapeutic
equivalence under the policies stated in this document. In these situations,
the drug products are presumed to be therapeutically inequivalent until the
Agency has determined that there 1is adequate information to make a full
evaluation of therapeutic equivalence.

1.8 Description of Special Situations

Certain drugs present special situations that deserve a more complete
explanation than can be provided by the two-letter codes used in the List. These
drugs have particular problems with standards of identity, analytical methodology,
or biocequivalence that are in the process of resolution. The following drugs are in
this category:

Amino Acid and Protein Hydrolysate Injections. These products differ in the
amount and kinds of amino acids they contain and, therefore, are not considered
pharmaceutical equivalents. For this reason, these products are not considered
therapeutically equivalent. At the same time, the Agency believes that it is
appropriate to point out that where nitrogen balance 1is the sole therapeutic
objective and individual amino acid content is not a consideration, pharmaceutical
alternatives with the same total amount of nitrogen content may Dbe considered
therapeutically equivalent.
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Diclofenac Sodium Ophthalmic Solution 0.1%. Two NDAs have been approved for
diclofenac sodium ophthalmic solution 0.1% (DSOS), (1) Ciba’s NDA 20-037 for
Voltaren and (2) Alcon’s NDA 20-809 for DSOS. Alcon was required to do a study
comparing their DSOS to Voltaren and to a placebo control in post cataract surgical

inflammation. This study was necessary to demonstrate that the different
formulation of the Alcon drug product did not affect the safety and/or
effectiveness of the proposed drug product for this indication. Prior to the

approval of Alcon’s DSOS Ciba did clinical studies and was approved for two
additional indications for the temporary rélief of pain and photophobia in patients
undergoing corneal refractive surgery. Three years of Waxman-Hatch marketing
exclusivity was granted to Ciba for these two new uses.

Since the treatment of pain has a different site of action than the anti-
inflammatory or photophobia indications the Agency did not have information to
support a recommendation that the Alcon and Ciba DSOS are therapeutically
equivalent for the treatment of pain. The designation of therapeutic equivalence
at this time applies only to the anti-inflammatory indication. The therapeutic
equivalence designation will apply to the photophobia indication upon expiration of
Ciba’'s marketing exclusivity.

Ribavirin 200MG Oral Capsule. Indicated for use and comarketed with interferon
alfa-2b, recombinant (Intron A), as Rebetron Combination Therapy.

Follitropin Alfa and Beta. Based on available data derived from physico-
chemical tests and bioassay, follitropin alfa and follitropin beta are
indistinguishable.

Gaviscon® Gaviscon® is an OTC product which has been marketed since
September 1970. The active ingredients in this product, aluminum hydroxide and
magnesium trisilicate, were reviewed by the Agency's OTC Antacid Panel and were
considered to be safe and effective ingredients (Category 1I) by that Panel.
However, the tablet failed to pass the antacid test which is required of all
antacid products. The Agency, therefore, placed the tablet in Category III for
lack of effectiveness. A full NDA with clinical studies was submitted by Marion
Laboratories, Inc., and approved by FDA on December 9, 1983. Gaviscon® 's activity
in treating reflux acidity is made possible by the physical-chemical properties of
the inactive ingredients, sodium bicarbonate and alginic acid. Therefore, all ANDAs
which cite Gaviscon® tablets as the listed drug must contain the Iinactive
ingredients sodium bicarbonate and alginic acid. A full NDA will be required to
support the effectiveness of the drug product if different inactive ingredients are
to be substituted for sodium bicarbonate or alginic acid or if different
proportions of these ingredients are to be used.

1.9 Therapeutic Equivalence Code Change for a Drug Entity

The Agency will use the following procedures when, in response to a petition or
on its own initiative, it 1s considering a change in the therapeutic equivalence
code for approved multi-source drug products. Such changes will generally occur
when the Agency becomes aware of new scientific information affecting the
therapeutic equivalence of an entire category of drug products in the List (e.g.,
information concerning the active ingredient or the dosage form), rather than
information concerning a single drug product within the category. These procedures
will be used when a change in therapeutic equivalence code is under consideration
for all drug products found in the Prescription Drug Product List under a specific
drug entity and dosage form. The change may be from the code signifying that the

drug does not present a biocequivalence problem (e.g., AA) to a code signifying a
biceguivalence problem (e.g., BP), or vice versa. This procedure does not apply to
a change of a particular product code (e.g., a change from BP to AB or from AB to
BX) .

Before making a change in a therapeutic equivalence code for an entire category
of drugs, the Agency will announce in the Introduction to the Cumulative Supplement
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that it is considering the change, and will invite comment. Comments, along with
scientific data, may be sent to the Director, Division of Biocequivalence, Office of
Generic Drugs, Center for Drug Evaluation and Research, (MPN-2) HFD-650, 7500
Standish Place, Rockville, MD 20855. The comment period will generally be 60 days
in length; and the closing date for comments will be listed in the description of
the proposed change for each drug entity.

‘The most useful. typé of scientific data submission 1is an iIin vivo
bicavailability/bioequivalence study conducted on batches of the subject drug
products. These submissions should present a full description of the analytical
procedureg and equipment used, a validation of the analytical methodology,
including the standard curve, a description of the methocd of calculating results,
and a description of the pharmacokinetic and statistical models used in analyzing
the data. Anecdotal or testimonial information is the least useful to the Agency,
and such submissions are discouraged. Copies of supporting reports published in the
gscientific literature or unpublished material, however, are welcome.

1.10 Change of the Therapéutic Equivalence Evaluation for a Single Product

The aforementioned procedure does not apply to a change in a single drug
product code. For example, a change in a single drug product's code from BP to AB
as a result of the submission of a bicequivalence study ordinarily will not be the
subject of notice and comment. Likewise, a change in a single drug product's code
from AB to BX (e.g., as a result of new information raising a significant question
as to Dbioequivalence) does not require notice and comment:. The Agency's
responsibility to provide the public with the Agency's most current information
related to therapeutic equivalence may require a change in a drug product's code
prior to any formal notice and opportunity for the applicant to be heard. The
publication in the Federal Register of a proposdl to withdraw approval of a drug
product will ordinarily result in a change in a product's code from AB to BX if
this action has not already been taken.

1.11 Availability of Internal Policy and Procedure Guides

The Office of Generic Drugs maintains internal policy and procedure guides.
Although these guides are designed for Office personnel and are éubject to change
without public notice, they are available to members of the public who may wish to-
know more about the Office's policies and procedures. Copies of these guides may be
obtained from the FDA, Center for Drug Evaluation and Research, HFD-210, Division

of Communications Management, Drug Information Branch, 5600 Fishers Lane,
Rockville, MD 20857. The Agency welcomes public comment on the policies,
procedures, and practices employed in the approval of generic drugs. Such

comments may be sent to the Director, Office of Generic Drugs, (MPN-2) HFD-600,
7500 Standish Place, Rockville, MD 20855.
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2. HOW TO USE THE DRUG PRODUCT LISTS

2.1 Key Sections for Using the Drug Product Lists

This publication contains illustrations, along with Drug Product Lists,
indices, and lists of abbreviations and terms which facilitate their use.
Illustrations. The annotated Drug Product Illustration, see Section 2.2,

and the Therapeutic Equivalence Evaluations Illustration, see Section 2.3, are
offered to provide further clarification. These depict the format found in the
Prescription Drug Product List (the only list in which therapeutic equivalence
evaluation codes are displayed).

-Drug Product Lists. The Drug Product Lists, arranged alphabetically by active
ingredient, contain product identification information (active ingredients, dosage
forms, routes of administration, product names, application'holders, strengths) for
single and multiple ingredient drug products. Also shown are the application
number and drug product number (FDA internal computer data use only) and approval
dates for those drug products approved on or after January 1, 1982.

If a prescription drug product is available from more than one source
(multisource), a therapeutic equivalence code will appear in front of the
applicant's name. If a product is therapeutically equivalent to one or wmore
products or to an appropriate reference, it will be designated with a code
beginning with "A" and the entry will be underlined and printed in bold font for
emphasis.

Active ingredient headings for multiple ingredient (combination) drug products
are arranged alphabetically. For purposes of this publication, this alphabetical
sort takes precedence over United States Pharmacopeia official monograph order
(i.e., Reserpine, Hydralazine Hydrochloride, Hydrochlorothiazide). For example,
product information labeled as Reserpine, Hydrochlorothiazide and Hydralazine
Hydrochloride appears under the active ingredient heading Hydralazine
Hydrochloride; Hydrochlorothiazide; Reserpine. A cross-reference to the product
information (for prescription and OTC products) appears for each additional active
ingredient in the product. For combination drug products, the ingredient strengths
are - separated by semicolons and appear in the same relative sequence as the
ingredients in the heading. Available strengths of the dosage form from an
applicant appear on separate lines.

To use the Drug Product Lists, determine by alphabetical order the ingredient
under which the product information is listed, using the Product Name Index, if
necessary. Then, find the ingredient in the applicable Drug Product List. Proceed
to the dosage form and route of administration and compare products within that
ingredient heading only. Therapeutic equivalence or inequivalence for prescription
products is determined on the basis of the therapeutic equivalence codes provided
within that specific dosage form heading. The OTC Drug Product List, Discontinued
Drug Product List, and Drug Products with Approval under Section 505 of the Act
Administered by the Center for Biologics Evaluation and Research List have their
data arranged similarly. The Discontinued Drug Product Ligt contains approved
products that have never been marketed, have been discontinued from marketing, or
have had their approvals withdrawn for other than safety or efficacy reasons
subsequent to being discontinued from marketing. All products having a "&" in the
12th Cumulative Supplement of the 18th Edition List have been added to the
Discontinued Drug Product List appearing in the 19th Edition.

Orphan Drug Product Designations. Drugs and biologicals that have been
granted Orphan Designation pursuant to Section 526 as amended by the Orphan Drug
Act [P.L. 97-414, January 4, 1983] are listed in Section 3.5.
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Product Name Index (Prescription and OTC Drug Product Lists). This is an index
of drug products by established or trade name. The second term of each entry
indicates the active ingredient name under which product information can be found
in the appropriate Drug Product List. For those drug products with multiple active
ingredients, only the first active ingredient (in alphabetical order) will appear.
OTC products are so designated.

Product Name Index Listed by Applicant (Prescription and OTC Drug Product
Lists). This is an index that cross-references applicants to drug products. The
bolded and underlined entry represents the applicant name abbreviation used in this
publication. Each complete applicant name that is represented by the abbreviated
name i1s marked with an asterisk (*). Listed under each complete applicant name is
the first alphabetically arranged ingredient under which product information can be
found in the appropriate Drug Product List. OTC products are so designated. To use
the Drug Product Lists, determine by alphabetical order the ingredient under which
the product information is listed, using the Product Name Index, if appropriate.

Uniform Terms. To improve readability, uniform terms are used to designate
dosage forms, routes of administration, and abbreviations used to express
strengths. These terms are listed in Appendix C. In some cases, the terms used may
differ from those used in product labels and other labeling.




2.2 DRUG PRODUCT ILLUSTRATION

SINGLE INGREDIENT

ACTIVE INGREDIENT > MEPERIDINE HYDROCHLORIDE
DOSAGE FORM; ROUTE OF ADMINISTRATION INJECTABLE; INJECTION
> —> HEXANON
TRADE OR GENERIC NAMES
AP+ METRO-PHYS 25MG/ML N13111 001
r AP  + 50MG/ML N13111 002
REFERENCE LISTED DRUG AP+ 75MG/NML N13111 003
' AUG 22, 1983
AP  + 100MG/ML N13111 004
JAN 04, 1985
L » MEPERIDINE HCL
THERAPEUTIC EQUIVALENCE (TE) AP ANDER SON PHARM 25MG/ML N42242 001
CODE FOR MULTISOURCE PRODUCT > AP 50MG/ML N42296 001
AP 75MG/ML N42301 002
AUG 27, 1987
AP 100MG/ML N42301 003
FINAL APPROVAL DATE > AUG 27, 1987
SINGLE SOURCE PRODUCT (NO TE CODE) > HOLLEY MED 10MG/ML N40000 001
AP PARKLAND 25MG/ML N47222 001
SFD PHARM T150MG/ML N47100 001
APPLICANT T T
AVAILABLE STRENGTH(S) OF A PRODUCT
APPLICATION NUMBER AND PRODUCT NUMBER : ]
PRODUCT NUMBER IS FOR FDA INTERNAL COMPUTER DATA USE ONLY '
MULTIPLE INGREDIENTS
WITH PRODUCT INFORMATION
ALPHABETICALLY SORTED BY
ACTIVE INGREDIENT > HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE

PRODUCT INFORMATION

TABLET; ORAL
|: HYDROCHLOROTHIAZIDE, RESERPINE AND HYDRALAZINE HCL .
MADISON 25MG; 15MG; 0. IMG N41290 001
JAN 18, 1982

A 4

WITH CROSS-REFERENCE

ALPHABETICALLY )
SECOND ACTIVE INGREDIENT > HYDROCHLOROTHIAZIDE: *MULTIPLE*
CROSS-REFERENCE TO > SEE HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE

PRODUCT INFORMATION

THIS EXAMPLE IS FOR PURPOSES OF ILLUSTRATION ONLY. IT DOES NOT REPRESENT ACTUAL PRODUCTS FROM THE PRESCRIPTION DRUG PRODUCT LIST.







2.3 THERAPEUTIC EQUIVALENCE EVALUATIONS ILLUSTRATION

DRUG PRODUCTS CODED AB (OR ANY CODE BEGINNING WITH AN "A") UNDER AN INGREDIENT AND DOSAGE FORM HEADING ARE CONSIDERED THERAPEUTICALLY EQUIVALENT
ONLY TO OTHER PRODUCTS CODED AB (OR ANY CODE BEGINNING WITH AN A") AND NOT TO THOSE CODED BP (OR ANY CODE BEGINNING WITH "B") AND ANY PRODUCTS NOT
LISTED. DRUG PRODUCTS CODED BP (OR ANY CODE BEGINNING WITH A "B") ARE NOT CONSIDERED THERAPEUTICALLY EQUIVALENT TO ANY OTHER PRODUCT. FOR A
COMPLETE EXPLANATION OF THE TE CODES REFER TO SECTION 1.7 OF THE /INTRODUCTION.

SULFASALAZINE

TABLET; ORAL

FAZINE
— AB  PARKLAND 500MG N42999 001
PRODUCTS CONSIDERED THERAPEUTICALLY SULAZINE
EQUIVALENT TO EACH OTHER } AB URSA» 500MG N40222 001
SULFASALAZINE
PRODUCTS CONSIDERED NOT THERAPEUTICALLY > BP BROWN 500MG N41297 001
EQUIVALENT TO ANY OTHER PRODUCTS LISTED
SULFASALAZINE
TABLET; ORAL
FAZINE
> AB  PARKLAND 500MG N42999 001
PRODUCTS CONSIDERED NOT THERAPEUTICALLY SULFASALAZINE
EQUIVALENT TO EACH OTHER BP BROWN 500MG N41297 Q01
R BP  SOUTH 500MG N40627 001

NOTE: BOLD FONT AND UNDERLINING DENOTES MULTISOURCE PRODUCTS WHICH ARE CONSIDERED THERAPEUTICALLY EQUIVALENT.

THIS EXAMPLE 1S FOR PURPOSES OF ILLUSTRATION ONLY. IT DOES NOT REPRESENT ACTUAL PRODUCTS FROM THE PRESCRIPTION DRUG PRODUCT LIST.







ABACAVIR SULFATE

SOLUTION; ORAL
ZIAGEN
+ GLAXO WELLCOME

TABLET; ORAL
ZIAGEN
+ GLAXO WELLCOME

ACARBOSE
TABLET; ORAL

PRECOSE
BAYER

ACEBUTOLOL HYDROCHLORIDE

CAPSULE; ORAL
ACEBUTOLOL HCIL

AB MYLAN
AB
AB WATSON LABS
AB

SECTRAL
AB WYETH AYERST
AB +

ACETAMINOPHEN; ASPIRIN; CODEINE PHOSPHATE

EQ 20MG BASE/ML

EQ

300MG BASE

25MG

50MG

100MG

EQ

200MG BASE

EO

400MG BASE

200MG BASE

EQ
EQ

400MG BASE

200MG BASE

EQ
EQ

400MG BASE

CAPSULE; ORAL

ACETAMINOPHEN, ASPIRIN, AND CODEINE PHOSPHATE
150MG; 180MG; 15MG

+ MIKART

N20978 001
DEC 17, 1998

N20977 001
DEC 17, 1998

N20482 004
MAY 29, 1997
N20482 001
SEP 06, 1995
N20482 002
SEP 06, 1995

N74288 001
APR 24, 1995
N74288 002
APR 24, 1995
N74007 001
OCT 18, 1995
N74007 002
OCT 18, 1995

N18917 001
DEC 28, 1984
N18917 003
DEC 28, 1984

N81095 001
OCT 26, 1990

PRESCRIPTION DRUG PRODUCT LIST 3-1

ACETAMINOPHEN; ASPIRIN; CODEINE PHOSPHATE

CAPSULE; ORAL
ACETAMINOPHEN, ASPIRIN, AND CODEINE PHOSPHATE
+ MIKART 150MG; 180MG; 30MG

+ 150MG; 180MG; 60MG

ACETAMINOPHEN; BUTALBITAL

CAPSULE; ORAL

BUCET
AB MALLINCKRODT 650MG; 50MG
PHRENILIN FORTE
AB + CARNRICK 650MG; 50MG
TENCON
AB MALLINCKRODT 650MG; 50MG
TRIAPRIN
DUNHALL 325MG; 50MG
TABLET; ORAL
BUTAPAP
AB MIKART 325MG; 50MG
AB 650MG; 50MG
_ PHRENILIN
AB + CARNRICK 325MG; 50MG
SEDAPAP
AB + MAYRAND 650MG; 50MG

ACETAMINOPHEN; BUTALBITAL; CAFFEINE

CAPSULE; ORAL
ACETAMINOPHEN, BUTALBITAL AND CAFFEINE

AB + GILBERT LABS 325MG; 50MG; 40MG
ACETAMINOPHEN, BUTALBITAL, AND CAFFEINE
AB MIKART 325MG; 50MG; 40MG

N81096 001
OCT 26, 1990
N81097 001
OCT 26, 1990

N88991 001
JUN 28, 1985

N88831 001
JUN 19, 1985

N89405 001
MAY 15, 1990

N89268 001
JUL 02, 1987

N89987 001
OCT 26, 1992
N89988 001
OCT 26, 1992

N87811 001
JUN 19, 1985

N88944 001
oCcT 17, 1985

N88825 001
DEC 05, 1984

N89007 001
MAR 17, 1986




ACETAMINOPHEN; BUTALBITAL; CAFFEINE
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2

ACETAMINOPHEN; BUTALBITAL; CAFFEINE; CODEINE PHOSPHATE

CAPSULE; ORAL

ANOQUAN

ROBERTS AND HAUCK 325MG; SOMG; 40MG

BUTALBITAL, ACETAMINOPHEN AND CAFFEINE

WEST WARD 500MG; 50MG; 40MG
BUTALBITAL, ACETAMINOPHEN, CAFFEINE

GRAHAM DM 325MG; 50MG; 40MG
ESGIC-PLUS
+ MIKART 500MG; 50MG; 40MG
FEMCET

MALLINCKRODT 325MG; S0MG; 40MG
TRIAD

MALLINCKRODT 325MG; 50MG; 40MG

TABLET; ORAL
BUTALBITAL, ACETAMINOPHEN AND CAFFEINE

MALLINCKRODT 325MG; 50MG; 40MG
MIKART 325MG; 50MG; 40MG
+ 500MG; S0MG; 40MG

WATSON LABS 500MG; 5S0MG; 40MG

WEST WARD 325MG; 50MG; 40MG
BUTALBITAL, APAP, AND CAFFEINE

HALSEY 325MG; 50MG; 40MG
FIORICET
+ NOVARTIS 325MG; 50MG; 40MG

PRESCRIPTION DRUG PRODUCT LIST

ACETAMINOPHEN; CAFFEINE; DIHYDROCODEINE BITARTRATE

3-2

CAPSULE; ORAL

ACETAMINOPHEN, CAFFEINE, AND DIHYDROCODEINE BITARTRATE

N87628 001
OCT 01, 1986

MIKART

13

DHC PLUS

N40261 001 AA + PURDUE FREDERICK

OCT 28, 1998

N88758 001
MAR 27, 1985

356.4MG; 30MG; 16MG

356.4MG; 30MG; 1 6MG

ACETAMINOPHEN; CODEINE PHOSPHATE

N40085 001
MAR 28, 1996

N89102 001
JUN 19, 1985

CAPSULE; ORAL
PHENAPHEN W/ CODEINE NO. 2
+ ROBINS AH
PHENAPHEN W/ CODEINE NO. 3
+ ROBINS AH

325MG; 15MG

325MG; 30MG

PHENAPHEN W/ CODEINE NO. 4

N89023 001
JUN 19, 1985

SOLUTION; ORAL

+ ROBINS AH

325MG; 60MG

ACETAMINOPHEN AND CODEINE PHOSPHATE

AA ALPHARMA 120MG/5ML ; 12MG/ SMIL
N87804 001 AA HI TECH PHARMA 120MG/5ML; 12MG/5ML
JAN 24, 1985
N89175 001 AA MIKART 120MG/5ML; 12MG/ 5ML
JAN 21, 1987
N89451 001 AR MORTON GROVE 120MG/5ML; 12MG/ S5ML
MAY 23, 1988 AA MOVA 120MG/5ML; 12MG/5ML
N40267 001 _ .
JUL 30, 1998 AA PHARM ASSOC 120MG/5ML; 12MG/ SML
N89718 001 ACETAMINOPHEN W/ CODEINE
JUN 12, 1995 BA ROXANE 120MG/5ML; 12MG/ 5ML
TYLENOL W/ CODEINE
N89536 001 AA + JOHNSON RW 120MG/5ML; 12MG/ 5ML

FEB 16, 1988

SUSPENSION; ORAL
ACETAMINOPHEN AND CODEINE PHOSPHATE

N88616 001

NOV 09, 1984

B B

+ NOVARTIS

CAPSULE; ORAL

FIORICET W/ CODEINE

325MG; 50MG; 40MG; 30MG

TABLET:; ORAL

CARNRICK 120MG/5ML; 12MG/5ML
CAPITAL AND CODEINE
ATPHARMA 120MG/5ML; 12MG/5ML

ACETAMINOPHEN AND CODEINE PHOSPHATE

14

DURAMED
N20232 001
JUL 30, 1992

[

300MG; 15MG

300MG; 30MG

N40109 001
AUG 26, 1997

N88584 001
MAR 04, 1986

N84444 001
N84445 001

N84446 001

N85861 001
N40119 001
APR 26, 1996
N89450 001
OCT 27, 1992
N87006 001
N40098 001
SEP 20, 1996
N87508 001

N86366 001
N85057 001

N86024 001
N85883 001

N40223 001
NOV 18, 1997
N40223 002
NOV 18, 1997




ACETAMINOPHEN; CODEINE PHOSPHATE

BB BB
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14

TABLET; ORAL
ACETAMINOPHEN AND CODEINFE PHOSPHATE

DURAMED

GENEVA PHARMS

MIKART

MUTUAL PHARM

PHARMERAL
PUREPAC PHARM

TEVA

VINTAGE PHARMS

WATSON LABS

ZENITH GOLDLINE
ACETAMINOPHEN AND CODEINE PHOSPHATE #2

300MG; 60MG
300MG; 30MG
300MG; 60MG
300MG; 30MG
650MG; 30MG
SSOMG;GOMG
300MG; 15MG
300MG; 30MG
300MG; 60MG
300MG; 30MG
300MG; 30MG
300MG; 60MG
300MG; 15MG
300MG; 30MG
300MG; 60MG
300MG; 15MG
300MG; 30MG
300MG; 60MG
300MG; 15MG
300MG; 30MG
300MG; 60MG

300MG; 60MG

SUPERPHARM

300MG; 15MG

ACETAMINOPHEN AND CODEINE PHOSPHATE NO. 4

ROXANE

300MG; 60MG

N40223 003
NOV 18, 1997
N81250 001
JUL 16, 1992
N81249 001
JUL 16, 1992
N89238 001
FEB 25, 1986
N89231 001
MAR 03, 1986
N89363 001
SEP 09, 1991
N89671 001
FEB 10, 1988
N89672 001
FEB 10, 1988
N89673 001
FEB 10, 1988
N87762 001
DEC 10, 1982
N86681 001
N86683 001
N88627 001
MAR 06, 1985
N88628 001
MAR 06, 1985
N88629 001
MAR 06, 1985
N89990 001
SEP 30, 1988
N89805 001
SEP 30, 1988
N89828 001
SEP 30, 1988
N89997 001
DEC 28, 1994
N89998 001
DEC 28, 1994
N89999 001
DEC 28, 1994
N87083 001

N89183 001
OCT 18, 1985

N84667 001

PRESCRIPTION DRUG PRODUCT LIST 3-3

ACETAMINOPHEN; CODEINE PHOSPHATE

TABLET; ORAL
ACETAMINOPHEN W/ CODEINE NO. 2

N84659 001
N84656 001
N85868 001
N83643 001
N85055 001

AA ROXANE 300MG; 15MG
ACETAMINOPHEN W/ CODEINE NO. 3

AA ROXANE 300MG; 30MG
ACETAMINOPHEN W/ CODEINE PHOSPHATE #3

AA ZENITH GOLDLINE 300MG; 30MG
CAPITAL WITH CODEINE
+ CARNRICK 325MG; 30MG
TYLENOL W/ CODEINE NO. 1
+ JOHNSON RW 300MG; 7.5MG
TYLENOL W/ CODEINE NO. 2

AA + JOHNSON RW 300MG; 15MG
TYLENOL W/ CODEINE NO. 3

AA + JOHNSON RW 300MG; 30MG
TYLENOL W/ CODEINE NO. 4

AA + JOHNSON RW 300MG; 60MG

ACETAMINOPHEN; HYDROCODONE BITARTRATE

AR CENT PHARMS 500MG; 5MG
ALIAY

AR NORTON HN 500MG; 5MG
HYDROCET

AR MALLINCKRODT 500MG; 5MG
HYDROCODONE BITARTRATE AND ACETAMINOPHEN

AA MIKART 500MG; SMG

AA 500MG; 5MG

AA 500MG; 5MG

AA 500MG; 5MG

.Y\ 500MG; SMG
LORCET-HD

AA + MALLINCKRODT 500MG; 5MG
ZYDONE

AA MALLINCKRODT 500MG; 5MG

CAPSULE; ORAL
ACETAMINOPHEN AND HYDROCODONE BITARTRATE

N85055
N85055

N85055

002
003
004

N88898 001
MAR 27, 1985

N89907 001
JAN 13, 1989

N89006 001
AUG 09, 1985

N81067 001
NOV 30, 1989
N81068 001 -
NOv 30, 1989
N81069 001
NOV 30, 1989
N81070 001
NOV 30, 1989
N89008 001
FEB 21, 1986

N87336 001
JUL 08, 1982

N88956 001
JUL 19, 1985




ACETAMINOPHEN; HYDROCODONE BITARTRATE

AR

[

B B B B

[

B BB BB

[

ELIXIR; ORAL
HYDROCODONE BITARTRATE AND ACETAMINOPHEN

+ MIKART

PHARM ASSOC

TABLET; ORAL

ANEXSIA

MATLLINCKRODT

ANEXSIA 10/660

+ MALLINCKRODT

ANEXSIA 7.5/650
MATLINCKRODT

CO-GESIC

SCHWARZ PHARMA

HY-PHEN
ASCHER

HYDROCODONE BITARTRATE

500MG/15ML; 7_5MG/15ML

500MG/15ML; 5MG/15ML
500MG/15ML; 5MG/15ML

500MG/15ML; 7.5MG/15ML

500MG; SMG
£60MG; 10MG
650MG; 7. 5MG
S00MG; SMG

S500MG; 5MG

AND ACETAMINOPHEN

ENDO PHARMS

EON

500MG; SMG
500MG; 7. 5MG
650MG; 7. 5MG
650MG; 10MG
150MG; 7. 5MG
400MG; 5MG
400MG; 7.5MG
400MG; 10MG

500MG; SMG

N81051 001
AUG 28, 1992
N81226 001
OCT 27, 1992
N89557 001
APR 29, 1992
N40182 001
MAR 13, 1998

N89160 001
APR 23, 1987

N40084 003
JUL 29, 1996

N89725 001
SEP 30, 1987

N87757 001
MAY 03, 1982

N87677 001
MAY 03, 1982

N40281 001
SEP 30, 1998
N40280 001
SEP 30, 1998
N40280 002
SEP 30, 1998
N40280 003
SEP 30, 1998
N40281 002
SEP 30, 1998
N40288 001
NOV 27, 1998
N40288 002
NOV 27, 1998
N40288 003
NOV 27, 1998
N40149 001
JAN 27, 1997

PRESCRIPTION DRUG PRODUCT LIST

ACETAMINOPHEN; HYDROCODONE BITARTRATE

BEBEBEBEBEEBEEBEBEBBBERERBBEBEB

TABLET; ORAL
HYDROCODONE BITARTRATE AND ACETAMINOPHEN

3-4

EON

HALSEY

MALLINCKRODT

MIKART

PEACHTREE

ucB

VINTAGE PHARMS

I50MG; 7. SMG
500MG; SMG
£50MG; 7. 5MG
650M6G; 10MG
I50MG; 7. 5MG
S00MG; SMG
500MG; 7. SMG
500MG; 10MG
J50MG; 7. 5MG
500MG;2. SMG
500MG; SMG
500MG; 5MG
500MG; 7. SMG
£50MG; 7. SMG
650MG; 10MG
500MG; 10MG
$50MG; 7. SMG
S00MG; 2 . SMG
500MG; SMG
500MG; 5MG
500MG; 7. SMG

650MG; 7.5MG

N40149 002
JAN 27, 1997
N40236 001
SEP 25, 1997
N40240 002
NOV 26, 1997
N40240 001
NOV 26, 1997
N40236 002
SEP 25, 1997
N40084 002
JUN 01, 1995
N40201 001
FEB 27, 1998
N40201 002
FEB 27, 1998
N40084 001
JUN 01, 1995
N89698 001
AUG 25, 1989
N89271 001
JUL 16, 1986
N89697 001
JAN 28, 1992
N89699 001
AUG 25, 1989
N89689 001
JUN 29, 1988
N81223 001
MAY 29, 1992
N40210 001
AUG 13, 1997
N40134 001
NOV 21, 1996
N40144 002
APR 25, 1997
N89831 001
SEP 07, 1988
N89971 001
DEC 02, 1988
N40144 001
FEB 22, 1996
N40155 001
APR 14, 1997




ACETAMINOPHEN; HYDROCODONE BITARTRATE
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TABLET; ORAL
HYDROCODONE BITARTRATE AND ACETAMINOPHEN

VINTAGE PHARMS

WATSON LABS

ZENITH GOLDLINE

LORTAB

MALLINCKRODT

+ UCB

NQORCOQ

+ WATSON LABS

VICODIN

+ KNOLL PHARM

£50MG; 10MG
I50MG; 7. SMG
500MG; 2. SMG
500MG; 2 . SMG
500MG; SMG
500MG; SMG
500MG; 7. 5MG
500MG; 7. 5MG
500MG; 10MG
650MG; 7. 5MG
650MG; 7. 5MG
650MG;10MG
650MG; 10MG
JI50MG; 7.5MG
JI50MG; 7. 5MG

S00MG; 5MG

500MG; SMG
S00MG; 10MG

325MG; SMG
325MG; 10MG

500MG; SMG

N40143 001
FEB 22, 1996
N40157 001
APR 12, 1996
N40123 003
MAR 04, 1996
N81079 001
AUG 30, 1991
N40122 001
MAR 04, 1996
N89883 001
DEC 01, 1988
N40123 004

‘MAR 04, 1996

N81080 001
AUG 30, 1991
N40148 002
FEB 14, 1997
N40094 001
SEP 29, 1995
N40123 001
MAR 04, 1996
N40094 002
SEP 29, 1995
N40123 002
MAR 04, 1996
N40122 002
MAR 04, 1996
N81083 001
AUG 30, 1991
N89696 001
APR 21, 1988

N87722 001
JUL 09, 1982
N40100 001
JAN 26, 1996
N40099 001
JUN 25, 1997

N40148 001
FEB 14, 1997

N88058 001
JAN 07, 1983

PRESCRIPTION DRUG PRODUCT LIST 3-5

ACETAMINOPHEN; HYDROCODONE BITARTRATE

TABLET; ORAL
VICODIN ES

AA + EKNOLL PHARM 750MG; 7. 5MG
VICODIN HP
AA RNOLL PHARM 660MG; 10MG

ACETAMINOPHEN; OXYCODONE

CAPSULE; ORAL
OXYCODONE AND ACETAMINOPHEN
HALSEY 500MG; 5MG

14

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE

CAPSULE; ORAL
OXYCODONE AND ACETAMINOPHEN

AA AMIDE PHARM 500MG; SMG
AA MALLINCKRODT 500MG; 5MG
AA VINTAGE PHARMS 500MG; 5MG
AA WATSON LABS 500MG; 5MG
ROXILOX
.Y\ ROXANE 500MG; 5MG
TYLOX
AA + JOHNSON RW 500MG; 5MG
SOLUTION; ORAL
ROXICET
ROXANE 325MG/5ML; 5MG/SML
TABLET; ORAL
OXYCET
AA MALLINCKRODT 325MG; 5MG
OXYCODONE_AND ACETAMINOPHEN
AA DURAMED 325MG; 5MG

N89736 001
DEC 09, 1988

N40117 001
SEP 23, 1996

N40219 001
JAN 22, 1998

N40199 001
DEC 30, 1998
N40257 001
AUG 04, 1998
N40106 001
JUL 30, 1996
N40234 001
OCT 30, 1997

N40061 001
JUL 03, 1995

N88790 001
DEC 12, 1984

N89351 001
DEC 03, 1986

N87463 001
DEC 07, 1983

N40272 001
JUN 30, 1998




PRESCRIPTION DRUG PRODUCT LIST | ‘ 3-6

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE

TABLET; ORAL
PROPOXYPHENE NAPSYLATE AND ACETAMINOPHEN

TABLET; ORAL
OXYCODONE AND ACETAMINOPHEN

AA VINTAGE PHARMS 325MG; SMG N40105 001 AB BARR 325MG; 50MG N70115 001
- JUL 30, 1996 - JUN 12, 1985

BA WATSON LABS 325MG; 5MG N40171 001 AB 650MG; 100MG N70116 001
ocT 30, 1997 - JUN 12, 1985

OXYCODONE HCL AND ACETAMINOPHEN AB 650MG; 100MG N70615 001

AA BARR 325MG; 5MG N87406 001 MAR 21, 1986
PERCOCET AB 650MG; 100MG N70771 001

AA + ENDO DHARMS 325MG; 5MG N85106 002 MAR 21, 1986
ROXICET AB 650MG; 100MG N70775 001

A ROXANE 325MG; 5MG N87003 001 MAR 21, 1986
ROXICET 5/500 AB GENEVA PHARMS 650MG; 100MG N70443 001

+ ROXANE 500MG; 5MG N89775 001 - JAN 23, 1986

JAN 12, 1989 AB MYLAN 650MG; 100MG N70145 001

: JUN 12, 1985

AB 650MG; 100MG N72195 001

ACETAMINOPHEN; PENTAZQCINE HYDROCHLORIDE FEB 16, 1988
AB PUREPAC PHARM 650MG; 100MG N70910 001

TABLET; ORAL JAN 02, 1987
TALACEN AB TEVA 650MG; 10OMG N74119 001

+ SANOFI 650MG;EQ 25MG BASE N18458 001 . DEC 19, 1994

SEP 23, 1982 AB VINTAGE PHARMS 650MG; 100MG N74843 001

FEB 12, 1997

AB ZENITH GOLDLINE 650MG; 100MG N70146 001

ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE AUG 02, 1985

TABLET; ORAL

PROPOXYPHENE HCL AND ACETAMINOPHEN ACETAZOLAMIDE

AA GENEVA PHARMS 650MG; 65MG N89959 001
JUL 18, 1989 CAPSULE, EXTENDED RELEASE; ORAL
AA MYLAN 650MG; 65MG N83978 001 DIAMOX
AA WATSON LABS 650MG; 65MG N40139 001 + LEDERLE 500MG N12945 003
DEC 16, 1996 APR 25, 1995
WYGESIC
AA + WYETH AYERST 650MG; 65MG N84999 001 TABLET; ORAL
- ACETAZOLAMIDE
AB DANBURY PHARMA 250MG N88882 001
ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE ocT 22, 1985
AB LANNETT 250MG N84840 001
TABLET; ORAL AB MUTUAL PHARM 125MG N89752 001
DARVOCET-N 100 JUN 22, 1988
AB + LILLY 650MG; 100MG N17122 002 AB 250MG N89753 001
~  DARVOCET-N 50 JUN 22, 1988
AB LILLY 325MG; 50MG N17122 001 AB TARO 125MG N40195 001
~  PROPACET 100 MAY 28, 1997
AB TEVA 650MG; 100MG N70107 001

JUN 12, 1985




ACETAZOLAMIDE
TABLET; ORAL
ACETAZOLAMIDE
AB TARO
DIAMOX
AB LEDERLE
AB  +

ACETAZOLAMIDE SODIUM

INJECTABLE; INJECTION
ACETAZOLAMIDE SODIUM

ap ABBOTT

AP BEDFORD
DIAMOX

AP + LEDERLE

ACETIC ACID, GLACIAL

250MG

125MG
250MG

EQ 500MG BASE/VIAL

PRESCRIPTION DRUG PRODUCT LIST

N40195 002
MAY 28, 1997

N08943 001
N08943 002

N40108 001

EQ 500MG BASE/VIAL

oCT 30, 1995
N40089 001

EQ 500MG BASE/VIAL

FEB 28, 1995

N09388 001

SOLUTION; IRRIGATION, URETHRAL

ACETIC ACID 0.25% IN PLASTIC CONTAINER

AT ABBOTT 250MG/100ML
AT B BRAUN 250MG/100ML
AT BAXTER HLTHCARE 250MG/100ML
SOLUTION/DROPS; OTIC

ACETASOL
AT ALPHARMA 2%

ACETIC ACID
AT MORTON GROVE 23
AT THAMES 2%

VOSOL

AT + WALLACE LABS

|2

DEC 05, 1990

N17656 001
N18161 001
N18523 001
FEB 19, 1982

N87146 001

N40166 001
JUL 26, 1996
N88638 001
SEP 06, 1984

N12179 001

ACETIC ACID, GLACIAL; ALUMINUM ACETATE

3-1

SOLUTION/DROPS; OTIC

ACETIC ACID 2% -IN AQUEOUS ALUMINUM ACETATE

AT BAUSCH AND LOMB

DOMEBORO
AT + BAYER

ACETIC ACID, GLACIAL; HYDROCORTISONE

2%:;0.179%

2

o\

;0.

79

SOLUTION/DROPS; OTIC
ACETASOL HC

AT ALDHARMA 2%;1%
HYDROCORTISONE AND ACETIC ACID

AT MORTON GROVE 2%:1%

AT THAMES 2%;1%
VOSOL HC

AT + WALLACE LABS 2%;1%

N40063 001
FEB 25, 1994

N84476 001

N87143 001
JAN 13, 1982

N40168 001
AUG 30, 1996
N88759 001
MAR 04, 1985

N12770 001

ACETIC ACID, GLACIAL; HYDROCORTISONE; NEOMYCIN SULFATE

SUSPENSION/DROPS; OTIC

NEO-CORT-DOME
+ BAYER
ACETOHEXAMIDE
TABLET; ORAL

ACETOHEXAMIDE
BARR

DANBURY PHARMA

[ -

DYMELOR
LILLY

|B:(E5

2%;1%;EQ 0.35% BASE

250Mc
500Mc
250MG
500Mc

250MG
500MG

N50238 001

N70869 001
FEB 09, 1987
N70870 001
FEB 09, 1987
N71893 001
NOV 25, 1987
N71894 001
NOV 25, 1987

N13378 002
N13378 001




PRESCRIPTION DRUG PRODUCT LIST 3-8

ACETOHYDROXAMIC ACID

TABLET; ORAL
LITHOSTAT
+ MISSION PHARMA 250MG N18749 001

MAY 31, 1983

ACETYLCHOLINE CHLORIDE

POWDER FOR RECONSTITUTION; OPHTHALMIC

MIOCHOL
+ CIBA 20MG/VIAL N16211 001
MIOCHOL-E
+ CIBA 20MG/VIAL N20213 001
SEP 22, 1993
ACETYLCYSTEINE
SOLUTION; INHALATION, ORAL
ACETYLCYSTEINE
AN ABBOTT 10% N73664 001
AUG 30, 1994
AN 203 N74037 001
AUG 30, 1994
AN BEDFORD 103 N72323 001
APR 30, 1992
AN 20% N72324 001
— APR 30, 1992
AN FAULDING 10% N71364 001
MAY 01, 1989
AN 20% N71365 001
- MAY 01, 1989
AN LUITPOLD 10% N72489 001
JUL 28, 1995
AN 20% N72547 001
- JUL 28, 1995
AN ROXANE 10% N72621 001
SEP 30, 1992
AN 20% N72622 001
SEP 30, 1992
MUCOMYST
AN + APOTHECON 10% N13601 002
AN + 20% N13601 001
MUCOSIL—10
AN DEY 10% N70575 001

OCT 14, 1986

ACETYLCYSTEINE
SOLUTION; INHALATION, ORAL
MUCOSIL-20
AN DEY 20%
ACITRETIN
CAPSULE; ORAL
SORIATANE
ROCHE 10MG
+ 25MG

ACRIVASTINE; PSEUDOEPHEDRINE HYDROCHLORIDE

CAPSULE; ORAL

SEMPREX-D
+ MEDEVA 8MG; 60MG
ACYCLOVIR
CAPSULE; ORAL
ACYCLOVIR
AB AESGEN 200MG
AB APOTHECON 200MG
aB CHELSEA LABS 200MG
AB COPLEY PHARM 200MG
AB ESI LEDERLE 200MG
AB GENPHARM 200MG
AB LEK PHARM 200MG
AB MYLAN 200MG
AB NOVOPHARM 200MG

N70576 001
OCT 14, 1986

N19821 001
OCT 28, 1996
N19821 002
OCT 28, 1996

N19806 001
MAR 25, 1994

N74833 001
APR 22, 1997
N74889 001
OCT 31, 1997
N75101 001
APR 15, 1998
N74914 001
NOV 26, 1997
N74872 001
APR 22, 1997
N74977 001
APR 13, 1998
N74750 001
APR 22, 1997
N74727 001
APR 22, 1997
N74578 001
APR 22, 1997




ACYCLOVIR

B & & & &

[

&

&

&

[ A -

CAPSULE; ORAL
ACYCLOVIR
PUREPAC PHARM
RANBAXY
ROXANE
TEVA
ZENITH GOLDLINE
ZOVIRAX
+ GLAXO WELLCOME

OINTMENT; TOPICAL
ZOVIRAX
+ GLAXO WELLCOME

SUSPENSION; ORAL
ACYCLOVIR
ALPHARMA
ZOVIRAX
+ GLAXO WELLCOME

TABLET; ORAL
ACYCLOVIR
AESGEN

APQOTHECON
COPLEY PHARM

ESI LEDERLE

200Me
200Mc
200Mg
200Mc

200MG

200MG

[4]
o°

200MG/ SML

200MG/ SML

400M6
800MG
400MG
800Me
00M6
800MG
400Me

800MG

N74906 001
AUG 26, 1997
N74975 001
SEP 30, 1998
N74570 002
APR 22, 1997
N74828 001
APR 22, 1997
N74674 001
APR 22, 1997

N18828 001
JAN 25, 1985

N18604 001
MAR 29, 1982

N74738 001
APR 28, 1997

N19909 001
DEC 22, 1989

N74946 001
NOv 19, 1997
N74946 002
NOV 19, 1997
N74891 001
ocT 31, 1997
N74891 002
oCcT 31, 1997
N75021 001
MAR 18, 1998
N75021 002
MAR 18, 1998
N74834 001
APR 24, 1997
N74834 002
APR 24, 1997

PRESCRIPTION DRUG PRODUCT LIST

ACYCLOVIR

TABLET; ORAL
ACYCLOVIR
GENPHARM

LEK PHARM

MYLAN

NOVOPHARM

PUREPAC PHARM

RANBAXY

ZENITH GOLDLINE

BB IEEEEEIEIEIEERIEE B

ZOVIRAX
GLAXO WELLCOME

& (&

ACYCLOVIR SODIUM

INJECTABLE; INJECTION

ACYCLOVIR IN SODIUM CHLORIDE 0.9% PRESERVATIVE

+ ESI LEDERLE

ACYCLOVIR SODIUM
ap ABBOTT

3-9

00MG
800MG
400Me
800MG
400Me
800MG
400MG
800MG
00Me
800MG
400Mg
800MG
400Mc

800MG

400MG

800MG

EQ 500MG BASE/VIAL

EQ 1GM BASE/VIAL

EQ 500MG BASE/VIAL

N74976 001
APR 13, 1998
N74976 002
APR 13, 1998
N74658 001
APR 22, 1997
N74658 002
APR 22, 1997
N75211 001
SEP 28, 1998
N75211 002
SEP 28, 1998
N74556 002
APR 22, 1997
N74556 003
APR 22, 1997
N74870 001
JUN 05, 1997
N74870 002
JUN 05, 1997
N74980 001
SEP 30, 1998
N74980 002
SEP 30, 1998
N74836 001
APR 22, 1997
N74836 002
APR 22, 1997

N20089 001
APR 30, 1991
N20089 002
APR 30, 1991

FREE
N74885 001
DEC 19, 1997
N74885 002
DEC 19, 1997

N74663 001
APR 22, 1997




ACYCLOVIR SODIUM

INJECTABLE;
ACYCLOVIR

INJECTION
SODIUM

ABBOTT

[

AESGEN

5 1B IR

+ AM PHARM PARTNERS

BEDFORD

[T A A

+ FAULDING

5 %

ZOVIRAX

+

5 IR

ADAPALENE

GEL; TOPICAL
DIFFERIN
+ GALDERMA

APOTHECON

ESI LEDERLE

GENSIA SICOR PHARMS

+ GLAXO WELLCOME

SOLUTION; TOPICAL

DIFFERIN
+ GALDERMA

EQ

PRESCRIPTION DRUG PRODUCT LIST

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

500MG BASE/VIAL

EQ
EQ

50MG BASE/ML

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ
EQ

25MG BASE/ML

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

o

o

N74758 001
APR 22, 1997
N74663 002
APR 22, 1997
N74758 002
APR 22, 1997
N75015 001
APR 30, 1998
N74930 001
MAY 13, 1998
N74897 001
FEB 27, 1998
N74897 002
FEB 27, 1998
N74596 002
APR 22, 1997
N74596 001
APR 22, 1997
N74913 001
OCT 15, 1997
N74913 002
OCT 15, 1997
N74720 001
APR 22, 1997
N74969 001
AUG 26, 1997
N74969 002
AUG 26, 1997

N18603 001
ocT 22, 1982
N18603 002
JUN 29, 1989

N20380 001

MAY 31, 1996

N20338 001
MAY 31, 1996

ADENOSINE

INJECTABLE; INJECTION
ADENOCARD
+  FUJISAWA HLTHCARE

ADENOSCAN
+ FUJISAWA HLTHCARE

ALATROFLOXACIN MESYLATE

3MG/ML

3MG/ML

INJECTABLE; INJECTION
TROVAN PRESERVATIVE FREE
PFIZER
-+
ALBENDAZOLE

TABLET; ORAL
ALBENZA
+ SMITHKLINE BEECHAM

200MG

ALBUMIN CHROMATED CR-51 SERUM

INJECTABLE; INJECTION
CHROMALBIN
IS0 TEX

ALBUMIN HUMAN

INJECTABLE; INJECTION

OPTISON

+ MOLECULAR BIOSYSTEMS 10MG/ML

3-10

EQ 200MG BASE/VIAL

EQ 300MG BASE/VIAL

100 uCi/VIAL

ALBUMIN IODINATED I-125- SERUM

INJECTABLE; INJECTION

RADIOIODINATED SERUM ALBUMIN (HUMAN)
6.67 uCi/ML

MALLINCKRODT

IHSA I 125

N19937 002
OCT 30, 1989

N20059 001
MAY 18, 1995

N20760 001
DEC 18, 1997
N20760 002
DEC 18, 1997

N20666 001
JUN 11, 1996

N17835 001

N20899 001
DEC 31, 1997

N17844 003




ALBUMIN TODINATED I-125 SERUM

INJECTABLE; INJECTION

RADIOIODINATED SERUM ALBUMIN (HUMAN)

MALLINCKRODT

10 uCi/ML
100 ucCi/ML

ALBUMIN IODINATED I-131 SERUM

INJECTABLE; INJECTION
MEGATOPE
ISO TEX

ALBUTERCL

0.5mCi/VIAL

1mCi/VIAL

AEROSOL, METERED; INHALATION

ALBUTEROL
ALPHARMA

MEDEVA

MEDISQL

B B & IB

NORTON WATERFORD

PROVENTIL
SCHERING

VENTOLIN

+ GLAXO WELLCOME

w
=2

[

ALBUTEROL SULFATE

0.09MG/INH
0.09MG/INH
0.09MG/INH

0.09MG/INH

0.09MG/INH

0.09MG/INH

AEROSOL, METERED; INHALATION

PROVENTIL-HFA
+ 3M

CAPSULE; INHALATION
VENTOLIN ROTACAPS
+ GLAXC WELLCOME

SOLUTION; INHALATION
ALBUTEROL SULFATE
AN ALDHARMA

EQ 0.09MG BASE/INH

EQ 0.2MG BASE

EQ 0.083% BASE

IHSA I 125

N17844 001
N17844 002

N17837 001
N17837 002

N73045 001
AUG 19, 1997
N72273 001
AUG 14, 1996
N74072 001
AUG 01, 1996
N73272 001
DEC 28, 1995

N17559 001

N18473 001

N20503 001

AUG 15, 1996

N19489 001
MAY 04, 1988

N73533 001
SEP 26, 1995

PRESCRIPTION DRUG PRODUCT LIST

ALBUTEROL SULFATE

14

[ R -

2 |2

BRI R

[

[

& &

SOLUTION; INHALATION
ALBUTEROL SULFATE
BAUSCH AND LOMB

DEY
HI TECH PHARMA
NEPHRON

PROVENTIL
+ SCHERING

+

VENTOLIN
+ GLAXO WELLCOME

+
SYRUP; ORAL

ALBUTEROL SULFATE
ALPHARMA

HI TECH PHARMA
TEVA
WATSON LABS

PROVENTIL
+ SCHERING

VENTOLIN
+ GLAXO WELLCOME

TABLET; ORAL
ALBUTEROL SULFATE
DANBURY PHARMA

GENEVA PHARMS

EQ

3-11

0.5% BASE

EQ

0.083% BASE

EQ
EQ

0.5% BASE

0.083% BASE

EQ

0.083% BASE

0.5% BASE

EQ

EQ

0.083% BASE

0.5% BASE

EQ

EQ

2MG BASE/5ML

EQ

2MG BASE/S5ML

EQ

2MG BASE/5ML

2MG BASE/S5ML

EQ

EQ

2MG BASE/5ML

EQ

2MG BASE/5ML

2MG BASE

EQ

4MG BASE

EQ
EQ

2MG BASE

N75050 001
JUN 18, 1998
N72652 001
FEB 21, 1992
N74543 001
JAN 15, 1998
N74880 001
SEP 17, 1997

N19243 002
JAN 14, 1987
N19243 001
JAN 14, 1987

N19773 001
APR 23, 1992
N19269 002
JAN 16, 1987

N74454 001
SEP 25, 1995
N74749 001
JAN 30, 1998
N73419 001
MAR 30, 1992
N73165 001
APR 29, 1993

N18062 001
JAN 19, 1983

N19621 001
JUN 10, 1987

N72629 001
JAN 31, 1991
N72630 001
JAN 31, 1991
N72151 001
DEC 05, 1989




ALBUTEROL SULFATE

EEEEEEEEEEEERBIEIERIEBIERIEIE B
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TABLET; ORAL
ALBUTEROL SULFATE

GENEVA PHARMS

LEDERLE

MD PHARM

MUTUAL PHARM

MYLAN

NOVOPHARM

SIDMAK LABS NJ

TEVA

WATSON LABS

PROVENTIL
SCHERING

+

VENTOLIN

GLAXO WELLCOME

EQ
EQ
EQ
EQo
EQ
EQ
EQ
EQ
EQ
EQ
EQ

EQ
EQ
EQ
EQ
EQ
EQ
EQ

EQ
EQ

4MG
2MG
aMG
2MG
4MG
2MG
aMG
2MG
4AMG
2MG
4MG
2MG
aMG
2MG
2MG
4MG
4MG
2MG

4AMG

2MG

MG

2MG

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

BASE

N72152 001
DEC 05, 1989
N72859 001
DEC 20, 1989
N72860 001
DEC 20, 1989
N73120 001
SEP 29, 1992
N73121 001
SEP 29, 1992
N72636 001
DEC 05, 1989
N72637 001
DEC 05, 1989
N72893 001
JAN 17, 1991
N72894 001
JAN 17, 1991
N72779 001
JUN 25, 1993
N72780 001
JUN 25, 1993
N72316 001
DEC 05, 1989
N72317 001
DEC 05, 1989
N72619 001
DEC 05, 1989
N72938 001
MAR 30, 1990
N72620 001
DEC 05, 1989
N72939 001
MAR 30, 1990
N72764 001
AUG 28, 1991
N72765 001
AUG 28, 1991

N17853 001
MAY 07, 1982
N17853 002
MAY 07, 1982

N19112 001
JUL 10, 1986

PRESCRIPTION DRUG PRODUCT LIST 3-12

ALBUTEROL SULFATE

TABLET; ORAL
VENTOLIN

AB GLAXO WELLCOME EQ 4MG BASE

TABLET, EXTENDED RELEASE; ORAL
PROVENTIL

BC SCHERING EQ 4MG BASE

VOLMAX

BC + MURO EQ 4MG BASE

+ EQ 8MG BASE

ALBUTERQOL SULFATE; IPRATROPIUM BROMIDE

AEROSOL, METERED; INHALATION
COMBIVENT
+ BOEHRINGER INGELHEIM EQ 0.09MG BASE/INH;
0.018MG/INH

ALCLOMETASONE DIPROPIONATE

CREAM; TOPICAL
ACLOVATE
+ GLAXO WELLCOME 0.05%

OINTMENT; TOPICAL
ACLOVATE
+ GLAXC WELLCOME 0.05%

ALCOHOL; DEXTROSE

INJECTABLE; INJECTION
ALCOHOL 10% AND DEXTROSE 5%

+ B BRAUN 10ML/100ML; 5GM/ 100ML
ALCOHOL 5% AND DEXTROSE 5%

AP + B BRADN SML/100ML; 5GM/100ML
ALCOHOL 5% IN D5-W

AP ABBOTT SML/100ML ; 5GM/100ML

N19112 002
JUL 10, 1986

N19383 001
JUL 13, 1987

N19604 002
DEC 23, 1992

N19604 001
DEC 23, 1992

N20291 001
OCT 24, 1996

N18707 001
DEC 14, 1982

N18702 001
DEC 14, 1982

N04589 006
N04589 004

N83263 001




ALCOHOL; DEXTROSE

INJECTABLE; INJECTION

ALCOHOL 5% IN DEXTROSE 5% IN WATER

AP BAXTER HLTHCARE

ALENDRONATE SODIUM

TABLET; ORAL
FOSAMAX
MERCK

ALFENTANIL HYDROCHLORIDE

INJECTABLE; INJECTION
ALFENTA
+ AKORN

ALGLUCERASE
INJECTABLE; INJECTION

CEREDASE
GENZYME

ALLOPURINOL
TABLET; ORAL

ALLOPURINOL
DANBURY PHARMA

GENEVA PHARMS

L

5ML/100ML; 5GM/100ML

EQ 5MG BASE
EQ 10MG BASE

EQ 40MG BASE

EQ 0.5MG BASE/ML

10 UNITS/ML

80 UNITS/ML

100MG
300MG
100MG

300MG

N83256 001

N20560 003
APR 25, 1997
N20560 001
SEP 29, 1995
N20560 002
SEP 29, 1995

N19353 001
DEC 29, 1986

N20057 004
MAY 08, 1992
N20057 003
APR 05, 1991

N18832 002
SEP 28, 1984
N18877 001
SEP 28, 1984
N70268 001
DEC 31, 19885
N70269 001
DEC 31, 1985

PRESCRIPTION DRUG PRODUCT LIST

ALLOPURINOL

TABLET; ORAL
ALLOPURINOL

AB ~ MUTUAL PHARM
AB
AB MYLAN
AB
AB PAR PHARM
AB
AB SUPERPHARM
LOPURIN
AB BASF
AB
ZYLOPRIM
AB GLAXC WELLCOME
AB +

ALLOPURINOL SODIUM

INJECTABLE; INJECTION
ZYLOPRIM
+ CATALYTICA PHARMS

ALPRAZOLAM

CONCENTRATE; ORAL
ALPRAZOLAM
ROXANE

SOLUTION; ORAL
ALPRAZOLAM
ROXANE

3-13

1ooMe.
300Mc
100Me
300Mc
100Me
300M6

300MG

100MG

300MG

100MG
300MG

EQ 500MG BASE/VIAL

1MG/ML

0.5MG/5ML

N71449 001
JAN 09, 1987
N71450 001
JAN 09, 1987
N18659 001
OCT 24, 1986
N18659 002
OCT 24, 1986
N70150 001
DEC 10, 1985
N70147 001
DEC 10, 1985
N70951 001
NOV 30, 1988

N71586 001
APR 02, 1987
N71587 001
APR 02, 1987

N16084 061
N16084 002

N202928 001
MAY 17, 1996

N74312 001

OCT 31, 1993

N74314 001
ocT 31, 1993




PRESCRIPTION DRUG PRODUCT LIST 3-14

EERERREREREEEEERERRREE R R R

ALPRAZOLAM ALPRAZOLAM
TABLET; ORAL TABLET; ORAL
ALPRAZOLAM ALPRAZOLAM
ALPHAPHARM 0.25MG N74046 001 AB BUREPAC PHARM 0.25MG N74342 001
- ocT 19, 1993 ' ocT 31, 1993
0.5MG N74046 002 AB 0.5MG N74342 002
- ocT 19, 1993 : ocT 31, 1993
1Me N74046 003 AB 1MG N74342 003
: _ ocT 19, 1993 ocT 31, 1993
CHELSEA LABS 0.25MG N74456 001  AB 2M6 N74342 004
AUG 31, 1995 ocT 31, 1993
0.5MG N74456 002 AB ROXANE 0.25MG N74199 001
- AUG 31, 1995 — ocT 19, 1993
MG N74456 003 AB 0.5MG N74199 002
AUG 31, 1995 ocT 19, 1993
GENEVA PHARMS 0.25MC N74112 001 AB 1iMe N74199 003
- DEC 29, 1995 : ocT 19, 1993
0.5MG N74112 002 AB WATSON LABS 0.25MG N74479 001
- DEC 29, 1995 _ JAN 21, 1997
1MG N74112 003 AB 0.5MG N74479 002
DEC 29, 1995 ) JAN 21, 1997
2mMG N74909 001 AB 1M N74479 003
MAR 25, 1998 JAN 21, 1997
LEDERLE 0.25MG N74174 001 AB ZENITH GOLDLINE 0.25MG N74294 001
— ocT 19, 1993 JUL 29, 1994
0.5MG ' N74174 002 BB 0.5MG N74294 002
- ocT 19, 1993 — JUL 29, 1994
1MG N74174 003 AB imMe N74294 003
ocT 19, 1993 JUL 29, 1994
2MG N74174 004 AB 2Mc N74294 004
ocT 19, 1993 JUL 29, 1994
MYLAN 0.25MG N74215 001 XANAX
JAN 27, 1994 BB DHARMACIA AND UPJOHN 0.25MG N18276 001
0.5MG N74215 002 AB 0.5MG N18276 002
JAN 27, 1994 AB + MG N18276 003
MG N74215 003 2AB 2MG N18276 004
JAN 27, 1994 NOV 27, 1985
2MG N74215 004
JAN 27, 1994
NOVOPHARM NC 0.25MC N74085 001  ALPROSTADIL
- FEB 16, 1994
0.5MG N74085 002 INJECTABLE; INJECTION
FEB 16, 1994 ALPROSTADIL
1mMc N74085 003 AP BEDFORD 0.5MG/ML N74815 001
: FEB 16, 1994 JAN 20, 1998
2MG N74085 004 CAVERJECT
FEB 26, 1996 AP PHARMACIA AND UPJOHN 0.005MG/VIAL N20379 003

JUN 27, 1996




ALPROSTADIL

INJECTABLE; INJECTION

PRESCRIPTION DRUG PRODUCT LIST

CAVERJECT
AP PHARMACIA AND UPJOHN 0.01MG/VIAL
AP 0.02MG/VIAL
AP + 0.04MG/VIAL
0.01MG/ML
+ 0.02MG/ML
EDEX
AP SCHWARZ PHARMA 0.005MG/VIAL
AP 0.01MG/VIAL
AP 0.02MG/VIAL
AP + 0.04MG/VIAL
PROSTIN VR PEDIATRIC '
AP + PHARMACIA AND UPJOHN 0.5MG/ML
SUPPOSITORY; URETHRAL
MUSE
VIVUS 0.125MG
0.25MG
0.5MG
+ 1MG
ALTRETAMINE
CAPSULE; ORAL
HEXALEN
+ US BIOSCIENCE 50MG
ALUMINUM ACETATE; *MULTIPLE*

SEE ACETIC ACID, GLACIAL; ALUMINUM ACETATE

N20379 001
JUL 06, 1995
N20379 002
JUL 06, 1995
N20379 004
MAY 19, 1997
N20755 002
oCT 01, 1997
N20755 003
ocT 01, 1997

N20649 001
JUN 12, 1997
N20649 002
JUN 12, 1997
N20649 003
JUN 12, 1997
N20649 004

JUN 12, 1997

N18484 001

N20700 001
NOV 19, 1996
N20700 002
NOV 19, 1996
N20700 003
NOV 19, 1996
N20700 004
NOV 19, 1996

N19826 001
DEC 26, 1990

AMANTADINE HYDROCHLORIDE

2 I

BB BB BB

3

CAPSULE; ORAL
AMANTADINE HCL
INVAMED

+ ROSEMONT

SYRUP; ORAL
AMANTADINE HCL
ALPHARMA

COPLEY PHARM
HI TECH PHARMA
MIKART

MOR&ON GROVE
PHARM ASSOC

SYMMETREL
+ ENDO PHARMS

TABLET; ORAL
SYMMETREL
+ ENDO PHARMS

AMBENONIUM CHLORIDE

TABLET; ORAL
MYTELASE
+ SANOFI

AMCINONIDE

CREAM; TOPICAL
CYCLOCORT
LEDERLE
+

LOTION; TOPICAL
CYCLQCORT
+ LEDERLE

100MG

100MG

50MG/ 5ML
50Mc/5ML
50MG/ 5ML
50Mc/5Mr,
50MG/ 5ML

5S0MG/5ML

50MG/ 5ML

100MG

10MG

3-15

N71293 001
FEB 18, 1987
N70589 001
AUG 05, 1986

N72655 001
OCT 30, 1990
N73115 001
AUG 23, 1991
N74170 001
OCT 28, 1994
N74028 001
JUN 28, 1993
N75060 001
DEC 24, 1998
N74509 001
JUL 17, 1995

N16023 002

N18101 o001

N10155 002

N1811lé6 001
N18116 002

N19729 001
JUN 13, 1988




AMCINONIDE

OINTMENT; TOPICAL

CYCLOCORT

+ WYETH AYERST

AMIFOSTINE

INJECTABLE;

ETHYOL

+ US BIOSCIENCE

AMIKACIN SULFATE

[

B Ik 1B Ik %

[ A R R i

INJECTABLE;
AMIKACTN SULFATE

INJECTION

INJECTION

ABBOTT

ASTRA PHARMS

BEDFORD

ELKINS SINN

FAULDING

GENSIA SICOR PHARMS

PRESCRIPTION DRUG PRODUCT LIST

o°

500MG/VIAL

EQ

50MG BASE /ML

EQ

250MG BASE /ML

EQ

250MG BASE /ML

EQ

250MG BASE/ML

EQ

250MG BASE/ML

EQ

250MG BASE/ML

EQ
EQ

62.5MG BASE/ML

50MG BASE/ML

EQ

EQ

250MG BASE/ML

50MG BASE/ML

EQ

250MG BASE/ML

EQ

250MG BASE /ML

EQ

50MG BASE /ML

EQ

250MG BASE /ML

EQ

50MG BASE/ML

N18498 001

N20221 001
DEC 08, 1995

N63263 001
NOV 30, 1994
N63264 001
NOV 30, 1994
N63265 001
NOV 30, 1994
N63266 001
OoCT 31, 1994
N64098 001
JUN 26, 1995
N64099 001
JUN 20, 1985
N63283 001
OCT 31, 1994
N63167 001
DEC 14, 1995
N63169 001
DEC 14, 1995
N63313 001
APR 11, 1994
N63315 001
APR 11, 1994
N63275 001
MAY 18, 1992
N63350 001
JUL 30, 1993
N63350 002
JUL- 30, 1993
N64045 001
SEP 28, 1993

AMIKACIN SULFATE

[

=11

AMILORIDE HYDROCHLORIDE

INJECTABLE;
AMIKACIN SULFATE

INJECTION

3-16

GENSIA SICOR PHARMS EQ 250MG BASE/ML

N64045 002
SEP 28, 1993

AMIKACIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC

CONTAINER
ABBOTT

AMTKIN
+ APOTHECON
+

[

[

TABLET; ORAL

AMILORIDE HCL
PAR PHARM

MIDAMOR
+ MERCK

EQ 500MG BASE/100ML

EQ 50MG BASE/ML

EQ 250MG_BASE/ML

S5MG

SMG

AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE

B & BB &

|&

[

TABLET; ORAL

AMILORIDE HCL AND HYDROCHLOROTHIAZIDE

BARR

GENEVA PHARMS

MYLAN
TEVA
WATSON LABS

HYDRO-RIDE
PAR PHARM

MODURETIC 5-50

+ MERCK

EQ 5MG ANHYDROUS: 50MG

EQ 5MG ANHYDROUS:50MG

EQ 5MG ANHYDROUS; 50MG

EQ 5MG ANHYDROUS; 50MG

EQ 5MG ANHYDROUS; 50MG

EQ 5MG ANHYDROUS;50MG

EQ 5MG ANHYDROUS; 50MG

N64146 001
APR 02, 1997

N62311 001
N62311 002

N70346 001
JAN 22, 1986

N18200 001

N71111 001
MAY 10, 1988
N73357 001
NOV 27, 1991
N73209 001
OCT 31, 1991
N70795 001
APR 17, 1988
N73334 001
JUL 19, 1991

N70347 001
DEC 25, 1990

N18201 001




AMINO ACIDS

INJECTABLE; INJECTION

AMINESS 5.2% ESSENTIAL AMINO ACIDS W/ HISTADINE

PHARMACIA AND UPJOHN 5.2%

AMINOSYN 10%

'ABBOTT 10%
AMINOSYN 10% (PH6)

ABBOTT 10%
AMINOSYN 3.5%

ABBOTT 3.5%
AMINOSYN 5%

ABBOTT 5%
AMINOSYN 7%

ABBOTT 7%
AMINOSYN 7% (PHG6)

ABBOTT 7%
AMINOSYN 8.5%

ABBOTT 8.5%
AMINOSYN 8.5% (PH6)

ABBOTT 8.5%
AMINOSYN II 10%

ABBOTT 10%
AMINOSYN IT 10% IN PLASTIC

ABRBOTT 10%
AMINOSYN II 15% IN PLASTIC

ABBOTT 15%
AMINOSYN II 3.5%

ABBOTT 3.5%
AMINOSYN II 7%

ABBOTT 7%
AMINOSYN II 8.5%

ABBOTT » 8.5%

AMINCSYN-HBC 7%
ABBOTT

~J
o°

AMINOSYN-HF 8%
ABBOTT

o«
oe

CONTAINER

CONTAINER

N18901 001
APR 06, 1984

N17673 003

N17673 008
NOV 18, 1985

N17789 004
N17673 001
N17673 002

N17673 006
NOV 18, 1985

N17673 004

N17673 007
NOV 18, 1985

N19438 005
APR 03, 1986

N20015 001
DEC 19, 1991

N20041 001
DEC 18, 1991

N19438 001
APR 03, 1986

N19438 003
APR 03, 1986

N19438 004
APR 03, 1986

N19374 001

JUL 12, 1985

N20345 001
APR 04, 1996

PRESCRIPTION DRUG PRODUCT LIST

AMINO ACIDS

INJECTABLE;

INJECTION

AMINOSYN-PF 10%

ABBOTT

AMINOSYN-PF 7%

ABBOTT

AMINOSYN-RF 5.2%

ABBOTT

BRANCHAMIN 4%
BAXTER HLTHCARE

BRANCHAMIN 4%

BAXTER HLTHCARE

CLINISOL 15%

CLINTEC NUTR

.FREAMINE HBC 6.9%

B BRAUN

FREAMINE III 10%

B BRAUN

FREAMINE III 8.5%

B BRAUN

HEPATAMINE 8%

B BRAUN

HEPATASOL

8%

BAXTER HLTHCARE

NEPHRAMINE 5.4%

B BRAUN

NOVAMINE 11.4%
PHARMACTIA AND UPJOHN 11.4%

NOVAMINE 15%
PHARMACIA AND UPJOHN 15%

NOVAMINE 15%

BAXTER HLTHCARE

PROSOL 20%

SULFITE FREE IN PLASTIC CONTAINER

+ BAXTER HLTHCARE

3-17

w

.2

oo

4%

IN PLASTIC CONTAINER

4%

SULFITE FREE IN PLASTIC CONTAINER

15%

(o)}
.

(o]
o

®
.

&}
o

[eo]
o

[s¢]
op

5.4%

SULFITE FREE IN PLASTIC CONTAINER

15%

20%

RENAMIN W/0 ELECTROLYTES
BAXTER HLTHCARE

6.5%

N19492 002
ocT 17, 1986

N19398 001
SEP 06, 1985

N18429 001

N18678 001
SEP. 28, 1984

N18684 001
SEP 28, 1984

N20512 001
AUG 30, 1996

N16822 006
MAY 17, 1983

N16822 005
N16822 004

N18676 001
AUG 03, 1982

N20360 001
APR 04, 1996

N17766 001

N17957 003
AUG 09, 1982

N17957 004
NOV 28, 1986

N20107 001
FEB 05, 1993

N20849 001
AUG 26, 1998

N17493 007
oCcT 15, 1982




PRESCRIPTION DRUG PRODUCT LIST

AMINO ACIDS

INJECTABLE; INJECTION
TRAVASOL 10% IN PLASTIC CONTAINER
BAXTER HLTHCARE 10% N18931 003
AUG 23, 1984
TRAVASOL 10% W/0O ELECTROLYTES
BAXTER HLTHCARE 10% N17493 006
TRAVASOL 5.5% IN PLASTIC CONTAINER
BAXTER HLTHCARE 5.5% N18931 001
AUG 23, 1984
TRAVASOL 5.5% W/O ELECTROLYTES
BAXTER HLTHCARE 5.5% N17493 004
TRAVASOL 8.5% IN PLASTIC CONTAINER
BAXTER HLTHCARE 8.5% N18931 002
AUG 23, 1984
TRAVASOL 8.5% W/0 ELECTROLYTES
BAXTER HLTHCARE 8.5% N17493 005
TROPHAMINE
B BRAUN 6% N19018 001
JUL 20, 1984
TROPHAMINE 10%
B BRAUN 10% N19018 003
SEP 07, 1988

AMINO ACIDS; CALCIUM ACETATE; GLYCERIN; MAGNESIUM ACETATE;

PHOSPHORIC ACID; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE
INJECTABLE; INJECTION
PROCALAMINE
B BRAUN %;26MG/100ML; 3GM/100ML; 54MG/100ML;
41MG/100ML; 150MG/100ML; 200MG/100ML;
120MG/100ML N18582 001
MAY 08, 1982

AMINO ACIDS: CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHILORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM
CHLORIDE

INJECTABLE; INJECTION
AMINOSYN II 3.5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM
IN PLASTIC CONTAINER
ABBOTT 3.5%;36.8MG/100ML; 25GM/100ML;
51MG/100ML; 22.4MG/100ML; 261MG/100ML;
205MG/100ML N19683 001
NOV 07, 1988

AMINO ACIDS;

POTASSIUM CHLORIDE;

3-18

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM PHOSPHATE, DIBASIC; SODIUM

CHLORIDE

INJECTABLE;
AMINOSYN
CALCIUM
ABBOTT

AMINOSYN
CALCIUM
ABBOTT

AMINO ACIDS;

INJECTION
II 4.25% W/ ELECTROLYTES IN DEXTROSE 20% W/
IN PLASTIC CONTAINER
4.25%;36.8MG/100ML; 20GM/100ML;
51MG/100ML; 22 .4MG/100ML; 261MG/100ML;
205MG/100ML N19683 002
NOV 07, 1988
II 4.25% W/ ELECTROLYTES IN DEXTROSE 25% W/
IN PLASTIC CONTAINER
4.25%;36.8MG/100ML; 25GM/100ML;
51MG/100ML;22.4MG/100ML; 261MG/100ML;
205MG/100ML N19683 003
NOV 07, 1988

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE;

POTASSIUM PHOSPHATE, DIBASIC;

SODIUM ACETATE; SODIUM CHILORIDE

INJECTABLE;
CLINIMIX
CALCIUM
+ BAXTER

CLINIMIX
CALCIUM
+ BAXTER

CLINIMIX
CALCIUM
+ BAXTER

CLINIMIX
CALCIUM
+ BAXTER

INJECTION
E 2.75/10 SULFITE-FREE W/ ELECT IN DEXTROSE 10% W/

IN PLASTIC CONTAINER
HLTHCARE 2.75%;33MG/100ML; 10GM/100ML;
51MG/100ML; 261MG/100ML; 21 7MG/100ML;
112MG/100ML N20678 002
MAR 26, 1997

E 2.75/25 SULFITE-FREE W/ ELECT IN DEXTROSE 25% W/
IN PLASTIC CONTAINER
HLTHCARE 2.75%;33MG/100ML; 25GM/100ML;
51MG/100ML; 261MG/100ML; 21 7MG/100ML;
112MG/100ML N20678 005
MAR 26, 1997
E 2.75/5 SULFITE-FREE W/ ELECT IN DEXTROSE 5% W/
IN PLASTIC CONTAINER
HLTHCARE 2.75%;33MG/100ML; 5GM/100ML;
51MG/100ML; 261MG/100ML; 217MG/100ML;
112MG/100ML N20678 001
MAR 26, 1997
E 4.25/10 SULFITE-FREE W/ ELECT IN DEXTROSE 10% W/
IN PLASTIC CONTAINER
HLTHCARE 4.25%;33MG/100ML; 10GM/100ML;
‘ 51MG/100ML; 261MG/100ML; 297MG/ 100ML;
77MG/100ML N20678 009
MAR 26, 1997




PRESCRIPTION DRUG PRODUCT LIST ' 3-19

AMINO ACIDS; CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM PHOSPHATE, DIBASIC; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION
CLINIMIX E 4.25/20 SULFITE-FREE W/ ELECT IN DEXTROSE 20% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE 4.25%;33MG/100ML; 20GM/100ML;
51MG/100ML; 261MG/100ML; 297MG/100ML;
77MG/100ML N20678 011
MAR 26, 1997
CLINIMIX E 4.25/25 SULFITE-FREE W/ ELECT IN DEXTROSE 25% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE 4.25%;33MG/100ML; 25GM/100ML;
51MG/100ML; 261MG/100ML; 297MG/100ML;
77MG/100ML .N20678 012
MAR 26, 1997
CLINIMIX E 4.25/5 SULFITE-FREE W/ ELECT IN DEXTROSE 5% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE 4.25%;33MG/100ML;5GM/100ML;
51MG/100ML; 261MG/100ML; 297MG/100ML;
77MG/100ML N20678 008
MAR 26, 1997
CLINIMIX E 5/10 SULFITE-FREE W/ ELECT IN DEXTROSE 10% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE %;33MG/100ML;10GM/100ML; 51MG/100ML;
261MG/100ML; 340MG/100ML;
59MG/100ML N20678 016
MAR 26, 1997
CLINIMIX E 5/15 SULFITE-FREE W/ ELECT IN DEXTROSE 15% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE %;33MG/100ML; 15GM/100ML; 51MG/100ML;
261MG/100ML; 340MG/100ML;

59MG/100ML N20678 017

AMINO ACIDS; CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE;

POTASSIUM PHOSPHATE, DIBASIC; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION

CLINIMIX E 5/35 SULFITE FREE W/ ELECT IN DEXTROSE 35% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE 5%;33MG/100ML; 35GM/100ML; 51MG/100ML;
261MG/100ML; 340MG/100ML;
59MG/100ML N20678 021

MAR 26, 1997

AMINO ACIDS; DEXTROSE

INJECTABLE; INJECTION

AMINOSYN II 3.5% IN DEXTROSE 25% IN PLASTIC CONTAINER
ABBOTT 3.5%;25GM/100ML N19681 001
Nov 01, 1988
AMINOSYN II 3.5% IN DEXTROSE 5% IN PLASTIC CONTAINER
ABBOTT 3.5%;5GM/100ML N19681 002
NOV 01, 1988
AMINOSYN II 4.25% IN DEXTROSE 10% IN PLASTIC CONTAINER
ABBOTT 4.25%;10GM/100ML N19681 004
_ NOV 01, 1988
AMINOSYN II 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER
ABBOTT 4.25%;20GM/100ML N19681 005
Nov 01, 1988
AMINOSYN II 4.25% IN DEXTROSE 25% IN PLASTIC CONTAINER
ABBOTT 4.25%;25GM/100ML N19681 003
NOV 01, 1988
AMINOSYN II 5% IN DEXTROSE 25% IN PLASTIC CONTAINER
ABBOTT %; 25GM/100ML N19681 006
Nov 01, 1988

o

e

CLINIMIX
CALCIUM

MAR 26, 1997
E 5/20 SULFITE-FREE W/ ELECT IN 20% DEXTROSE W/
IN PLASTIC CONTAINER

+ BAXTER HLTHCARE 5%;33MG/100ML; 20GM/100ML; 51MG/100ML;
261MG/100ML; 340MG/100ML;
59MG/100ML N20678 018
MAR 26, 1997
CLINIMIX E 5/25 SULFITE-FREE W/ ELECT IN DEXTROSE 25% W/
CALCIUM IN PLASTIC CONTAINER
+ BAXTER HLTHCARE %;33MG/100ML; 25GM/100ML; 51MG/100ML;

261MG/100ML; 340MG/100ML;
59MG/100ML N20678 019

MAR 26, 1997

CLINIMIX 2.75/10 SULFITE FREE IN DEXTROSE 10% IN PLASTIC
CONTAINER

BAXTER HLTHCARE 2.75%;10%
CLINIMIX 2.75/25 SULFITE FREE IN DEXTROSE 25% IN PLASTIC
CONTAINER

BAXTER HLTHCARE 2.75%;25GM/100ML
CLINIMIX 2.75/5 SULFITE FREE IN DEXTROSE 5% IN PLASTIC
CONTAINER

BAXTER HLTHCARE 2.75%;5GM/100ML
CLINIMIX 4.25/10 SULFITE FREE IN DEXTROSE 10% IN PLASTIC
CONTAINER

BAXTER HLTHCARE 4.25%;10GM/100ML

N20734 002
SEP 29, 1997

N20734 005
SEP 29, 1997

N20734 001
SEP 29, 1997

N20734 008
SEP 29, 1997



PRESCRIPTION DRUG PRODUCT LIST

AMINO ACIDS; DEXTROSE

INJECTABLE; INJECTION
CLINIMIX 4.25/20 SULFITE FREE IN DEXTROSE 20% IN PLASTIC
CONTAINER
BAXTER HLTHCARE N20734 010
SEP 29, 1997
CLINIMIX 4.25/25 SULFITE FREE IN DEXTROSE 25% IN PLASTIC
CONTAINER
BAXTER HLTHCARE

4.25%;20GM/100ML

N20734 011
SEP 29, 1997
CLINIMIX 4.25/5 SULFITE FREE IN DEXTROSE 5% IN PLASTIC

CONTAINER

BAXTER HLTHCARE

4.25%;25GM/100ML

N20734 007
SEP 29, 1997
CLINIMIX 5/10 SULFITE FREE IN DEXTROSE 10% IN PLASTIC

CONTAINER

BAXTER HLTHCARE

4.25%;5GM/100ML

N20734 014
SEP 29, 1997
CLINIMIX 5/15 SULFITE FREE IN DEXTROSE 15% IN PLASTIC

CONTAINER
BAXTER HLTHCARE

5%;10GM/100ML

N20734 015
: SEP 29, 1997
CLINIMIX 5/20 SULFITE FREE IN DEXTROSE 20% IN PLASTIC
CONTAINER

BAXTER HLTHCARE

5%;15GM/100ML

N20734 016
SEP 29, 1997
CLINIMIX 5/25 SULFITE FREE IN DEXTROSE 25% IN PLASTIC

CONTAINER

BAXTER HLTHCARE

5%;20GM/100ML

N20734 017
SEP 29, 1997
CLINIMIX 5/35 SULFITE FREE IN DEXTROSE 35% IN PLASTIC

CONTAINER

BAXTER HLTHCARE

%;25GM/100ML

N20734 018
SEP 29, 1997
10% IN PLASTIC CONTAINER
%;10GM/100ML N19520 002

SEP 23, 1988

TRAVASOL 2.75% IN DEXTROSE 15% IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;15GM/100ML N19520 003
SEP 23, 1988

TRAVASOL 2.75% IN DEXTROSE 20% IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;20GM/100ML N19520 004
SEP 23, 1988

TRAVASOL 2.75% IN DEXTROSE 25% IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;25GM/100ML N19520 005
SEP 23, 1988

TRAVASOL 2.75% IN DEXTROSE 5% IN PLASTIC CONTAINER

BAXTER HLTHCARE 2.75%;5GM/100ML N19520 001
SEP 23, 1988

5%;35GM/100ML
TRAVASOL 2.75% IN DEXTROSE
2.7

BAXTER HLTHCARE 5

3-20

AMINO ACIDS; DEXTROSE

INJECTABLE; INJECTION

TRAVASOL 4.25% IN DEXTROSE 10% IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;10GM/100ML N19520 007
SEP 23, 1988

TRAVASOL 4.25% IN DEXTROSE 15% IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;15GM/100ML N19520 008
SEP 23, 1988

TRAVASOL 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;20GM/100ML N19520 009
SEP 23, 1988

TRAVASOL 4.25% IN DEXTROSE 25% IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;25GM/100ML N18520 010
SEP 23, 1988

TRAVASOL 4.25% IN DEXTROSE 5% IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;5GM/100ML N19520 006
SEP 23, 1988

AMINO ACIDS; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM PHOSPHATE, DIBASIC

INJECTABLE; INJECTION
AMINOSYN II 3.5% M IN DEXTROSE 5% IN PLASTIC CONTAINER
ABBOTT 3.5%;5GM/100ML; 30MG/100ML;
97MG/100ML; 120MG/100ML;
49.3MG/100ML N19682 001
NOV 01, 1988
AMINOSYN II 4.25% M IN DEXTROSE 10% IN PLASTIC CONTAINER
ABBOTT 4.25%;56M/100ML; 30MG/100ML;
97MG/100ML; 120MG/100ML;
49.3MG/100ML N198682 002

NOV 01, 1988

AMINQ ACIDS; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE,
DIBASIC; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION :
TRAVASOL 2.75% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 10%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;10GM/100ML; 51MG/100ML;
261MG/100ML; 216MG/100ML;
112MG/100ML N20147 002

OCT 23, 1995




PRESCRIPTION DRUG PRODUCT LIST

AMINO ACIDS; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE,

3-21

AMINO ACIDS; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE,

DIBASIC; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION
TRAVASOL 2.75% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 15%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;15GM/100ML; 51IMG/100ML;
261MG/100ML; 216MG/100ML;
112MG/100ML N20147 003
OCT 23, 1995
TRAVASOL 2.75% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 20%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;20GM/100ML; 51MG/100ML;
261MG/100ML;216MG/100ML;
112MG/100ML N20147 004
OCT 23, 1995
TRAVASOL 2.75% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 25%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;25GM/100ML; 51MG/100ML;
261MG/100ML; 216MG/100ML;
112MG/100ML N20147 005
OCT 23, 1995
TRAVASOL 2.75% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 5%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 2.75%;5GM/100ML; 51MG/100ML;
261MG/100ML; 216MG/100MIL;
112MG/100ML N20147 001
OCT 23, 1995
TRAVASOL 4.25% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 10%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;10GM/100ML; 51MG/100ML;
261MG/100ML; 297MG/100ML;
77MG/100ML N20147 007
OCT 23, 1995
TRAVASOL 4.25% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 15%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 4,25%:;15GM/100ML; 51MG/100ML;
261MG/100ML; 297MG/100ML;
77MG/100ML N20147 008
OCT 23, 1995
TRAVASQL 4.25% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 20%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;20GM/100ML; 51MG/100ML;
261MG/100ML; 297MG/100ML;
77MG/100ML N20147 009

OCcT 23, 1995

DIBASIC; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION
TRAVASOL 4.25% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 25%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;25GM/100ML; 51MG/100ML;
261MG/100ML; 297MG/100ML;
77MG/100ML N20147 010
OCT 23, 1995
TRAVASOL 4.25% SULFITE FREE W/ ELECTROLYTES IN DEXTROSE 5%
IN PLASTIC CONTAINER
BAXTER HLTHCARE 4.25%;5GM/100ML; 51MG/100ML;
261MG/100ML; 297MG/100ML;
77MG/100ML N20147 006

OCT 23, 1995

AMINO ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID; POTASSIUM
ACETATE; POTASSIUM CHLORIDE; SODIUM ACETATE

INJECTABLE; INJECTION
FREAMINE III 8.5% W/ ELECTROLYTES
B BRAUN 8.5%;110MG/100ML; 230MG/100ML;
10MG/100ML; 440MG/100ML;
690MG/100ML N16822 007

JUL 01, 1988

AMINO ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID; POTASSIUM
ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION
AMINOSYN 3.5% M
ABBOTT 3.5%;21MG/100ML; 40MG/100ML;

128MG/100ML; 234MG/100ML N17789 003

AMINO ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE; INJECTION
FREAMINE III 3% W/ ELECTROLYTES
B BRAUN %;54MG/100ML; 40MG/100ML;
150MG/100ML; 200MG/100ML;

120MG/100ML N16822 003




PRESCRIPTION DRUG PRODUCT LIST

AMINQ ACIDS; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, DIBASIC; SODIUM CHLORIDE

INJECTABLE; INJECTION
AMINOSYN II 10% W/ ELECTROLYTES
ABBOTT 10%;102MG/100ML; 45MG/100ML;
522MG/100ML; 410MG/100ML N19437 004
APR 03, 1986
AMINOSYN II 8.5% W/ ELECTROLYTES

-ABBOTT 8.5%;102MG/100ML; 45MG/100ML;
522MG/100ML; 410MG/100ML N19437 005
APR 03, 1986

AMINO ACIDS; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC;
SQDIUM ACETATE; SODIUM CHLORIDE

INJECTARLE; INJECTION :
TRAVASOL 3.5% SULFITE FREE W/ ELECTROLYTES IN PLASTIC
CONTAINER
BAXTER HLTHCARE 3.5%;51MG/100ML; 131MG/100ML;
218MG/100ML; 35MG/100ML N20177 001
: OCT 23, 1995
TRAVASOL 3.5% W/ ELECTROLYTES
BAXTER HLTHCARE 3.5%;51MG/100ML; 131MG/100ML;
218MG/100ML; 35MG/100ML N17493 003
TRAVASOL 5.5% SULFITE FREE W/ ELECTROLYTES IN PLASTIC
CONTAINER
BAXTER HLTHCARE 5.5%;102MG/100ML;522MG/100ML;
431MG/100ML; 224MG/100ML N20173 001
OCT 27, 19985
TRAVASOL 5.5% W/ ELECTROLYTES
BAXTER HLTHCARE 5.5%;102MG/100ML; 522MG/100ML;
431MG/100ML; 224MG/100ML N17493 001
TRAVASQOL 8.5% SULFITE FREE W/ ELECTROLYTES IN PLASTIC
CONTAINER
BAXTER HLTHCARE 8.5%;102MG/100ML; 522MG/100ML;
594MG/100ML; 154MG/100ML N20173 002
OCT 27, 1995
TRAVASOL 8.5% W/ ELECTROLYTES
BAXTER HLTHCARE 8.5%;102MG/100ML; 522MG/100ML;
594MG/100ML; 154MG/100ML N17493 002

3-22

AMINO ACIDS; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC;
SODIUM CHLORIDE

INJECTABLE; INJECTION
AMINOSYN 7% W/ ELECTROLYTES
ABBOTT %$;102MG/100ML; 522MG/100ML;
410MG/100ML N17789 002
AMINOSYN 8.5% W/ ELECTROLYTES
ABROTT 8.5%;102MG/100ML; 522MG/100ML;
410MG/100ML N17673 005
AMINOCAPROIC ACID
INJECTABLE; INJECTION
AMICAR
AP + IMMUNEX 250MG /ML N15229 002
AMINOCAPROIC ACID
AP ABBOTT 250MG/ML N70888 001
JUN 16, 1988
AP + ELKINS SINN 250MG/MI, N18590 001
OCT 29, 1982
AP LUITPOLD 250MG /ML N71192 001
DEC 01, 1987
AMINOCAPROIC ACID IN PLASTIC CONTAINER
AP ABBOTT 250MG /ML N70010 001
MAR 09, 1987
SYRUP; ORAL
AMICAR
AA + IMMUNEX 1.25GM/5MIL. N15230 002
~  AMINOCAPROIC ACID
AR MIKART 1.25GM/5ML N74759 001
SEP 02, 1998
TABLET; ORAL
AMICAR
+ IMMUNEX 500MG N15197 001
AMINOGLUTETHIMIDE
TABLET; ORAL
CYTADREN
+ NOVARTIS 250MG N18202 001




AMINOHIPPURATE SODIUM

INJECTABLE; INJECTION
AMINCHIPPURATE SODIUM

+ MERCK 20%
AMINOPHYLILINE
INJECTABLE; INJECTION
AMINOPHYLLINE
AP ABBOTT 25MG/ML
AP 25MG /ML
AP + ELKINS SINN 25MG/ML
AP GENSIA SICOR PHARMS 25MG/ML
AP INTL MEDICATION 25MG/MI,
AP LUITPOLD 25MG/ML
AP 25MG/ML
AP PHARMA SERVE NY 25MG/ML
AP SMITH AND NEPHEW 25MG /ML
AMINOPHYLLINE IN SODIUM CHLORIDE 0.45%
+ ABBOTT 100MG/100ML
+ 200MG/100ML
SOLUTION; ORAL
AMINOPHYLLINE
AA + ROXANE 105MG/5ML
AMINOPHYLLINE DYE FREE
AA + ALPHARMA 105MG/ 5ML
SUPPOSITORY; RECTAL
TRUPHYLLINE
G AND W LABS 250MG
+ 500MG
TABLET; ORAL
AMINOPHYLLINE
AB GENEVA PHARMS 100MG

N05619 001

N87242 001
QCT 26, 1983
N87601 001
JUL 23, 1982
N87239 001
N81142 001
SEP 25, 1991
N87209 001
FEB 01, 1982
N87240 001
N87600 001
N87392 001
DEC 15, 1983
N88749 001
MAY 30, 1985

N88147 002
MAY 03, 1983
N88147 003
MAY 03, 1983

N88126 001
AUG 19, 1983

N87727 001
APR 16, 1982

. N85498 001
MAR 23, 1983

N85498 002
JAN 03, 1983

N85262 002

PRESCRIPTION DRUG PRODUCT LIST

AMINOPHYLLINE

BlE 15 |BEEE

AMINOSALICYLATE SODIUM

TABLET; ORAL
AMINOPHYLLINE

+

+

GENEVA PHARMS
GLOBAL PHARM

ROXANE

WEST WARD

TABLET; ORAL
SCDIUM P.A.S.

+

LANNETT

AMINOSALICYLIC ACID

AMIODARONE HYDROCHLORIDE

500MG

GRANULE, DELAYED RELEASE; ORAL
PASER

+

JACOBUS

&

&

[

:

INJECTABLE;

CORDARONE

+

WYETH AYERST

TABLET; ORAL
AMIODARONE HCL

COPLEY PHARM

EON

CORDARONE

+

WYETH AYERST

PACERONE
UPSHER SMITH

INJECTION

4GM/PACKET

50MG/ML

200MG

200MG

200MG

200MG

3-23

N85261 002
N84574 001
N84576 001
N87500 001
FEB 09, 1982
N87501 001
FEB 09, 1982
N84540 001
N85003 001

N80138 002

N74346 001
JUN 30, 1994

N20377 001
AUG 03, 1995

N74739 001
Nov 30, 1998
N75315 001
DEC 23, 1998

N18972 001
DEC 24, 1985

N75135 001
APR 30, 1998




AMITRIPTYLINE HYDROCHLORIDE

[

[

w W
W W

o)
av)

[ R

CONCENTRATE;
ENDEP
+ ROCHE

INJECTABLE;
AMITRIPTYL

ORAL

INJECTION
INE HCL

STERIS
ELAVIL
+ ZENECA

TABLET; ORAL
AMITRIPTYL

INE HCL

COPLEY PHARM

GENEVA PHARMS

MD PHARM

MUTUAL PHARM

40MG/ML

10MG
25MG

50MG

15MG

100MG

N85749 001

N85594 001

N12704 001

N88421 001
APR 30, 1984
N88422 001
APR 30, 1984
N88423 001
APR 30, 1984
N88424 001
APR 30, 1984
N88425 001
APR 30, 1984
N88426 001
APR 30, 1984
N85969 001
N85966 001
N85968 001
N85971 001
N85967 001
N85970 001
N85864 001
N85935 001
N85936 001
N86337 001
N86336 001
N86335 001
N89398 001
JUL 14, 1987
N89399 001
JUL 14, 1987
N89400 001
JUL 14, 1987
N89401 001
JUL 14, 1987
N89402 001
JUL 14, 1987

PRESCRIPTION DRUG PRODUCT LIST

AMITRIPTYLINE HYDROCHLORIDE

TABLET; ORAL
AMITRIPTYLINE HCL

B IE & & & B BB EE EGEEHRE & BB R &

MUTUAL PHARM

MYLAN

PUREPAC PHARM

ROXANE

SIDMAK LABS NJ

SUPERPHARM

3-24

N89403 001

JUL 14, 1987
N86157 001
N86010 001
N86009 001
N86011 001
N86158 001
N86153 001
N88075 001

SEP 16, 1983
N88076 001

MAY 20, 1983
N88077 001

SEP 16, 1983
N88078 001

SEP 16, 1983
N88079 001

SEP 16, 1983
N86002 001
N85944 001
N85945 001
N86004 001
N86003 001
N88883 001

SEP 26, 1984
N88884 001

SEP 26, 1984
N88885 001

SEP 26, 1984
N88886 001

SEP 26, 1984
N88887 001

SEP 26, 1984
N88888 001

SEP 26, 1984
N88853 001

NOV 13, 1984
N88854 001

NOV 13, 1984
N88855 001

NOV 13, 1984
N88856 001

NOov 13, 1984
N88857 001

Nov 13, 1984




PRESCRIPTION DRUG PRODUCT LIST 3-25

AMITRIPTYLINE HYDROCHLORIDE

TABLET; ORAL
AMITRIPTYLINE HCL

AB TEVA 10MG N84910 003
AB 25MG N85031 001
AB S0MG N85032 001
AB T5MG N85030 001
AB T00MG N85836 001
AMITRIPTYLINE HYDROCHIL.ORIDE
AB VINTAGE PHARMS 10MG N40218 001
. SEP 11, 1997
AB 25MG N40218 002
- SEP 11, 19987
AB 50MG N40218 003
- SEP 11, 1997
AB 75MG N40218 004
SEP 11, 1997
AB 100MG N40218 005
- SEP 11, 1997
AB 150MG N40218 006
SEP 11, 1997
ELAVIL
AB ZENECA 10MG N12703 001
AB + Z25MG N12703 003
AB S50MG N12703 004
AB T5MG N12703 005
AB 100MG N12703 006
AB 150MG N12703 007
ENDEP
AB ~ ROCHE 10MG N83639 001
AB 25MG N83639 002
AB 50MG N83639 003
AB ToMG N83639 004
AB TooMG N83639 005

AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE

TABLET; ORAL
CHLORDIAZEPOXTDE AND AMITRIPTYLINE HCL

AB DANBURY PHARMA EQ 12.5MG BASE;§§§ N72052 001
- DEC 16, 1988
AB EQ 25MG BASE;10MG N72053 001
- DEC 16, 1988
AB MYLAN EQ 12.5MG BASE;5MG N71296 001
- - - DEC 10, 1986
AB EQ 25MG BASE;10MG N71297 001

DEC 10, 1986

AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE

TABLET; ORAL
CHLORDIAZEPOXIDE AND AMITRIPTYLINE HCL

AB PAR PHARM EQ 12.5MG_BASE;5MG

AB EQ 25MG BASE;10MG
LIMBITROL '

AB ICN EQ 12_5MG BASE;SMG
LIMBITROL DS

AB + ICK EQ 25MG BASE;10MG

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE

TABLET; ORAL
ETRAFON 2-10

BP SCHERING 10MG; 2MG
ETRAFON 2-25 :
BP SCHERING 25MG; 2MG
ETRAFON-FORTE
BP SCHERING 25MG; 4MG
PERPHENAZINE AND AMITRIPTYLINE HCL
AB GENEVA PHARMS 10MG; 2MG
AB 10MG; 4MG
AB 25MG; 2MG
AB 25MG; 4MG
AB 50MG; 4MG
AB MYLAN 10MG; 2MG
AB 10MG; MG
AB 25MG; 2MG
AB 25MG; 4MG
AB 50MG; 4MG
AB WATSON LABS 10MG; 2MG
2B 10MG; AMG

N72277 001
MAY 09, 1988
N72278 001
MAY 09, 1988

N16949 001

N16949 002

N14713 007
N14713 004
N14713 006

N71062 001
NOV 27, 1987
N71862 001
DEC 21, 1987
N71063 001
Nov 27, 1987
N71064 001
NOV 27, 1987
N71863 001
DEC 21, 1987
N70336 001
NOV 10, 1988
N71442 001
NOV 10, 1988
N70337 001
NOV 10, 1988
N70338 001
NOV 10, 1988
N71443 001
NOV 10, 1988
N73007 001
oCcT 17, 1991
N73009 001
oCcT 17, 1991




PRESCRIPTION DRUG PRODUCT LIST

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE

TABLET; ORAL

PERPHENAZINE AND AMITRIPTYLINE HCL

AB WATSON LABS 25MG; 2MG
BB 25MG; 4MG
AMLEXANOX

PASTE; DENTAL
APHTHASOL
+ BLOCK DROUG

AMLODIPINE BESYLATE

TABLET; ORAL
: NORVASC
PFIZER

wn
oQ

"EQ 2.5MG BASE

EQ 5MG BASE

EQ 10MG BASE

AMLODIPINE BESYLATE; BENAZEPRIL HYDROCHLORIDE

CAPSULE; ORAL
LOTREL
NOVARTIS

AMMONIUM CHLORIDE

INJECTABLE; INJECTION

EQ 2.5MG BASE;10MG
EQ 5MG BASE;10MG

EQ 5MG BASE;20MG

AMMONIUM CHLORIDE IN PLASTIC CONTAINER

+ ABBOTT

5MEQ/ML

N73008 001
OCT 17, 1991
N73010 001
ocT 17, 1991

N20511 001
DEC 17, 1996

N19787 001
JUL 31, 1992
N19787 002
JUL 31, 1982
N19787 003
JUL 31, 1992

N20364 002
MAR 03, 1995
N20364 003
MAR 03, 1995
N20364 004
MAR 03, 1995

N88366 001
JUN 13, 1984

AMMONIUM LACTATE

CREAM; TOPICAL
LAC-HYDRIN
+ WESTWOOD SQUIBB

LOTION; TOPICAL
LAC-HYDRIN
+ WESTWOOD SQUIBB

AMOXAPINE

[

IBIEEE

BIEEEEIEIRIEIEREIER

TABLET; ORAL
AMOXAPINE
DANBURY PHARMA

GENEVA PHARMS

WATSON LABS

ASENDIN
LEDERLE

EQ 12% BASE

EQ 12% BASE

3-26

N20508 001
AUG 29, 1996

N19155 001
APR 24, 1985

N72688 001
AUG 28, 1992
N72689 001
AUG 28, 1992
N72690 001
AUG 28, 1992
N72691 001
AUG 28, 1992
N72943 001
JUN 28, 1991
N72944 001
JUN 28, 1991
N72878 001
JUN 28, 1991
N72879 001
JUN 28, 1991
N72418 001
MAY 11, 1989
N72419 001
MAY 11, 1989
N72420 001
MAY 11, 1989
N72421 001
MAY 11, 1989

N18021 001
N18021 002
N18021 003
N18021 004




AMOXICILLIN

[

BlE B B BEE B EEE B 5 B

BlE BE |5

[

[

CAPSULE; ORAL

AMOXTCILLIN
BIOCHEMIE

CLONMEL

CONSOLIDATED PHARM

LABS ATRAL

MYLAN

NOVOPHARM

TEVA

AMOXTL

+ SMITHKLINE BEECHAM

+
TRIMOX
APOTHECON

WYMOX

WYETH AYERST

AMOXICILLIN
CLONMEL

250MG
500MG

POWDER FOR RECONSTITUTION; ORAL

125MG/5ML.

N64076 001
SEP 30, 1994
N64076 002
SEP 30, 1994
N62884 001
FEB 25, 1988
N62881 001
FEB 25, 1988
N62058 001
N62058 002
N62528 001
AUG 07, 1985
N62528 002
AUG 07, 1985
N62067 001
N62067 002
N62853 001
DEC 22, 1987
N62854 001
DEC 22, 1987
N61926 001
N63030 001
FEB 28, 1989
N61926 003
N63031 001
FEB 28, 1989

N62216 001
- N62216 004

N61885 001
N63099 001
MAR 20, 1992
N61885 002
N63099 002
MAR 20, 1992

N62120 001
N62120 002

N62927 001
NOV 25, 1988

PRESCRIPTION DRUG PRODUCT LIST

AMOXICILLIN

& EE B BEEEE B

BlEE BlE (EE 1EEE

11

POWDER FOR RECONSTITUTION; ORAL

AMOXICILLIN
CLONMEL

CONSOLIDATED PHARM
MYLAN

NOVOPHARM

TEVA

AMOXTCILLIN PEDIATRIC
TEVA

AMOXTTL

+ SMITHKLINE BEECHAM

+ )

+

LAROTID :
SMITHKLINE BEECHAM

TRIMOX
APOTHECON

WYMOX
WYETH AYERST

TABLET; ORAL
AMOXIL
+ SMITHKLINE BEECHAM

+
TABLET, CHEWABLE; ORAL

AMOXICILLIN
APOTHECON

250MG/5ML
125MG/5ML
Z250MG/5MI.
125MG/5ML
250MG/ 5ML
125MG/5ML
250MG/SML

125MG/5ML
250MG/5ML

50MG /ML
125MG/5ML
250MG/5ML
S50MG/ML

125MG/5ML
Z250MG/5ML

125MG/ 5MLL
125MG/5ML

50MG/ML
250MG/5ML
Z50MG/5MI,

125MG/5SML
250MG/5ML

500MG

875MG

125MG

3-27

N62927 002
NOV 25, 1988
N62059 001
N62059 002
N62090 001
N62090 002
N62946 001
Nov 01, 1988
N63001 001
JAN 06, 1989
N61931 001
N61931 002

N61931 003
DEC 01, 1982

N62226 001
N62226 002
N62226 005

N62226 003
N62226 004

N61886 002
N62885 001
MAR 08, 1988
N61886 001
N61886 003
N62885 002
MAR 08, 1988

N62131 001
N62131 002

N50754 002
JUL 10, 1998
N50754 001
JuL 10, 1998

N64131 001
MAY 06, 1996




AMOXICILLIN
TABLET, CHEWABLE; ORAL
AMOXICILLIN
APOTHECON

CLONMEL

NOVOPHARM

TEVA

BEEREEE

AMOXTTL
+ SMITHKLINE BEECHAM
+

1113

PRESCRIPTION DRUG PRODUCT LIST

250M¢
125Mc
250Me
125M6
250M6
125Mc
250Mc

125MG
250MG

AMOXICILLIN; CLARITHROMYCIN; LANSOPRAZOLE

CAPSULE, TABLET, CAPSULE,

PREVPAC
+ TAP HOLDINGS

EXTENDED RELEASE; ORAL

500MG; 500MG; 30MG

AMOXICILLIN; CLAVULANATE POTASSIUM

POWDER FOR RECONSTITUTION; ORAL

AUGMENTIN /125’
+ SMITHKLINE BEECHAM

AUGMENTIN ’200
+ SMITHKLINE BEECHAM

AUGMENTIN ’250
+ SMITHKLINE BEECHAM

125MG/5ML;
EQ 31.25MG BASE/S5ML

200MG/5ML;
EQ 28.5MG BASE/5ML

250MG/5ML;
EQ 62.5MG BASE/S5ML

N64131 002
MAY 06, 1996
N64139 001

JAN 29, 1996

N64139 002
JAN 29, 1996
N64031 001
DEC 19, 1996
N64031 002
DEC 19, 1996
N64013 002
SEP 11, 1995
N64013 001
DEC 22, 1992

N50542 002
N50542 001

N50757 001
DEC 062, 1997

N50575 001
AUG 06, 1984

N50725 001
MAY 31, 1996

N50575 002
AUG 06, 1984

3-28

AMOXICILLIN,; CLAVULANATE POTASSIUM

POWDER FOR RECONSTITUTION; ORAL

AUGMENTIN ‘400
+ SMITHKLINE BEECHAM

TABLET; ORAL
AUGMENTIN ‘250
+ SMITHKLINE BEECHAM

AUGMENTIN ‘5007
+ SMITHKLINE BEECHAM

AUGMENTIN 875/
+ SMITHKLINE BEECHAM

TABLET, CHEWABLE; ORAL
AUGMENTIN ‘1257
+ SMITHKLINE BEECHAM

AUGMENTIN ‘200’
+ SMITHKLINE BEECHAM

AUGMENTIN ‘250
+ SMITHKLINE BEECHAM

AUGMENTIN ‘400"
+ SMITHKLINE BEECHAM

400MG/5ML;

EQ 57MG BASE/S5ML
250MG;EQ 125MG BASE
500MG;EQ 125MG BASE

875MG;EQ 125MG BASE

125MG;EQ 31.25MG BASE
200MG;EQ 28.5MG BASE
250MG;EQ 62.5MG BASE

400MG;EQ 57MG BASE

N50725 002
MAY 31, 1996

N50564 001
AUG 06, 1984

N50564 002
AUG 06, 1984

N50720 001
FEB 13, 1996

N50597 001
JUL 22, 1985

N50726 001
MAY 31, 1996

N50597 002
JuL 22, 1985

N50726 002
MAY 31, 1996

AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE

SACCHARATE; DEXTROAMPHETAMINE SULFATE

TABLET: ORAL
ADDERALL 10
SHIRE RICHWOOD

ADDERALL 20
SHIRE RICHWOOD

ADDERALL 30
+ SHIRE RICHWOOD

2.5MG;2.5MG; 2.5MG; 2.5MG

SMG; 5MG; SMG; SMG

7.5MG;7.5MG; 7.5MG; 7.5MG

N11522 007
FEB 13, 1996

N11522 008
FEB 13, 1996

N11522 010
MAY 12, 1997




AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE

SACCHARATE; DEXTROAMPHETAMINE SULFATE

AMPHETAMINE SULFATE;

TABLET; ORAL
ADDERALL 5
SHIRE RICHWQQD

SEE AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE;

1.25MG;1.25MG;1.25MG;

1.25MG

*MULTIPLE*

N11522 009
MAY 12, 19987

DEXTROAMPHETAMINE SACCHARATE; DEXTROAMPHETAMINE SULFATE

AMPHOTERICIN B

[

[ 1=

[

CREAM; TOPICAL
FUNGIZONE
+ APOTHECON

INJECTABLE; INJECTION
AMPHOTERICIN B
ABBOTT

GENSIA SICOR PHARMS
PHARMA TEK

FUNGIZONE
+ APOTHECON

w
o

50MG/VIAL
S50MG/VIAL

50MG/VIAL

S0MG/VIAL

INJECTABLE, LIPID COMPLEX; INJECTION

ABELCET
+ LIPOSOME

AMPHOTEC
+ SEQUUS

+

INJECTABLE, LIPOSOMAL;
AMBISOME
+ AM PHARM PARTNERS

LOTION; TOPICAL
FUNGIZONE
"+ APOTHECON

5MG/ML

50MG/VIAL

100MG/VIAL

INJECTION

50MG/VIAL

%}
o

N50314 001

N64141 001
DEC 23, 1996
N64062 001
MAR 31, 1995
N63206 001
APR 29, 1992

N60517 001

N50724 001
NOV 20, 1995

N50729 001
NOV 22, 1996
N50729 002
NOV 22, 1996

N50740 001
AUG 11, 1997

N60570 001

PRESCRIPTION DRUG PRODUCT LIST

AMPHOTERICIN B

SUSPENSION;

FUNGIZONE

+ BRISTOL MYERS SQUIBB

AMPICILLIN SODIUM

L O O - O = o O o - -

INJECTABLE;
AMPICILLIN SODIUM

ORAL

INJECTION

APOTHECON

ELKINS SINN

HANFORD GC

3-29

100MG/ML

EQ

1GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

10GM BASE/VIAL

EQ

125MG BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

10GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

2GM BASE/VIAL

N50341 003

N61395 004
N62738 001
FEB 19, 1987
N62860 004
FEB 05, 1988
N61395 005
N62738 002
FEB 19, 1987
N62860 005
FEB 05, 1988
N61395 006
N61395 001
N62860 001
FEB 05, 1988
N61395 002
Né62860 002
FEB 05, 1988
N61395 003
N62860 003
FEB 05, 1988
N62692 001
JUN 24, 1986
N62692 002
JUN 24, 1986
N62692 003
JUN 24, 1986
N62692 004
JUN 24, 1986
N62692 005
JUN 24, 1986
N62692 006
JUN 24, 1986
N62772 001
APR 15, 1993
N63139 001
APR 15, 1993
N63140 001
APR 15, 1993




AMPICILLIN SODIUM

[

L < (- < -

5 [RIR %% |RlR

INJECTABLE;
AMPICILLIN SODIUM

INJECTION

HANFORD GC

IBI

MARSAM

OMNIPEN—-N

+ WYETH AYERST

EQ

2GM BASE/VIAL

EQ

10GM BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EO

2GM BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

10GM BASE/VIAL

EQ

125MG BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

250MG BASE/VIAL

EQ

EQ

500MG BASE/VIAL

EQ

500MG BASE/VIAL

EQ

1GM BASE/VIAL

N63141 001
APR 15, 1993
N63142 001
APR 15, 1993
N63143 001
APR 15, 1993
N63145 001
APR 15, 1983
N63146 001
APR 15, 1993
N63147 001
APR 15, 1993
N62797 001
JuL 12, 1993
N62719 001
MAY 12, 1987
N62719 003
MAY 12, 1987
N62719 002
MAY 12, 1987
N62797 002
JUL 12, 1993
N62816 001
OCT 24, 1988
N62816 002
OCT 24, 1988
N62816 003
OCT 24, 1988
N62816 004
OCT 24, 1988
N62816 005
OCT 24, 1988
N62994 001
SEP 15, 1988

N60626 001
N62718 001
DEC 16, 1986
N60626 002
N62718 002
DEC 16, 1986
N60626 003
N62718 003
DEC 16, 1986
N60626 004

PRESCRIPTION DRUG PRODUCT LIST

AMPICILLIN SODIUM

[

[RIRlRR =% (Rl

INJECTABLE;
OMNIPEN-N
WYETH AYERST

INJECTION

3-30

TOTACILLIN—N
SMITHKLINE BEECHAM

EQ 1GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

1GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

2GM BASE/VIAL

EQ

10GM BASE/VIAL

EQ

125MG BASE/VIAL

EQ

250MG BASE/VIAL

EQ

500MG BASE/VIAL

AMPICILLIN SODIUM; SULBACTAM SODIUM

INJECTABLE; INJECTION

UNASYN
+ PFIZER

EQ
EQ

EQ
EQ

EQ
EQ

EQ
EQ

1GM BASE/VIAL;
500MG BASE/VIAL

1GM BASE/VIAL;
500MG BASE/VIAL

2GM BASE/VIAL;
1GM BASE/VIAL

10GM BASE/VIAL;
5GM BASE/VIAL

AMPICILLIN/AMPICILLIN TRIHYDRATE

& 15

CAPSULE; ORAL

AMPICILLIN TRIHYDRATE

BIOCHEMIE

EQ
EQ

250MG BASE

EQ 500MG BASE

N62718 004
DEC 16, 1986
N60626 005
N62718 005
DEC 16, 1986

N60677 004
N62727 001
DEC 19, 1986
N60677 005
N62727 002
DEC 19, 1986
N60677 006
N60677 001
N60677 002
N60677 003

N50608 002
DEC 31, 1986

N62901 001
NOV 23, 1988

N50608 001
DEC 31, 1986

N50608 005
DEC 10, 1983

N64082 001
AUG 29, 1995
N64082 002

" AUG 29, 1995




AMPICILLIN/AMPICILLIN TRIHYDRATE

[

BE B EEE BE EEEEEEE 5

BlE [BEE EEEEEEE & 5

CAPSULE; ORAL

AMPICILLIN TRIHYDRATE

OMNIPEN (AMPICILLIN)

CLONMEL

CONSOLIDATED PHARM

MYLAN

PUREPAC PHARM
TEVA

WYETH AYERST

PRINCIPEN

+

+

APOTHECON

TOTACILLIN

SMITHKLINE BEECHAM

PRESCRIPTION DRUG PRODUCT LIST

EQ 250MG

EQ 500MG

EQ 250MG

EQ 500MG
EQ 250MG
EQ 500MG
EQ 500MG
EQ 250MG
EQ 500MG

250MG
S00MG

EQ 250MG

BASE

EQ 500MG

BASE

EQ 250MG

BASE

EQ 500MG

EQ 250MG

BASE
BASE

EQ 500MG

POWDER FOR RECONSTITUTION; ORAL

AMPICILLIN TRIHYDRATE

OMNIPEN (AMPICILLIN)

CLONMEL

CONSOLIDATED PHARM

MYLAN

PUREPAC PHARM
TEVA

WYETH AYERST

PRINCIPEN

APOTHECQON

EQ 125MG

BASE/SML

EQ 250MG

BASE/SML

EQ 125MG

BASE/5MI,

EQ 250MG

BASE /5ML

EQ 125MG

BASE/5ML

EQ 250MG

BASE/5ML

EQ 250MG

BASE/5ML

EQ 125MG

BASE/5ML

EQ 250MG

BASE/5ML

100MG/ML

125MG/ 5ML
250MG/5ML

EQ 100MG

BASE /ML

EQ 125MG BASE/SML

N62883 001
FEB 25, 1988
N62882 001
FEB 25, 1988
N61602 001
N61602 002
N61755 001
N61755 002
N61853 002
N61502 001
N61502 002

N60624 001
N60624 002

N61392 001
N61392 002
N62888 001
MAR 04, 1988
N62888 002
MAR 04, 1988

N62212 001
N62212 002

N62982 001
FEB 10, 1989
N62982 002
FEB 10, 1989
N61601 001
N61601 002
N61829 002
N61829 001
N61980 002
N61370 001
N61370 002

N60625 001
N60625 002
N60625 003

N61394 001
N61394 002
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AMPICILLIN/AMPICILLIN TRIHYDRATE

[BIEEE %

POWDER FOR RECONSTITUTION;‘ORAL

PRINCIPEN
APOTHECON
TOTACILLIN

SMITHKLINE BEECHAM

EQ 250MG BASE/SML

EQ 125MG BASE/5ML

EQ 125MG BASE/SML

EQ 250MG BASE/SMIL

EQ 250MG BASE/S5ML

AMPICILLIN/AMPICILLIN TRIHYDRATE; PROBENECID

AMRINONE. LACTATE

POWDER FOR RECONSTITUTION; ORAL

PROBAMPACIN
+ TEVA

[

AP

ANAGRELIDE HYDROCHLORIDE

INJECTABLE; INJECTION

AMRINONE
ABBOTT

INOCOR
+ SANOFI

N61394 003

N60666 001
N62223 001
N60666 002
N62223 002

EQ 3.5GM BASE/BOT;1GM/BOT N61741 001

EQ 5MG BASE/ML -

CAPSULE; ORAL
AGRYLIN

ROBERTS LABS

ANASTRQOZOLE

TABLET; ORAL
ARIMIDEX
+ ZENECA

EQ 5MG BASE/ML

EQ 0.5MG BASE

EQ 1MG BASE

1MG

N74616 001
AUG 03, 1998

N18700 001
JUL 31, 1984

N20333 001
MAR 14, 1997
N20333 002
MAR 14, 1997

N20541 001
DEC 27, 1995




ANISINDIONE
TABLET; ORAL

MIRADON
+ SCHERING 50MG

APRACLONIDINE HYDROCHLORIDE

SOLUTION/DROPS; OPHTHALMIC
IOPIDINE
+ ALCON EQ 0.5% BASE

+ EQ 1% BASE

APROTININ BOVINE

INJECTABLE; INJECTION
TRASYLOL
+ BAYER 10, 000KIU/ML

ARBUTAMINE HYDRQCCHLORIDE

INJECTABLE; INJECTION
GENESA

+ GENSIA AUTOMEDICS 0.05MG/ML

ARDEPARIN SODIUM

INJECTABLE; INJECTION
NORMIFLO
+ WYETH AYERST

+ 10,000 UNITS/0.5ML

ARGININE HYDROCHLORIDE

INJECTABLE; INJECTION
R-GENE 10
+ PHARMACIA AND UPJOHN 10GM/100ML

5,000 UNITS/0.5ML

PRESCRIPTION DRUG PRODUCT LIST

3-32

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;

ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PYRIDOXINE

HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE

HYDROCHLORIDE; VITAMIN A; VITAMIN E

N10909 003
INJECTABLE; INJECTION
M.V.I.-12
AP + ASTRA PHARMS
N20258 001
JUL 36, 1993 MVC PLUS

N19779 001 AP + STERIS
DEC 31, 1987

10MG/ML;0.006MG/ML; 0.5 DGM/ML;

1.5MG/ML;20 IU/ML;0.04MG/ML; 4MG/ML;
0.4MG/ML; 0.36MG/ML; 0.3MG/ML;

330 UNITS/ML;1 TU/ML NO8809 004

AUG 08, 1985

10MG/ML;0.006MG/ML; 0.5 UGM/ML;

1.5MG/ML;20 IU/ML;0.04MG/ML; 4MG/ML;

0.4MG/MI:; 0. 36MG/ML; 0.3MG/ML;

330 UNITS/ML;1 IU/ML N18439 002

AUG 08, 1985

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; ERGOCALCIFEROL} FOLIC

N20304 001

ACID; NIACINAMIDE; PANTQTHENIC ACID; PHYTONADIONE; PYRIDOXINE;

DEC 29, 1993

RIBOFLAVIN; THIAMINE; VITAMIN A PALMITATE; VITAMIN E

INJECTABLE; INJECTION

KABIVITE PED F + W KIT

+ PHARMACIA AND UPJOHN N/A,80MG/VIAL;N/A,0.02MG/VIAL;N/A,

N20420 001
SEP 12, 1997

ASPIRIN; *MULTIPLE*
N20227 002

0.001MG/VIAL; 400 IU/10ML,N/A;N/A,
0.14MG/VIAL;N/A, 17TMG/VIAL;N/A,
5MG/VIAL;0.2MG/10ML, N/A;N/A,
1MG/VIAL;N/A,1.4MG/VIAL;N/A,
1.2MG/VIAL;EQ 2,300 UNITS BASE/10MIL,
N/A;7 IU/10ML,N/A N20176 001
DEC 29, 1993

SEE ACETAMINOPHEN; ASPIRIN; CODEINE PHOSPHATE

MAY 23, 1997
N20227 001
MAY 23, 1997

ASPIRIN; BUTALBITAL; CAFFEINE

CAPSULE; ORAL
FIORINAL

&

+ NOVARTIS
LANORINATL
N16931 001 AB  LANNETT

325MG; 50MG; 40MG N17534 005

APR 16, 1986

325MG; 50MG; 40MG N86996 002

OoCT 11, 1985




PRESCRIPTION DRUG PRODUCT LIST 3-33

ASPIRIN; BUTALBITAL; CAFFEINE

TABLET; ORAL
ASPIRIN AND CAFFEINE W/ BUTALBITAL

AB PUREPAC PHARM 325MG; 50MG; 40MG N86710 002
AUG 23, 1983
BUTAL COMPOQUND
AB GENEVA PHARMS 325MG; S50MG; 40MG N86398 002
APR 06, 1984
BUTALBITAL W/ ASPIRIN & CAFFEINE
AB PHARMERAL 325MG; 50MG; 40MG N87048 002
DEC 09, 1983
BUTALBITAL, ASPIRIN AND CAFFEINE
AB WEST WARD 325MG; 50MG; 40MG N86162 002
FEBR 16, 1984
FIORINAL
AB + NOVARTIS 325MG; 50MG; 40MG N17534 003
APR 16, 1986
LANORINAL
AB LANNETT 325MG; 50MG; 40MG N86986 002

ocT 18, 1985

ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE PHOSPHATE

CAPSULE; ORAL
BUTALBITAL, ASPIRIN, CAFFEINE, AND CODEINE PHOSPHATE

BUTALBITAL, ASPIRIN, AL GH-_R&, S o
AB STEVENS J 325MG; 50MG; 40MG; 30MG N74951 001

AUG 31, 1998
AB WATSON LABS 325MG; 50MG; 40MG; 30MG N74359 001

AUG 31, 1995

FIORINAL W/CODEINE NO 3
AB + NOVARTIS 325MG; 50MG; 40MG; 30MG N19429 003
OoCcT 26, 1990

ASPIRIN; CAFFEINE; DIHYDROCODEINE BITARTRATE

CAPSULE; ORAL
SYNALGOS-DC
+ WYETH AYERST 356.4MG; 30MG; 16MG N11483 004
SEP 06, 1983

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE

TABLET; ORAL
INVAGESIC
AB INVAMED 385MG; 30MG; 25MG N74817 001
Nov 27, 1996

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE

TABLET; ORAL
INVAGESIC FORTE

AB INVAMED 770MG; 60MG; 50MG
NORGESIC

AB 3M 385MG; 30MG; 25MG
NORGESIC FORTE

AB + 3M 770MG; 60MG; 50MG
ORPHENADRINE CITRATE, ASPIRIN, AND CAFFEINE

AB EON 385MG; 30MG; 25MG

AB 770MG; 60MG; 50MG
ORPHENGESIC

AB PAR PHARM 385MG; 30MG; 25MG
ORPHENGESIC FORTE

AB DPAR PHARM 770MG; 60MG; 50MG

ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL
DARVON COMPOUND

+ LILLY 389MG; 32. 4MG; 32MG
DARVON COMPOUND-65

AA + LILLY 389MG; 32. 4MG; 65MG
PROPOXYPHENE COMPOUND 65

AA EON 389MG; 32. 4MG; 65MG

aAA TEVA 389MG; 32. 4MG; 65MG
PROPOXYPHENE COMPOUND-65

AA GENEVA PHARMS 389MG; 32. 4MG; 65MG

ASPIRIN; CARISOPRODOL

TABLET; ORAL
CARISOPRODOL AND ASPIRTN
AB AMIDE PHARM 325MG; 200MG

N74817 002
NOov 27, 1996

N13416 003
ocT 27, 1982

N13416 004
ocT 27, 1982

N74654 001
DEC 31, 1996
N74654 002
DEC 31, 1996

N75141 001
MAY 29, 1998

N75141 002
MAY 29, 1998

N10996 006
MAR 08, 1983

N10996 007
MAR 08, 1983

N80044 002
SEP 16, 1983
N89025 001
MAR 29, 1985

N83101 002
JUN 24, 1985

N40252 001
DEC 10, 1997




PRESCRIPTION DRUG' PRODUCT LIST

ASPIRIN; CARISCPRODOL

TABLET; ORAL
CARISOPRODOL AND ASPIRIN

AB EON 325MG; 200MG

AB PAR PHARM 325MG; 200MG
SOMA COMPOUND

AB + WALLACE PHARMS 325MG; 200MG

~ ASPIRIN; CARISOPRODOL; CODEINE PHOSPHATE

TABLET; ORAL
CARISOPRODOL, ASPIRIN AND CODEINE PHOSPHATE

aB AMIDE PHARM 325MG; 200MG; 16MG

aB EON 325MG; 200MG; 16MG
SOMA COMPOUND W/ CODEINE

AB + WALLACE PHARMS 325MG; 200MG; 16MG

ASPIRIN; HYDROCODONE BITARTRATE

TABLET; ORAL
AZDONE

+ CENT PHARMS 500MG; 5MG

ASPIRIN; MEPROBAMATE

TABLET; ORAL
EQUAGESIC
AB + WYETH AYERST 325MG; 200MG
MICRAININ

AB WALLACE PHARMS 325MG; 200MG

ASPIRIN; METHOCARBAMOL

TABLET; ORAL
METHOCARBAMOL AND ASPIRIN
AB MCNELL 325MG; 400MG

N40116 001
APR 25, 1996
N89594 001
MAR 31, 1989

N12365 005
JUL 11, 1983

N40283 001
DEC 29, 1998
N40118 001
APR 16, 1996

N12366 002
JUL 11, 1983

N89420 001
JAN 25, 1988

N11702 003
DEC 29, 1983

N84978 001

N89193 001
FEB 12, 1986

ASPIRIN; METHOCARBAMOL

TABLET; ORAL

METHOCARBAMOL AND ASPIRIN

AB PAR PHARM

AB STEVENS J

AB ZENITH GOLDLINE
ROBAXISAL

AB + ROBINS AH

325MG; 400MG
325MG; 400MG

325MG; 400MG

325MG; 400MG

3-34

N89657 001
NOvV 04, 1988
N81145 001
JAN 31, 1995
N87211 001
DEC 22, 1982

N12281 001

ASPIRIN; OXYCODONE HYDROCHLORIDE; OXYCODONE TEREPHTHALATE

TABLET; ORAL

OXYCODONE AND ASPIRIN

AA BARR 325MG; 4.5MG; 0.38MG

AA HALSEY 325MG; 4.5MG; 0.38MG

AA WATSON LABS 325MG; 4.5MG; 0. 38MG
OXYCODONE AND ASPIRIN (HALF-STRENGTH)

AA ROXANE 325MG; 2. 25MG; 0. 19MG
PERCODAN

AA + ENDO PHARMS 325MG; 4.5MG; 0.38MG
PERCODAN—DEMT

AA + ENDO PHARMS 325MG; 2. 25MG; 0. 19MG
ROXIPRIN

AA ROXANE 325MG; 4.5MG; 0.38MG

ASPIRIN; PENTAZQCINE HYDRCCHLORIDE

TABLET; ORAL
TALWIN COMPOUND
+ SANOFI

325MG;EQ 12.5MG BASE

ASPIRIN; PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL
DARVON W/ ASA
+ LILLY

325MG; 65MG

N87794 001
MAY 26, 1982
N40260 001
JUL 17, 1998
N40255 001
FEB 27, 1998

N87742 001
JUN 04, 1982

NO7337 006
N07337 005

N87743 001
JUN 04, 1982

N16891 001

N10996 005




PRESCRIPTION DRUG PRODUCT LIST 3-35

ASTEMIZOLE ATENOLOL
TABLET; ORAL TABLET; ORAL

HISMANAL ATENOLOL

+ JANSSEN 10MG N19402 001 AB IPR 50MG N72303 001

DEC 29, 1988 JUL 15, 1988

AB 100MG N72304 001

JUL 15, 1988

ATENOLOL AB LEDERLE 25MG N74099 001

APR 28, 1992

INJECTABLE; INJECTION AB 50MG N73542 001

TENORMIN DEC 19, 1991

+ ZENECA 0.5MG/ML N19058 001 AB 100MG N73543 001

SEP 13, 1989 DEC 19, 1991

AB MARTEC 50MG N74127 001

TABLET; ORAL FEB 21, 1995

ATENOLOL AB 100MG N74127 002

AB APOTHECON 50MG N73317 001 FEB 21, 1995

MAR 20, 1992 AB MUTUAL PHARM 25MG N74499 001

AB 100MG . N73318 001 JUL 30, 1997

MAR 20, 1992 AB 50MG N73475 001

AB COPLEY PHARM 50MG N74120 001 MAR 30, 1993

FEB 24, 1995 AB 100MG N73476 001

AB 100MG N74120 002 MAR 30, 1993

- FEB 24, 1995 AB MYLAN 50MG N73456 001

AB DANBURY PHARMA 50MG N73352 001 JAN 24, 1992

DEC 27, 1991 AB 100MG N73457 001

AB 100MG N73353 001 JAN 24, 1992

- DEC 27, 1991 BAB NOVOPHARM NC 50MG N73315 001

AB GENEVA PHARMS 25MG N74052 001 ' MAY 28, 1993

MAY 01, 1992 AB 100MG N73316 001

AB 50MG N73025 001 MAY 28, 1993

- SEP 17, 1991 AB scs 50MG N73676 001

AB 100MG N73026 001 ocT 30, 1992

- SEP 17, 1991 AB 100MG N73676 002

AB GENPHARM 25MG N74126 003 ocT 30, 1992

- AUG 26, 1998 AB SIDMAK LABS NJ 25MG N74101 001

AB 50MG N74126 001 JuL 17, 1997

- MAR 23, 1994 AB 50MG N74101 002

AB 100MG N74126 002 JUL 17, 1997

- MAR 23, 1994 AB 100MG N74101 003

AB INVAMED 25MG N74265 001 JuL 17, 1997

- FEB 28, 1994 AB TEVA 50MG N74056 001

AB 50MG N74265 002 JAN 18, 1995

- FEB 28, 1994 AB 100MG N74056 002

AB 100MG N74265 003 JAN 18, 1995
- FEB 28, 1994 TENORMIN

AB IPR 25MG N73646 001 AB ZENECA 25MG N18240 004

JUL 31, 1992

APR 09, 1990




ATENOLOL
TABLET; ORAL
TENORMIN
AB ZENECA 50MG
AB + 100MG

ATENOLOL; CHLORTHALIDONE

TABLET; ORAL
ATENOLOL AND CHLORTHALIDONE

AB DANBURY PHARMA 50MG; 25MG
AB 100MG; 25MG
AB IPR 50MG; 25MG
AB 100MG; 25MG
AB MARTEC S0MG; 25MG
AB 100MG; 25M6
AB MUTUAL PHARM 50MG; 25MG
AB 100MG; 25MG
AB MYLAN 50MG; 25MG
AB 100MG; 25MG
AB SIDMAK LABS NJ 50MG; 25MG
AB 100MG;25MG
TENORETIC 100
AB + ZENECA 100MG; 25MG
TENORETIC 50
AB ZENECA 50MG; 25MG

ATORVASTATIN CALCIUM

TABLET; ORAL
LIPITOR
WARNER LAMBERT EXPOR EQ 10MG BASE

N18240 001
N18240 002

N73665 001
JUL 02, 1992
N73665 002
JuL 02, 1992
N72301 001
MAY 31, 1990
N72302 001
MAY 31, 1990

N74404 001

MAY 14, 1998
N74404 002
MAY 14, 1998
N73581 001
APR 29, 1993
N73582 001
APR 29, 1993
N74203 001
oCT 31, 1993
N74203 002
oCT 31, 1993
N74107 001
SEP 24, 1997
N74107 002
SEP 24, 1997

N18760 001
JUN 08, 1984

N18760 002
JUN 08, 1984

N20702 001
DEC 17, 1996

PRESCRIPTION DRUG PRODUCT LIST

ATORVASTATIN CALCIUM

TABLET; ORAL

LIPITOR

3-36

WARNER LAMBERT EXPOR EQ 20MG BASE

ATOVAQUONE

SUSPENSION; ORAL

MEPRON

EQ 40MG BASE

+ GLAXO WELLCOME 750MG/ 5ML
TABLET; ORAL
MEPRON
+ GLAXO WELLCOME 250MG
ATRACURIUM BESYLATE
INJECTABLE;
ATRACURIUM BESYLATE
AP ABBOTT 10MG/ML
AP BEDFORD 10MG/MT,
AP ESI LEDERLE 10MG /M1,
AP FAULDING 10MG/ML
AP GENSIA SICOR PHARMS 10MG/ML
AP MARSAM 10MG/ML
AP OHMEDA 10MG/ML
ATRACURIUM BESYLATE PRESERVATIVE FREE
AP ABBOTT 10MG/ML
AP 10MG/ML
ap BEDFORD 10MG/ML

N20702 002
DEC 17, 1996
N20702 003
DEC 17, 1996

N20500 001
FEB 08, 1995

N20259 001
NOV 25, 1992

N74632 001
DEC 23, 1996
N74901 001
JUL 18, 1997
N74824 001
SEP 30, 1997
N74740 001
MAR 28, 1997
N74784 001
JUN 11, 1997
N74945 001
JUL 28, 1998
N74753 001
JAN 23, 1997

N74633 001
DEC 23, 1996
N74639 001
MAR 25, 1997
N74900 001
JUL 18, 1997




PRESCRIPTION DRUG PRODUCT LIST 3-37

ATRACURIUM BESYLATE

INJECTABLE; INJECTION
ATRACURIUM BESYLATE PRESERVATIVE FREE

AP ESI LEDERLE 10MG /ML

AP . FAULDING 10MG/ML

AP MARSAM 10MG/ML

AP OHMEDA 10MG/ML
TRACRIUM

AP + GLAXO WELLCOME 10MG/ML
TRACRIUM PRESERVATIVE FREE

AP + GLAXO WELLCOME 10MG /ML

ATROPINE

INJECTABLE; INJECTION
ATROPEN
+ MERIDIAN MEDCL TECHN EQ 2MG SULFATE/O.7ML

ATROPINE SULFATE; DIFENOXIN HYDRCCHLORIDE

TABLET; ORAL
MOTOFEN

+ CARNRICK 0.025MG; 1MG -

ATROPINE SULFATE; DIPHENOXYLATE HYDRCCHLORIDE

CAPSULE; ORAL
DIPHENOXYLATE HCL W/ ATROPINE SULFATE
SCHERER RP 0.025MG; 2.5MG

SOLUTION; ORAL
DIPHENOXYLATE HCL AND ATROPINE SULFATE
ROXANE

14

0.025MG/5ML; 2. 5MG/5ML

LOMOTIL
AA + SEARLE

0.025MG/5ML; 2 . SMG/ 5ML

TABLET; ORAL
DIPHENOXYLATE HCL AND ATROPINE SULFATE
INWOCD LABS 0.025MG;2.5MG

[

N74825 001
SEP 30, 1997
N74741 001
MAR 28, 1997
N74944 001
JUL 28, 1998
N74768 001
JAN 23, 1997

N18831 002
JUN 20, 1985

N18831 001
NOV 23, 1983

N17106 001

N17744 002

N86440 001

N87708 001
MAY 03, 1982

N12699 001

N85509 001

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE

TABLET; ORAL
DIPHENOXYLATE HCIL AND ATROPINE SULFATE

AA MYLAN 0.025MG; 2.5MG

AR PHARMERAL 0.025MG; 2. 5MG

A WEST WARD 0.025MG; 2. 5MG
DIPHENOXYLATE HCL W/ ATROPINE SULFATE

AA PVT FORM 0.025MG; 2.5MG
LOMOTIL

AA + SEARLE 0.025MG;2.5MG
LONOX

AA GENEVA PHARMS 0.025MG; 2. 5MG

ATROPINE SULFATE; EDROPHONIUM CHLORIDE

INJECTABLE; INJECTION
ENLON-PLUS

+ OHMEDA 0.14MG/ML; 10MG/ML

+ 0.14MG/ML; 10MG/ML

ATROPINE SULFATE; MEPERIDINE HYDROCHLORIDE

INJECTABLE; INJECTION
ATROPINE AND DEMEROL

+ ABBOTT 0.4MG/ML; 50MG/ML
+ 0.4MG/ML; 75MG /ML
+ 0.4MG/ML; 100MG/ML
AURANOFIN
CAPSULE; ORAL
RIDAURA
+ CONNETICS 3MG

N85762 001
N85035 001
N87765 001
MAR 15, 1982

N85766 001
N12462 001

N85311 002

N19677 001
NOV 06, 1991
N19678 001
NOV 06, 1991

N87853 001
NOV 26, 1982
N87847 001
NOV 26, 1982
N87848 001
NOV 26, 1982

N1868% 001
MAY 24, 1985




AZATADINE MALEATE

TABLET; ORAL
OPTIMINE
+ SCHERING

PRESCRIPTION DRUG PRODUCT LIST

1MG

AZATADINE MALEATE; PSEUDOEPHEDRINE SULFATE

TABLET, EXTENDED RELEASE; ORAL

TRINALIN
+ SCHERING

AZATHIOPRINE

TABLET; ORAL
AZATHIOPRINE
ROXANE

&

IMURAN
AB + GLAXO WELLCOME

AZATHIOPRINE SODIUM

INJECTABLE; INJECTION

AZATHIOPRINE SODIUM-

13

BEDFORD
IMURAN
AP + GLAXO WELLCOME
AZELAIC ACID
CREAM; TOPICAL

AZELEX
+ ALLERGAN

AZELASTINE HYDROCHLORIDE

SPRAY, METERED; NASAL
ASTELIN
+ WALLACE LABS

1MG; 120MG

SOMG

S50MG

EQ 100MG BASE/VIAL

EQ 100MG BASE/VIAL

20%

EQ 0.125MG BASE/SPRAY

N17601 001

N18506 001
MAR 23, 1982

N74069 001
FEB 16, 1996

N16324 001

N74419 001
MAR 31, 1995

N17391 o001

N20428 001
SEP 13, 1995

N20114 001
Nov 01, 1996

AZITHROMYCIN DIHYDRATE

CAPSULE; ORAL
ZITHROMAX
+ PFIZER

INJECTABLE; INJECTION
ZITHROMAX
+ PFIZER

3-38

EQ 250MG BASE

EQ 500MG BASE/VIAL

POWDER FOR RECONSTITUTION; ORAL

ZITHROMAX
+ PFIZER

B
+
TABLET; ORAL
ZITHROMAX
+ PFIZER

+

AZITHROMYCIN bIHYDRATE: TROVAFLOXACIN MESYLATE

EQ 1GM BASE/PACKET
EQ 100MG BASE/S5ML

EQ 200MG BASE/S5ML

EQ 250MG BASE

EQ 600MG BASE

POWDER FOR RECONSTITUTION, TABLET; ORAL
TROVAN/ZITHROMAX COMPLIANCE PAK

+ PFIZER

AZTREONAM

INJECTABLE; INJECTION
AZACTAM

EQ 1GM BASE,N/A;N/A,

EQ 100MG BASE

+ BRISTOL MYERS SQUIBB 500MG/VIAL

+

+

1GM/VIAL

2GM/VIAL

N50670 001
NOV 01, 1991

N50733 001
JAN 30, 1997

N50693 001
SEP 28, 1994
N50710 001
OCT 19, 1995
N50710 002
OCT 19, 1995

N50711 001
JUL 18, 1996
N50730 001
JUN 12, 1996

N50762 001
DEC 18, 1998

N50580 001
DEC 31, 1986
N50580 002
DEC 31, 1986
N50580 003
DEC 31, 1986




PRESCRIPTION DRUG PRODUCT LIST

AZTREONAM

INJECTABLE; INJECTION
AZACTAM IN PLASTIC CONTAINER

+ BRISTOL MYERS SQUIBB 20MG/ML N50632 002
MAY 24, 1989
+ 40MG/ML N50632 001
MAY 24, 1989
BACAMPICILLIN HYDROCHLORIDE
POWDER FOR RECONSTITUTION; ORAL
SPECTROBID
+ PFIZER 125MG/5ML N50556 001
MAR 23, 1982
TABLET; ORAL
SPECTROBID
+ PFIZER 400MG N50520 001
BACITRACIN
INJECTABLE; INJECTION
BACITM
AP PHARMA TEK 50,000 UNITS/VIAL N64153 001
MAY 09, 1997
BACITRACIN ‘
AP + PHARMACIA AND UPJCHN 50,000 UNITS/VIAL N60733 002
10,000 UNITS/VIAL N60733 001
OINTMENT; OPHTHALMIC
BACITRACIN
+ ALTANA 500 UNITS/GM N61212 001
POWDER; FOR RX COMPQUNDING
BACT-RX
AA PHARMA TEK 5,000,000 UNITS/BOT N61580 001
BACITRACIN
AA APOTHEKERNES 5,000,000 UMNITS/BOT N61699 001

BACITRACIN; HYDROCORTISONE ACETATE; NEOMYCIN SULFATE; POLYMYXIN

B SULFATE

OINTMENT; OPHTHALMIC
BACITRACIN-NEOMYCIN-POLYMYXIN W/ HYDROCORTISONE ACETATE
AT + ALTANA 400 UNITS/GM; 1%;EQ 3.5MG BASE/GM;
- 10,000 UNITS/GM N60731 002

3-39

BACITRACIN; HYDROCORTISONE ACETATE; NEOMYCIN SULFATE; POLYMYXIN
B_SULFATE

OINTMENT; OPHTHALMIC
BACITRACIN-NEOMYCIN-POLYMYXTIN W/ HYDROCORTISONE ACETATE

AT PHARMADERM 400 UNITS/GM;1%;EQ 3.5MG BASE/GM;
10,000 ONITS/GM N62166 002
BACITRACIN ZINC
POWDER; FOR RX COMPOUNDING
ZIBA-RX
PHARMA TEK 500,000 UNITS/BOT N61737 001

BACITRACIN ZINC; HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B
SULFATE

OINTMENT; OPHTHALMIC
CORTISPORIN
AT + MONARCH PHARMS 400 UNITS/GM;1%,;EQ 3.5MG BASE/GM;
10,000 UNITS/GM N50416 002

NEOMYCIN AND POLYMYXIN B SULFATES, BACITRACIN ZINC AND

HYDROCORT ISONE

AT BAUSCH AND LOMB 400 UNITS/GM;1%;EQ 3.5MG BASE/GM;
10,000 UNITS/GM N64068 001
oCcT 30, 1995

OINTMENT; TOPICAL
CORTISPORIN

+ MONARCH PHARMS 400 UNITS/GM;1%;EQ 3.5MG BASE/GM;

5,000 UNITS/GM N50168 002

MAY 04, 1984

BACITRACIN ZINC; NEOMYCIN SULFATE; POLYMYXIN B SULFATE

OINTMENT; OPHTHALMIC
BACITRACIN-NEOMYCIN-POLYMYXTIN
AT ALTANA 400 UNITS/GM;EQ 3.5MG BASE/GM;
10,000 UNITS/GM N60764 002

NEQ-POLYCIN
‘DOW PHARM 500 UNITS/GM;EQ 3.5MG BASE/GM;
10,000 UNITS/GM N60647 001

NEOMYCIN AND POLYMYXIN B SULFATES AND BACITRACIN ZINC

AT BAUSCH AND LOMB 400 UNITS/GM;EQ 3.5MG BASE/GM;
10,000 UNITS/GM N64064 001
OoCT 30, 1995




PRESCRIPTION DRUG PRODUCT LIST 3-40

BACITRACIN ZINC; NEOMYCIN SULFATE; POLYMYXIN B SULFATE BACLOFEN
OINTMENT; OPHTHALMIC TABLET; ORAL
NEOSPORIN BACLOFEN .
AT + MONARCH PHARMS 400 UNITS/GM;EQ 3.5MG BASE/GM; AB TEVA 10MG N73043 001
10,000 UNITS/GM N50417 001 FEB 27, 1992
AB 20MG N73044 001
FEB 27, 1992
BACITRACIN ZINC; POLYMYXIN B SULFATE AB WATSON LABS 10MG N73092 001
JAN 28, 1994
OINTMENT; OPHTHALMIC AB 20MG N73093 001
BACITRACIN ZINC AND POLYMYXIN B SULFATE JAN 28, 1994
AT ARORN 500 UNITS/GM; AB ZENITH GOLDLINE 10MG N72234 001
10,000 UNITS/GM N64028 001 JUL 21, 1988
JAN 30, 1995 AB 20MG N72235 001
AT BAUSCH AND LOMB 500 UNITS/GM; JUL 21, 1988
10,000 UNITS/GM N64046 001 LIORESAL
JAN 26, 1995 AB NOVARTIS 10MG N17851 001
POLYSPORIN AB + 20MG N17851 003
AT + MONARCH PHARMS 500 UNITS/GM; JAN 20, 1982
- 10,000 UNITS/GM N61229 001
BECLOMETHASONE DIPROPIONATE
BACLOFEN
AEROSOL, METERED; INHALATION
INJECTABLE; INTRATHECAL BECLOVENT
LIORESAL BN GLAXO WELLCOME 0.042MG/INH N18153 001
+ MEDTRONIC 0.05MG/ML N20075 003 VANCERIL
NOV 07, 1996 BN + SCHERING 0.042MG/INH N17573 001
+ 0.5MG/ML N20075 001 VANCERIL DOUBLE STRENGTH
JUN 17, 1992 + SCHERING 0.084MG/INH N20486 001
+ 2MG/ML N20075 002 DEC 24, 1996
JUN 17, 1992
AEROSOL, METERED; NASAL
TABLET; ORAL BECONASE
BACLOFEN BN + GLAXO WELLCOME 0.042MG/INH N18584 001
AB CHELSEA LABS 10MG N74698 001 VANCENASE
- » AUG 20, 1996 BN SCHERING 0.042MG/INH N18521 001
AR 20MG N74698 002
- AUG 20, 1996
AB DANBURY PHARMA 10MG N72824 001 BECLOMETHASONE DIPROPIONATE MONOHYDRATE
SEP 18, 1991
AB 20MG , N72825 001 SPRAY, METERED; NASAL
—' SEP 18, 1991 BECONASE AQ
AB ROSEMONT 10MG N74584 001 BN + GLAXO WELLCOME EQ 0.042MG DIPROP/SPRAY  N19389 001
- AUG 19, 1996 JUL 27, 1987
AB 20MG N74584 002 VANCENASE AQ
- AUG 19, 1996 BN + SCHERING EQ 0.042MG DIPROP/SPRAY N19589 001

DEC 23, 1987




BECLOMETHASONE DIPROPIONATE MONOHYDRATE

SPRAY, METERED; NASAL
VANCENASE AQ
+ SCHERING

BENAZEPRIL HYDROCHLORIDE

TABLET; ORAL
LOTENSIN
NOVARTIS

BENAZEPRIL HYDROCHLORIDE;

EQ 0.084MG DIPROP/SPRAY

EQ 5MG BASE

EQ 10MG BASE

EQ 20MG BASE

EQ 40MG BASE

*MULTIPLE*

N20469 001
JUN 26, 1996

N19851 001
JUN 25, 1991
N19851 002
JUN 25, 1991
N19851 003
JUN 25, 1991
N19851 004
JUN 25, 1991

SEE AMLODIPINE BESYLATE; BENAZEPRIL HYDROCHLORIDE

BENAZEPRIL HYDROCHLORIDE; HYDROCHLOROTHIAZIDE

TABLET; ORAL
LOTENSIN HCT
NOVARTIS

BENDROFLUMETHIAZIDE

TABLET; ORAL
NATURETIN-10

+ APOTHECON
NATURETIN-5
APOTHECON

5MG; 6.25MG
10MG; 12.5MG
20MG;12.5MG

20MG; 25MG

10MG

S5MG

N20033 001
MAY 19, 1992
N20033 002
MAY 19, 1992
N20033 004
MAY 19, 1992
N20033 003
MAY 19, 1992

N12164 003

Ni12164 002

PRESCRIPTION DRUG PRODUCT LIST

BENDROFLUMETHIAZIDE; NADOLOL

TABLET; ORAL
CORZIDE
BRISTOL MYERS SQUIBB S5MG; 40MG

+ SMG; 80MG
BENZONATATE
CAPSULE; ORAL
BENZONATATE
AA BANNER PHARMACAPS 100MG
TESSALON
AA + FOREST LABS 100MG

BENZQYL PEROXIDE; ERYTHROMYCIN

GEL; TOPICAL
BENZAMYCIN
+ DERMIK LABS 5

e
w
o

BENZPHETAMINE HYDROCHLORIDE

TABLET; ORAL
DIDREX
+ PHARMACIA AND UPJOHN 50MG

BENZQUINAMIDE HYDROCHLORIDE

INJECTABLE; INJECTION
EMETE-CON
+ ROERIG

BENZTHIAZIDE
TABLET; ORAL

EXNA
+ ROBINS AH 50MG

3-41

EQ 50MG BASE/VIAL

N18647 001
MAY 25, 1983
N18647 002
MAY 25, 1983

N81297 001
JAN 29, 1993

N11210 001

N50557 001
OCT 26, 1984

N12427 002

N16820 001

N12489 001




BENZTROPINE MESYLATE

INJECTABLE; INJECTION
COGENTIN
+ MERCK 1MG/ML

TABLET; ORAL
BENZTROPINE MESYLATE
INVAMED 0.5MG

2MG

MUTUAL PHARM IMG

PAR PHARM 0.5MG

ROSEMONT 0.5MG

SIDMAK LABS NJ 0.5MG

BBEBEBEEEEEREEREBB BB
2

COGENTIN

+ MERCK 0.5MG
+ 1MG
+ 2MG

[4:4]:

BENZYL PENICILLOYL-POLYLYSINE

INJECTABLE; INJECTION
PRE-PEN _
+ BAYER 60 UMOLAR

PRESCRIPTION DRUG PRODUCT LIST

N12015 001

N72264 001
FEB 27, 1989
N72265 001
FEB 27, 1989
N72266 001
FEB 27, 1989
N81264 001
JAN 23, 1992
N81265 001
JAN 23, 1992
N88877 001
APR 11, 1985
N88894 001
APR 11, 1985
N88895 001
APR 11, 1985
N40103 001
DEC 12, 1996
N40103 002
DEC 12, 1996
N40103 003
DEC 12, 1996
N89058 001
AUG 10, 1988
N89059 001
AUG 10, 1988
N89060 001
AUG 10, 1988

N09193 004

N09193 003
N09193 002

N50114 001

BEPRIDIL HYDROCHLORIDE

TABLET; ORAL

VASCOR
JOHNSON RW 200MG
+ 300MG
BERACTANT
SUSPENSION; INTRATRACHEAL
SURVANTA
+ ROSS LABS 25MG/ML

BETAINE, ANHYDROUS

AB SAVAGE LABS

POWDER FOR RECONSTITUTION; ORAL
CYSTADANE

+ ORPHAN MEDCL 1GM/SCOCPFUL

BETAMETHASONE

SYRUP; ORAL
CELESTONE
+ SCHERING 0.6MG/5ML

TABLET; ORAL
CELESTONE
+ SCHERING 0.6MG

3-42

N19002 001
DEC 28, 1990
N19002 002
DEC 28, 1990

N20032 001
JuL 01, 1991

N20576 001
OCT 25, 1996

N1421S5 002

N12657 003

BETAMETHASONE ACETATE; BETAMETHASONE SODIUM PHOSPHATE

INJECTABLE; INJECTION
CELESTONE SOLUSPAN
+ SCHERING

BETAMETHASONE DIPROPIONATE

CREAM; TOPICAL
ALPHATREX
EQ 0.05% BASE

3MG/ML;EQ 3MG BASE/ML

N14602 001

N19138 001
JUN 26, 1984




BETAMETHASONE DIPROPIONATE

[t - - -

&

[

B & & B &

CREAM; TOPICAL

BETAMETHASONE. DIPROPIONATE

CLAY PARK
FOUGERA
NMC

TARO
TEVA
THAMES

DIPROSONE
+ SCHERING

CREAM, AUGMENTED;

DIPROLENE AF
+ SCHERING

DISC; TOPICAL
DIPROSONE
+ SCHERING

GEL; TOPICAL
DIPROLENE
+ SCHERING

LOTION; TOPICAL
ALPHATREX
SAVAGE LABS

EQ 0.05%

BASE

BASE

EQ 0.05%
EQ 0.05%

TOPICAL

EQ 0.05%

BASE

BASE

BASE

BASE

BASE

BASE

EQ 0.1% BASE

EQ 0.05%

BASE

BASE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

BASE

BASE

BASE

BASE

ALPHARMA EQ 0.05%
CLAY PARK EQ 0.05%
COPLEY PHARM EQ 0.05%
FOUGERA EQ 0.05%
TARO

EQ 0.05% BASE

BASE

N74579 001
NOV 26, 1997
N19137 001
JUN 26, 1984
N70885 001
FEB 03, 1987
N73552 001
APR 30, 1992
N71476 001
AUG 10, 1987
N71143 001
JUN 17, 1987

N17536 001

N19555 001
APR 27, 1987

N17829 001

N19408 002
NOV 22, 1991

N70273 001
AUG 12, 1985

N70281 001
JUL 31, 1985
N72538 001
JAN 31, 1990
N71882 001
JUN 06, 1988
N70275 001
AUG 12, 1985
N74272 001
SEP 30, 1994

[

[

&5 & & &

[

[

[

PRESCRIPTION DRUG PRODUCT LIST

BETAMETHASONE DIPROPIONATE

LOTION; TOPICAL

BETAMETHASONE DIPROPIONATE

3-43

BASE

BASE

BASE

BASE

BASE

BASE
BASE
BASE

BASE

BASE

BASE

TEVA
THAMES EQ 0.05%
DIPROSONE
AB + SCHERING EQ 0.05%
LOTION, AUGMENTED; TOPICAL
DIPROLENE
+ SCHERING EQ 0.05%
OINTMENT; TOPICAL
ALPHATREX
SAVAGE LARS EQ 0.05%
BETAMETHASONE DIPROPIONATE
FOUGERA EQ 0.05%
NMC EQ 0.05%
TARO EQ 0.05%
TEVA EQ 0.05%
DIPROSONE
+ SCHERING EQ 0.05%
OINTMENT, AUGMENTED; TOPICAL
BETAMETHASONE. DIPROPIONATE
NMC EQ 0.05%
DIPROLENE
+ SCHERING

EQ 0.05%

BASE

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE

CREAM; TOPICAL
LOTRISONE
+ SCHERING

EQ 0.05%

BASE; 1%

N71467 001
AUG 10, 1987
N72276 001
AUG 24, 1988

N17781 001

N19716 001
AUG 01, 1988

N19143 001
SEP 04, 1984

N19141 001
SEP 04, 1984
N71012 001
FEB 03, 1987
N74271 001
SEP 15, 1994
N71477 001
AUG 10, 1987

N17691 001

N74304 001
AUG 31, 1995

N18741 001
JUL 27, 1983

N18827 001
JUL 10, 1984




BETAMETHASONE SODIUM PHOSPHATE

(1=

BETAMETHASONE SODIUM PHOSPHATE;

INJECTABLE} INJECTION

BETAMETHASONE SODIUM PHOSPHATE

STERIS
CELESTONE

+ SCHERING

EQ 3MG BASE/ML

EQ 3MG BASE/ML

BETAMETHASONE VALERATE

*MULTIPLE*

N85738 001

N17561 001

SEE BETAMETHASONE ACETATE; BETAMETHASONE SODIUM PHOSPHATE

[

[

& 15

B 15

B [

R

CREAM; TOPICAL

BETA-VAL
TEVA

BETADERM
ROACO

BETAMETHASONE VALERATE

+ FOUGERA

THAME S

BETATREX
SAVAGE LABS

DERMABET
TARO

VALNAC
NMC

LOTION; TOPICAL

BETA—-VAL
TEVA

BETAMETHASONE VALERATE

ALPHARMA

COPLEY PHARM

+ FOUGERA

EQ

EQ

EQ
EQ

EQ

EQ

EQ

EQ

EQ
EQ
EQ

o (o
.
[
o

(=]

. )
[ =
dp o°

o
.

[y
o®

BASE

BASE

BASE

BASE

BASE

BASE

BASE

% BASE

BASE

BASE

BASE

N18642 001
MAR 24, 1983

N18839 001
JUN 30, 1983

N18861 001
AUG 31, 1983
N70062 001
MAY 14, 1985

N18862 001
AUG 31, 1983

N72041 001
JAN 06, 1988

N70050 001
oCT 10, 1984

N70072 001
JUN 27, 1985

N70052 001
JUL 31, 1985
N71883 001
APR 22, 1988
N18866 001
AUG 31, 1983

PRESCRIPTION DRUG PRODUCT LIST

BETAMETHASONE VALERATE

LOTION; TOPICAL
BETATREX
AB SAVAGE LABS

OINTMENT; TOPICAL
BETA-VAL
TEVA

[

BETAMETHASONE VALERATE

+ FOUGERA

& &

NMC

BETATREX
SAVAGE LABS

&

BETAXOLOL HYDROCHLORIDE

3-44

EQ 0.1% BASE

EQ 0.1% BASE

EQ 0.1% BASE

EQ 0.1% BASE

EQ 0.1% BASE

SOLUTION/DROPS; OPHTHALMIC

BETOPTIC
+ ALCON

EQ 0.5% BASE

SUSPENSION/DROPS; OPHTHALMIC

BETOPTIC S
+ ALCON

TABLET; ORAL
KERLONE
LOREX

EQ 0.25% BASE

10MG

20MG

BETAXOLOL HYDROCHLORIDE; CHLORTHALIDONE

TABLET; ORAL
KERLEDEX
LOREX

5MG;12.5MG

10MG;12.5MG

N18867 001
AUG 31, 1983

N70069 001
DEC 19, 1985

N18865 001
AUG 31, 1983
N70051 001
OCT 10, 1984

N18863 001
AUG 31, 1983

N19270 001
AUG 30, 1985

N19845 001
DEC 29, 1989

N19507 001
OCT 27, 1989
N19507 002
OCT 27, 1989

N19807 001
OCT 30, 1992
N19807 002
OCT 30, 1992




PRESCRIPTION DRUG PRODUCT LIST

BETAXOLQOL HYDROCHLORIDE; PILOCARPINE HYDROCHLORIDE

SUSPENSION/DROPS; OPHTHALMIC
BETOPTIC PILO
+ ALCON N20619 001

APR 17, 1997

EQ 0.25% BASE;1.75%

BETHANECHOL CHLORIDE

INJECTABLE; INJECTION

URECHOLINE
+ MERCK 5MG/ML N06536 001
TABLET; ORAL
BETHANECHOL CHLORIDE
AR DANBURY PHARMA 10MG N84408 001
AR 25MG N84441 001
AR 50MG N87444 001
AR SIDMAK LABS NJ 5MG N89095 001
DEC 19, 1985
AA 10MG N88440 001
MAY 29, 1984
AA 25MG N88441 001
MAY 29, 1984
AA 50MG N89096 001
DEC 19, 1985
DUVOID
AA ROBERTS LABS 10MG N86262 001
AA 25MG N86263 001
AR 50MG N85882 003
MYOTONACHOL
AA GLENWGOOD 5MG N84188 001
AR 10MG N84188 003
AA 25MG N84188 004
URECHOLINE
AA + MERCK 5MG N06536 003
AR + 10MG N06536 002
AA + 25MG N06536 004
BA + 50MG N06536 005
BICALUTAMIDE
TABLET; ORAL
CASODEX
+ ZENECA 50MG N20498 001

OCT 04, 1995

3-45

BIOTIN; *MULTIPLE*

SEE ASCORBIC ACID; BIOT