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FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
APPROVED DRUG PRODUCTS
with
Therapeutic Equivalence Evaluations

PREFACE TO TWENTY NINTH EDITION

The publication, Approved Drug Products with Therapeutic Equival ence
Eval uations (the List, commonly known as the Orange Book), identifies drug
products approved on the basis of safety and effectiveness by the Food and
Drug Admi nistration (FDA) under the Federal Food, Drug, and Cosnetic Act (the
Act). Drugs on the market approved only on the basis of safety (covered by
t he ongoing Drug Efficacy Study Inplenentation [DESI] review [e.g., Donnatal ®
Tabl ets and Li brax® Capsul es] or pre-1938 drugs [e.g., Phenobarbita
Tabl ets]) are not included in this publication. The main criterion for the
i ncl usi on 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with an effective approval that has not been withdrawn for safety or efficacy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
regul atory action through adm nistrative or judicial nmeans against a drug
product. In addition, the List contains therapeutic equival ence eval uations

for approved multisource prescription drug products. These eval uati ons have
been prepared to serve as public information and advice to state health

agenci es, prescribers, and pharmacists to pronote public education in the area
of drug product selection and to foster contai nment of health care costs.

Ther apeuti ¢ equi val ence evaluations in this publication are not official FDA
actions affecting the |l egal status of products under the Act.

Background of the Publication. To contain drug costs, virtually every
state has adopted | aws and/or regul ations that encourage the substitution of
drug products. These state |aws generally require either that substitution be
limted to drugs on a specific list (the positive formulary approach) or that
it be permitted for all drugs except those prohibited by a particular |ist
(the negative formul ary approach). Because of the nunber of requests in the
|ate 1970s for FDA assistance in preparing both positive and negative
formul aries, it becane apparent that FDA could not serve the needs of each
state on an individual basis. The Agency al so recognized that providing a
single list based on common criteria would be preferable to eval uating drug
products on the basis of differing definitions and criteria in various state
laws. As a result, on May 31, 1978, the Comm ssioner of the Food and Drug
Admi ni stration 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 equival ence
determ nations 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 abbrevi ated new drug applications (ANDAs) under the
provi sions of Section 505 of the Act.

The therapeutic equival ence evaluations in the List reflect FDA s
application of specific criteria to the nultisource prescription drug products
on the List approved under Section 505 of the Act. These evaluations are
presented in the formof code letters that indicate the basis for the
eval uati on nmade. An explanation of the code appears in the Introduction

A conpl ete di scussion of the background and basis of FDA's therapeutic
equi val ence eval uation 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 coments on the proposal, was published in the Federal Register
on Cctober 31, 1980 (45 FR 72582). The first publication, Cctober 1980, of
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the final version of the List incorporated appropriate corrections and
additions. Each subsequent edition has included the new approval s and nade
appropriate changes in data.

On Septenber 24, 1984, the President signed into |aw the Drug Price
Conpetition and Patent Term Restoration Act (1984 Anendnents). The 1984
Amendnents require that FDA, anong other things, make publicly available a
list of approved drug products with nonthly suppl enents. The Approved Drug
Products with Therapeutic Equival ence Eval uati ons publication and its nonthly
Cunul ative Suppl enents satisfy this requirement. The Addendumto this
publication identifies drugs that qualify under the 1984 Amendnents for
peri ods of exclusivity (during which ANDAs or applications described in
Section 505(b)(2) of the Act for those drugs may not be subnitted for a
specified period of tine and, if allowed to be submitted, would be tentatively
approved) and provides patent information concerning the |isted drugs which
al so may del ay the approval of ANDAs or Section 505(b)(2) applications. The
Addendum al so provides additional information that may be hel pful to those
submitting a new drug application to the Agency.

The Agency intends to use this publication to further its objective of
obtai ning input and comrent on the publication itself and rel ated Agency
procedures. Therefore, if you have coments on how the publication can be
i mproved, please send themto the Director, Division of Labeling and Program
Support, HFD-610, Ofice of Generic Drugs, Center for Drug and Eval uation and
Research, 7500 Standi sh Place, Rockville, NMD 20855. Comments received are
publicly available to the extent allowabl e under the Freedom of |nformation
regul ati ons.



1. INTRODUCTION

1.1 Content and Exclusion

The List is conposed of four parts: (1) approved prescription drug
products with therapeutic equival ence eval uations; (2) approved
over-the-counter (OTC) drug products for those drugs that may not be marketed
wi t hout NDAs or ANDAs because they are not covered under existing OIC
nmonogr aphs; (3) drug products with approval under Section 505 of the Act
adnmi ni stered by the Center for Biologics Evaluation and Research; and (4) a
cunmul ative list of approved products that have never been marketed, are for
exportation, are for mlitary use, have been discontinued from nmarketing, or
have had their approvals withdrawn for other than safety or efficacy reasons
subsequent to being discontinued frommrketing.' This publication also
i ncl udes indices of prescription and OIC drug products by trade or established
nane (if no trade nane exists) and by applicant nanme (hol der of the approved
application). Al established names for active ingredients generally conform
to official conpendial names or United States Adopted Nanes (USAN) as
prescribed in (21 CFR 299.4(e)). The latter list includes applicants’ nanes
as abbreviated in this publication; in addition, a list of uniformterns is
provi ded.

An Addendum contai ns drug patent and exclusivity information for the
Prescription, OIC, Discontinued Drug Product Lists, and for the Drug Products
wi th Approval under Section 505 of the Act Adm nistered by the Center for
Bi ol ogi cs Eval uation and Research. The publication may include additiona
i nformati on that the Agency deens appropriate to di ssem nate.

Prior to the 6th Edition, the publication had excluded OIC drug products
and drug products with approval under Section 505 of the Act adninistered by
the Center for Biologics Evaluation and Research because the main purpose of
the publication was to provide information to states regarding FDA s
recomendati on as to which generic prescription drug products were acceptable
candi dates for drug product selection. The 1984 Anendnents 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.

Under the 1984 Amendnents, 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 avail abl e at
http: //wwv. f da. gov/ cder/ ogd/ approval s/default.htm Wen the tentative
approval becones a full approval through a subsequent action letter to the
application holder, the Agency will list the drug product and the final
ef fective approval date in the appropriate approved drug product |ist.

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 fromone approved nmanufacturer to another, it is
not possible to nmaintain conplete information |inking product approval with
the distributor or repackager handling the products.

1.2 Therapeutic Equivalence-Related Terms

Pharmaceuti cal Equivalents. Drug products are consi dered pharmaceutica
equivalents if they contain the same active ingredient(s), are of the sane
dosage form route of administration and are identical in strength or
concentration (e.g., chlordi azepoxi de hydrochl ori de, 5ng capsul es).

! Newly approved products are added to parts 1, 2, or 3, of the List, depending on the dispensing
requirements (prescription or OTC) or approval authority, unless the Orange Book staff is
otherwi se notified before publication.
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Pharmaceutical |y equi val ent drug products are fornulated to contain the same
amount of active ingredient in the same dosage formand to neet the same or
conpendi al or other applicable standards (i.e., strength, quality, purity, and
identity), but they may differ in characteristics such as shape, scoring
configuration, rel ease nechani snms, packagi ng, excipients (including colors,
flavors, preservatives), expiration tine, and, within certain linmts,

| abel i ng.

Pharmaceutical Alternatives. Drug products are considered pharmaceutica
alternatives if they contain the same therapeutic noiety, but are different
salts, esters, or conplexes of that moiety, or are different dosage fornms or
strengths (e.g., tetracycline hydrochl oride, 250ng capsul es vs. tetracycline
phosphat e conpl ex, 250ng capsul es; quinidine sulfate, 200ngy tabl ets vs.
qui ni di ne sul fate, 200ng capsules). Data are generally not available for FDA
to make the determination of tablet to capsul e bioequival ence. Different
dosage fornms and strengths within a product Iine by a single manufacturer are
t hus pharnmaceutical alternatives, as are extended-rel ease products when
conpared with i nmedi ate-rel ease or standard-rel ease fornul ati ons of the sane
active ingredient.

Therapeutic Equivalents. Drug products are considered to be therapeutic
equivalents only if they are pharnmaceutical equivalents and if they can be
expected to have the sane clinical effect and safety profile when adninistered
to patients under the conditions specified in the |abeling.

FDA cl assifies as therapeutically equival ent those products that neet the
followi ng general criteria: (1) they are approved as safe and effective; (2)
t hey are pharmaceutical equivalents in that they (a) contain identical anmounts
of the sanme active drug ingredient in the same dosage form and route of
admi ni stration, and (b) nmeet 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 bioequivalence problem and they
neet an acceptable in vitro standard, or (b) if they do present such a known
or potential problem they are shown to neet an appropriate bioequival ence
standard; (4) they are adequately |abeled; (5) they are manufactured in
conpliance with Current Good Manufacturing Practice regulations. The concept
of therapeutic equival ence, as used to develop the List, applies only to drug
products contai ning the sane active ingredient(s) and does not enconpass a
conpari son of different therapeutic agents used for the sane condition (e.qg.
pr opoxyphene hydrochl oride vs. pentazoci ne hydrochl oride for the treatnent of
pain). Any drug product in the List repackaged and/or distributed by other
than the application holder is considered to be therapeutically equivalent to
t he 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,

di stributors or repackagers of an application holder's drug product are
consi dered to have the sane code as the application holder. Therapeutic
equi val ence determ nations are not made for unapproved, off-Ilabel indications.

FDA consi ders drug products to be therapeutically equivalent if they neet
the criteria outlined above, even though they may differ in certain other
characteristics such as shape, scoring configuration, release nechanisns,
packagi ng, excipients (including colors, flavors, preservatives), expiration
date/tinme and m nor aspects of |labeling (e.g., the presence of specific
phar macoki netic information) and storage conditions. Wen such differences
are inmportant in the care of a particular patient, it nay be appropriate for
the prescribing physician to require that a particular brand be di spensed as a
nmedi cal necessity. Wth this limtation, however, FDA believes that products
classified as therapeutically equival ent can be substituted with the ful
expectation that the substituted product will produce the same clinical effect
and safety profile as the prescribed product.

Bi oavailability. This termneans the rate and extent to which the active
i ngredient or active noiety is absorbed froma drug product and becones
avail able at the site of action. For drug products that are not intended to
be absorbed into the bl oodstream bioavailability may be assessed by
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nmeasurenents intended to reflect the rate and extent to which the active
i ngredi ent or active noiety becones available at the site of action

Bi oequi val ent Drug Products. This term describes pharmaceutical equival ent
or pharnaceutical alternative products that display conparable bioavailability
when studi ed under similar experinmental 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 bioequival ent:

the rate and extent of absorption of the test drug do not show a
significant difference fromthe rate and extent of absorption of the
reference drug when adnini stered at the same nol ar dose of the

t herapeutic ingredient under simlar experinental conditions in either
a single dose or nultiple doses; or

the extent of absorption of the test drug does not show a significant
di fference fromthe extent of absorption of the reference drug when
adm ni stered at the sane nol ar dose of the therapeutic ingredi ent under
simlar experinental conditions in either a single dose or multiple
doses and the difference fromthe reference drug in the rate of
absorption of the drug is intentional, is reflected in its proposed

| abeling, is not essential to the attainment of effective body drug
concentrations on chronic use, and is considered nedically

i nsignificant for the drug.

Were these above nethods are not applicable (e.g., for drug products that
are not intended to be absorbed into the bl oodstrean), other in vivo or in
vitro test nethods to denonstrate bioequival ence may be appropriate.

Bi oequi val ence nmay sonetinmes be denonstrated using an in vitro
bi oequi val ence standard, especially when such an in vitro test has been
correlated with human in vivo bioavailability data. |n other situations,
bi oequi val ence may sonetimes be denonstrated through conparative clinica
trials or pharnmacodynam c studies.

1.3 Statistical Criteria for Bioequivalence

Under the Drug Price Conpetition and Patent Term Restoration Act of 1984,
manuf act urers seeki ng approval to market a generic drug product rmust submt
data denonstrating that the drug product is bioequivalent to the pioneer
(i nnovator) drug product. A major prenise underlying the 1984 |aw is that
bi oequi val ent drug products are therapeutically equivalent, and therefore,

i nt er changeabl e.

Bi oavail ability refers to the rate and extent to which the active
i ngredi ent or therapeutic ingredient is absorbed froma drug product and
beconmes available at the site of drug action (Federal Food, Drug and Cosnetic
Act, section 505(j)(8)). Bioequivalence refers to equivalent release of the
same drug substance fromtwo or nore drug products or formulations. This
| eads to an equival ent rate and extent of absorption fromthese fornul ations.
Under |l yi ng the concept of bioequivalence is the thesis that, if a drug product
contains a drug substance that is chemically identical and is delivered to the
site of action at the sane rate and extent as another drug product, then it is
equi val ent and can be substituted for that drug product. Methods used to
defi ne bi oequi val ence can be found in 21 CFR 320.24, and include (1)
phar macoki netic (PK) studies, (2) pharmacodynamc (PD) studies, (3)
conparative clinical trials, and (4) in-vitro studies. The choice of study
used is based on the site of action of the drug and the ability of the study
design to conpare drug delivered to that site by the two products.

The standard bi oequi val ence (PK) study is conducted using a two-treatnent
crossover study design in a limted nunber of volunteers, usually 24 to 36
adults. Alternately, a four-period, replicate design crossover study nay al so
be used. Singl e doses of the test and reference drug products are
admi ni stered and bl ood or plasma | evels of the drug are neasured over tine.
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Phar macoki netic paranmeters characterizing rate and extent of drug absorption
are evaluated statistically. The PK paraneters of interest are the resulting
area under the plasma concentration-tine curve (AUC), calculated to the |ast
measured concentration (AUCo.t)) and extrapolated to infinity (AUCuo.in)), for
extent of absorption; and the nmaxi mum or peak drug concentrations (Cmax), for
rate of absorption. Crossover studies may not be practical in drugs with a
long half-life in the body, and a parallel study design nmay be used instead.
Al ternate study methods, such as in-vitro studies or equival ence studies with
clinical or pharmacodynam c endpoints, are used for drug products where plasma
concentrations are not useful to determ ne delivery of the drug substance to
the site of activity (such as inhalers, nasal sprays and topical products
applied to the skin).

The statistical methodol ogy for anal yzi ng these bi oequival ence studies is
called the two one-sided test procedure. Two situations are tested with this
statistical methodology. The first of the two one-sided tests determ nes
whet her a generic product (test), when substituted for a brand-nane product
(reference) is significantly | ess bioavailable. The second of the two one-
sided tests deterni nes whether a brand-name product when substituted for a
generic product is significantly |ess bioavailable. Based on the opinions of
FDA nedi cal experts, a difference of greater than 20% for each of the above
tests was deternmined to be significant, and therefore, undesirable for al
drug products. Numerically, this is expressed as a linit of test-product
aver age/ ref erence-product average of 80% for the first statistical test and a
limt of reference-product average/test-product average of 80% for the second
statistical test. By convention, all data is expressed as a ratio of the
average response (AUC and Cmax) for test/reference, so the linmt expressed in
the second statistical test is 125% (reci procal of 80%.

For statistical reasons, all data is |log-transforned prior to conducting
statistical testing. 1In practice, these statistical tests are carried out
usi ng an anal ysis of variance procedure (ANOVA) and cal cul ating a 90%
confidence interval for each pharmacoki netic paraneter (Crax and AUC). The
confidence interval for both pharnmacokinetic paraneters, AUC and Cmax, mnust be
entirely within the 80%to 125% boundaries cited above. Because the nean of
the study data lies in the center of the 90% confi dence interval, the nean of
the data is usually close to 100% (a test/reference ratio of 1). Different
statistical criteria are sonetinmes used when bi oequi val ence is denonstrated
t hrough conparative clinical trials pharmacodynam ¢ studies, or conparative
in-vitro methodol ogy.

The bi oequi val ence net hodol ogy and criteria described above sinultaneously
control for both, differences in the average response between test and
reference, as well as the precision with which the average response in the
popul ation is estinated. This precision depends on the wthin-subject (nornal
vol unteer or patient) variability in the pharmacokinetic paranmeters (AUC and
Cmax) of the two products and on the number of subjects in the study. The
wi dth of the 90% confidence interval is a reflection in part of the within-
subj ect variability of the test and reference products in the bioequival ence
study. A test product with no differences in the average response when

conpared to the reference might still fail to pass the bioequival ence criteria
if the variability of one or both products is high and the bioequival ence
study has insufficient statistical power (i.e., insufficient nunmber of

subjects). Likewise, a test product with low variability nay pass the
bi oequi val ence criteria, when there are somewhat |arger differences in the
aver age response.

Thi s system of assessing bi oequi val ence of generic products assures that
these substitutable products do not deviate substantially in in-vivo
performance fromthe reference product. The Ofice of CGeneric Drugs has
conducted two surveys to quantify the differences between generic and brand
nanme products. The first survey included 224 bi oequival ence studies submtted
i n approved applications during 1985 and 1986. The observed average
di fferences between reference and generic products for AUC was 3.5% (JAMA,
Sept. 4, 1987, Vol. 258, No. 9). The second survey included 127
bi oequi val ence studies subnitted to the agency in 273 ANDAs approved in 1997
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The three measures reviewed include AUCq.;y, AUCo.inry, and Cmax. The observed
average differences between the reference and generic products were + 3.47%
(SD 2.84) for AUCo.ty, + 3.25% (SD 2.97) for Auqo.n”, and + 4.29% (SD 3.72)
for Cmax (JAMA, Dec. 1, 1999, Vol. 282, No. 21

The primary concern fromthe regulatory point of viewis the protection of
t he patient agai nst approval of products that are not bioequivalent. The
current practice of carrying out two one-sided tests at the 0.05 | evel of
significance ensures that there is no nore than a 5% chance that a generic
product that is not truly equivalent to the reference will be approved.

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
seeki ng 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 bioequival ence
(reference standard) and, in sone instances, the in vitro bi oequival ence of
the applicant's product is conpared. By designating a single reference |isted
drug as the standard to which all generic versions nust be shown to be
bi oequi val ent, FDA hopes to avoid possible significant variations anong
generic drugs and their brand nane counterpart. Such variations could result
if generic drugs were conmpared to different reference listed drugs. However,
in sone instances when |isted drugs are approved for a single drug product, a
product not designated as the reference |listed drug and not shown to be
bi oequi val ent to the reference listed drug may be shiel ded from generic
conpetition. A firmw shing to market a generic version of a |isted drug that
is not designated as the reference listed drug may petition the Agency through
the Citizen Petition procedure (see 21 CFR 10.25(a) and CFR 10.30). Wen the
Citizen Petition is approved, the second listed drug will be designated as an
additional reference listed drug and the petitioner may subnmt an Abbreviated
New Drug Application citing the designated reference listed drug. Section
1.7, Therapeutic Equival ence Eval uati ons Codes products meeting necessary
bi oequi val ence requirenments explains the (AB, ABl, AB2, AB3... coding system
for multisource drug products listed under the same heading with two reference
listed drugs.

In addition, there are two situations in which two |isted drugs that have
been shown to be bioequivalent to each other may both be designhated as
reference |isted drugs. The first situation occurs when the in vivo
det ermi nati on of bioequival ence is self-evident and a waiver of the in vivo
bi oequi val ence may be granted. The second situation occurs when the
bi oequi val ence of two listed products may be deternined through in vitro
nmet hodol ogy. The reference listed drug is identified by the synbol "+" in the
Prescription and Over-the-Counter (OTC) Drug Product Lists. These identified
reference |isted drugs represent the best judgrment of the Division of
Bi oequi val ence at this time. The Prescription and OTC Drug Product Lists
identify reference drugs for oral dosage forns, |njectables, ophthal mcs,

otics, and topical products. It is recomended that a firmplanning to
conduct an in vivo bioequival ence study, or planning to manufacture a batch of
a drug product for which an in vivo waiver of bioequivalence will be

requested, contact the Division of Bioequival ence, Ofice of Generic Drugs, to
confirmthe appropriate reference |listed drug.

1.5 General Policies and Legal Status

The List contains public information and advice. It does not mandate the
drug products which nmay 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 eval uations of the
t herapeutic equi val ence of drug products that have been approved, it contains
FDA's advice to the public, to practitioners and to the states regardi ng drug
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product selection. These evaluations do not constitute determ nations that
any product is in violation of the Act or that any product is preferable to
any other. Therapeutic equival ence evaluations are a scientific judgnent
based upon evi dence, while generic substitution may involve social and
econom ¢ policy administered by the states, intended to reduce the cost of
drugs to consuners. To the extent that the List identifies drug products
approved under Section 505 of the Act, it sets forth infornmation 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 fromthe List does
not necessarily nmean 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 is not therapeutically equivalent to other drug products. Rather
the exclusion is based on the fact that FDA has not eval uated the safety,
effecti veness, and quality of the drug product.

1.6 Practitioner/User Responsibilities

Pr of essi onal care and judgnent shoul d be exercised in using the List.
Eval uati ons of therapeutic equival ence for prescription drugs are based on
scientific and nmedi cal evaluations by FDA. Products eval uated as
t herapeutically equival ent can be expected, in the judgnment of FDA, to have
equi valent clinical effect and no difference in their potential for adverse
ef fects when used under the conditions of their |abeling. However, these
products may differ in other characteristics such as shape, scoring
configuration, rel ease mechani snms, packagi ng, excipients (including colors,
flavors, preservatives), expiration date/tine, and, in some instances,

[ abeling. 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
t he proper scoring configuration is not avail able, or decreased patient
acceptance of certain products because of flavor. There may al so be better
stability of one product 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 eval uati on of therapeutic equivalence in no way relieves practitioners
of their professional responsibilities in prescribing and dispensing such
products with due care and with appropriate information to individua
patients. |In those circumstances where the characteristics of a specific
product, other than its active ingredient, are inportant in the therapy of a
particul ar patient, the physician's specification of that product is
appropriate. Pharnmacists nust also be famliar with the expiration
dates/times and |labeling directions for storage of the different products,
particularly for reconstituted products, to assure that patients are properly
advi sed when one product is substituted for another

Mul tisource and singl e-source drug products. FDA has eval uated for
t herapeuti c equi val ence only nultisource prescription drug products approved
under Section 505 of the Act, which in nost instances nmeans those
phar maceuti cal equival ents avail able fromnore than one nmanufacturer. For
such products, a therapeutic equival ence 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., there is
only one approved product available for that active ingredient, dosage form
route of administration, and strength) are also included on the List, but no
t herapeutic equi val ence code is included with such products. Any drug product
in the List repackaged and/or distributed by other than the application hol der
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 sane code as the application holder. The details of
t hese codes and the policies underlying themare discussed in Section 1.7,
Ther apeuti c Equi val ence Eval uati ons Codes.
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Products on the List are identified by the names of the hol ders 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 sinply be distributing the product for which it
has obtai ned approval. |In nost instances, however, the manufacturer of the
product is also the applicant. The nane of the manufacturer is pernmtted by
regul ation to appear on the |abel, even when the manufacturer is not the
mar ket er .

Al t hough the products on the List are identified by the names of the
applicants, circunstances, such as changi ng corporate ownership, have
sonetines nade identification of the applicant difficult. The Agency
bel i eves, based on continui ng docunent review and comruni cation with firns,
that the applicant designations on the List are, in nbst cases, correct.

To relate firmnane informati on on a product |abel to that on the List,
the foll owing should be noted: the applicant's name al ways appears on the
List. This applies whether the applicant (firmname on the Form FDA 356h in
the application) is the marketer (firmname in largest letters on the |abel)
or not. However, the applicant's nane may not always appear on the | abel of
t he product.

If the applicant is the marketer, its nanme 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
nanes nmay appear on the label. Firms with known corporate rel ationships are
di spl ayed in Appendix B. If there is no known corporate relationship between
t he applicant and the narketer, the applicant's name appears on the List;
however, unless the applicant is the manufacturer, packager, or distributor
the applicant's nane may not appear on the label. In this case, the
practitioner, fromlabeling alone, will not be able 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 question is the
subj ect of an approved application, the firmnamed on the | abel should be
cont act ed.

To relate trade nane (proprietary nanme) information on a product |abel to
that on the List, the followi ng 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 nanme) of the drug product (established drug name if no
trade name exists) appears on the List. |If a corporate relationship exists
bet ween an application holder and a narketer and both firns are distributing
the drug product, the FDA reserves the right to select the trade nane of
either the nmarketer or the application holder to appear on the List. |If there
is no known corporate relationship between the applicant and the nmarketer, the
establ i shed drug name appears on the List.

Every product on the List is subject at all times to regulatory action.
Fromtinme to tine, approved products may be found in violation of one or nore
provisions of the Act. |In such circunstances, the Agency will comrence
appropriate enforcement action to correct the violation, if necessary, by
securing renmoval of the product fromthe nmarket by voluntary recall, seizure,
or other enforcement actions. Such regulatory actions are, however,

i ndependent 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
bel i eves that retention of a violative product on the List will not have any
significant adverse health consequences, because other |egal nechanisns are
avail able to the Agency to prevent the product's actual marketing. FDA nmay
however, change a product's therapeutic equivalence rating if the
circunstances giving rise to the violation change or otherwise call into
guestion the data upon which the Agency's assessment of whether a product
neets the criteria for therapeutic equival ence was nade.
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1.7 Therapeutic Equivalence Evaluations Codes

The codi ng system for therapeutic equival ence eval uations is constructed
to allow users to determ ne quickly whether the Agency has evaluated a
particul ar approved product as therapeutically equival ent to other
pharmaceuti cal ly equival ent products (first letter) and to provide additiona
i nformati on on the basis of FDA' s evaluations (second letter). Wth few
exceptions, the therapeutic equival ence 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 foll ows:

A Drug products that FDA considers to be therapeutically equivalent to
ot her pharmaceutical ly equival ent products, i.e., drug products for which:

(1) there are no known or suspected bioequival ence problens. These are
desi gnated AA, AN, AO, AP, or AT, depending on the dosage form or

(2) actual or potential bioequival ence problenms have been resolved with
adequate in vivo and/or in vitro evidence supporting
bi oequi val ence. These are designated AB.

B Drug products that FDA at this tine, considers not to be

t herapeutically equival ent to other pharmaceutically equival ent products,
i.e.,

drug products for which actual or potential bioequival ence problens
have not been resol ved by adequate evidence of bioequival ence. Oten
the problemis with specific dosage forms rather than with the active
ingredients. These are designated BC, BD, BE, BN, BP, BR, BS, BT, BX
or B*.

I ndi vi dual drug products have been eval uated as therapeutically equival ent
to the reference product in accordance with the definitions and policies
outlined bel ow

"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 bioequival ence
probl ens have been resolved with adequate in vivo and/or in vitro evidence
supporting bio-equival ence. Drug products designated with an "A" code fal
under one of two nmin policies:

(1) for those active ingredients or dosage forms for which no in vivo
bi oequi val ence issue is known or suspected, the information necessary to
show bi oequi val ence bet ween pharnmaceutically equival ent products is
presuned and consi dered sel f-evident based on other data in the
application for some dosage forns (e.g., solutions) or satisfied for
solid oral dosage forms by a showing that an acceptable in vitro
dissolution standard is net. A therapeutically equivalent rating is
assi gned such products so long as they are manufactured in accordance
with Current Good Manufacturing Practice regulations and neet the other
requi renents of their approved applications (these are designated AA, AN,
AO, AP, or AT, depending on the dosage form as described bel ow); or
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(2) for those DESI drug products containing active ingredients or dosage
forns that have been identified by FDA as having actual or potentia
bi oequi val ence probl ens, and for post-1962 drug products in a dosage
form presenting a potential bioequival ence problem an eval uation of
t herapeuti c equival ence is assigned to pharnmaceutical equivalents only
if the approved application contains adequate scientific evidence
establishing through in vivo and/or in vitro studies the bioequival ence
of the product to a selected reference product (these products are
desi gnat ed as AB)

There are some general principles that may affect the substitution of
pharmaceutical |y equi val ent products in specific cases. Prescribers and
di spensers of drugs should be alert to these principles so as to dea
appropriately with situations that require professional judgment and
di scretion.

There may be | abeling differences anong pharmaceutically equival ent
products that require attention on the part of the health professional. For
exanpl e, pharnmaceutically equival ent powders to be reconstituted for
adm nistration as oral or injectable liquids may vary with respect to their
expiration tinme or storage conditions after reconstitution. An FDA evaluation
t hat such products are therapeutically equivalent is applicable only when each
product is reconstituted, stored, and used under the conditions specified in
the | abeling of that product.

The Agency will use notes in this publication to point out specia
situations such as potential differences between two drug products that have
been eval uated as bi oequi val ent and otherw se therapeutically equival ent, when
they shoul d be brought to the attention of health professionals. These notes
are contained in Section 1.8, Description of Special Situations.

For exanple, in rare instances, there may be variati ons anong
t herapeutical ly equival ent products in their use or in conditions of
adm nistration. Such differences may be due to patent or exclusivity rights
associ ated with such use. \When such variations may, in the Agency's opinion
affect prescribing or substitution decisions by health professionals, a note
will be added to Section 1.8.

Al so, occasionally a situation nay arise in which changes in a listed drug
product after its approval (for exanple, a change in dosing interval) may have
an inpact 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 |isted drug product are considered
by the Agency to have a significant inpact on therapeutic equival ence, the
Agency wi Il change the therapeutic equival ence ratings for other versions of
t he drug product unless the manufacturers of those other versions of the
product provide additional information to assure equival ence under the changed
conditions. Pending receipt of the additional data, the Agency may add a note
to Section 1.8, or, in rare cases, nay even change the therapeutic equival ence
rating.

In sone cases (e.g., Isolyte® S w Dextrose 5%in Plastic Container and
Pl asma- Lyt e® 148 and Dextrose 5% in Plastic Container), closely related
products are listed as containing the sane active ingredients, but in sonmewhat
different amounts. In determ ning which of these products are
pharmaceutical ly equi val ent, the Agency has considered products to be
pharmaceutically equivalent with | abel ed strengths of an ingredient that do
not vary by nore than 1%

Different salts and esters of the sane therapeutic noiety 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 eval uated or
coded with regard to therapeutic equival ence. Anhydrous and hydrated entities,
as well as different pol ynorphs, are considered pharnmaceutical equival ents and
nmust neet the same standards and, where necessary, as in the case of
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anpicillin/anpicillin trihydrate, their equival ence is supported by
appropriate bioavail ability/bioequival ence studies.

The codes in this book are not intended to preclude health care
prof essional s from converting pharmaceutically different concentrations into
pharmaceuti cal equival ents using accepted professional practice.

Wher e package size variations have therapeutic inplications, products so
packaged have not been consi dered pharmaceutically equivalent. For exanple,
some oral contraceptives are supplied in 21-tablet and 28-tabl et packets; the
28-tabl et packets contain 7 placebo or iron tablets. These two packagi ng
configurations are not regarded as pharmaceutically equivalent; thus, they are
not designated as therapeutically equival ent.

Preservatives may differ anbng sone therapeutically equival ent drug
products. Differences in preservatives and other inactive ingredients do not
af fect FDA s eval uation of therapeutic equival ence except in cases where these
conponents may i nfl uence bi oequival ence or routes of administration

The specific sub-codes for those drugs eval uated as therapeutically
equi val ent 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 forns that are
not regarded as presenting either actual or potential bioequival ence
probl ems or drug quality or standards issues. However, all oral dosage
forms nust, nonethel ess, neet an appropriate in vitro bioequival ence
standard that is acceptable to the Agency in order to be approved.

AB, AB1, AB2, AB3... Products meeting necessary bioequivalence requirements

Mul tisource drug products listed under the same heading (i.e., identica
active ingredients(s), dosage form and route(s) of adm nistration) and
havi ng the sane strength (see Section 1.2, Therapeutic Equival ence-Rel at ed
Terms, Pharmaceutical Equival ents) generally will be coded AB if a study
is subnmitted denonstrating bi oequival ence.

In certain instances, a nunber is added to the end of the AB code to nake
a three character code (i.e., ABl, AB2, AB3, etc.). Three-character codes
are assigned only in situations when nore than one reference |listed drug
of the sane strength has been designated under the sane heading. Two or
nore reference listed drugs are generally selected only when there are at
| east two potential reference drug products which are not bioequivalent to
each other. |If a study is submtted that denonstrates bi oequivalence to a
specific listed drug product, the generic product will be given the sane
t hree-character code as the reference listed drug it was comnpared agai nst.
For exanple, Adalat® CC (Mles) and Procardia XL® (Pfizer), extended-
rel ease tablets, are listed under the active ingredi ent nifedipine. These
drug products, listed under the sane headi ng, are not bioequivalent to
each other. Generic drug products deened by FDA to be bioequivalent to
Adal at ® CC and Procardi a XL® have been approved, Adal at® CC and Procardi a
XL® have been assigned ratings of ABl and AB2, respectively. The generic
drug products bioequival ent to Adal at® CC woul d be assigned a rating of
ABl1 and those bioequivalent to Procardia XL® woul d be assigned a rating of
AB2. (The assignnent of an ABl1 or AB2 rating to a specific product does
not inply 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
headi ng are considered therapeutically equivalent only to other drugs
coded as AB under that heading. Drugs coded with a three-character code
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under a headi ng are considered therapeutically equivalent only to other
drugs coded with the sane three-character code under that heading.

AN Solutions and powders for aerosolization

Uncertainty regarding the therapeutic equival ence of aerosolized products
arises primarily because of differences in the drug delivery system

Sol utions and powders intended for aerosolization that are narketed for
use in any of several delivery systens are considered to be
pharmaceutically and therapeutically equivalent and are coded AN. Those
products that are conpatible only with a specific delivery systemor those
products that are packaged in and with a specific delivery systemare
coded BN, unless they have nmet an appropriate bi oequival ence standard.

Sol utions or suspensions in a specific delivery systemw |l be coded AN if
t he bi oequi val ence standard is based upon in vitro methodol ogy, if

bi oequi val ence needs to be denmobnstrated by in vivo nethodol ogy 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 enployed as a vehicle and the
concentration of the active ingredient. Injectable oil solutions are
therefore considered to be pharmaceutically and therapeutically equival ent
only when the active ingredient, its concentration, and the type of oi
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 inportant differences anong the products in the general category,
Injectable; Injection. For exanple, sonme injectable products that are
rated therapeutically equivalent are |abeled for different routes of

adm nistration. In addition, sonme products evaluated as therapeutically
equi val ent may have different preservatives or no preservatives at all

I njectabl e products avail able as dry powders for reconstitution,
concentrated sterile solutions for dilution, or sterile solutions ready
for injection are pharnmaceutical alternative drug products. They are not
rated as therapeutically equivalent (AP) to each other even if these
pharmaceutical alternative drug products are designed to produce the sane
concentration prior to injection and are simlarly |abel ed. Consi st ent
wi th accepted professional practice, it is the responsibility of the
prescriber, dispenser, or individual administering the product to be
famliar with a product's labeling to assure that it is given only by the
route(s) of administration stated in the |abeling.

Certain commonly used | arge volume intravenous products in glass
containers are not included on the List (e.g., dextrose injection 5%
dextrose injection 10% sodiumchloride injection 0.9% since these
products are on the market w thout FDA approval and the FDA has not
publ i shed conditions for marketing such parenteral products under approved
NDAs. \When packaged in plastic containers, however, FDA regul ations
requi re approved applications prior to narketing. Approval then depends
on, anong other things, the extent of the avail able safety data invol ving
the specific plastic conmponent of the product. All |arge vol ume
parenteral products are nmanufactured under sinilar standards, regardl ess
of whether they are packaged in glass or plastic. Thus, FDA has no reason
to believe that the packagi ng container of |arge volume parenteral drug
products that are pharmaceutically equival ent woul d have any effect on
their therapeutic equival ence.
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The strength of parenteral drugs products is defined as the total drug
content of the container. Until recently the strength of liquid
parenteral drug products in the Orange Book have not been di splayed. The
concentration of the liquid parenteral drug product in the Orange Book has
been shown as xng/m . The anount of dry powder or freeze dried powder in
a container has always been identified as the strength.

Wth the finalization of the Waxnman-Hatch anmendnents that characterized
each strength of a drug product as a listed drug, it became evident that
the format of the Orange Book should be changed to reflect each strength
of a parenteral solution. To this end the OG has started to display the
strength of all new approvals of parenteral solutions. Previously we
woul d have di splayed only the concentration of an approved parentera
solution, e.g. 50ng/m. |If this drug product had a 20 M and 60 m
cont ai ner approved the two products would be shown as 1Gn/ 20m (50ng/ m)
and 3Gm/ 60m (50ng/m).

AT Topical products

There are a variety of topical dosage forns avail abl e for dernmatol ogic,
ophthalmic, otic, rectal, and vaginal adm nistration, including creans,
gels, lotions, oils, ointnents, pastes, solutions, sprays and
suppositories. Even though different topical dosage forns nay contain the
sanme active ingredient and potency, these dosage forns are not considered
pharmaceutical ly equivalent. Therefore, they are not considered

t herapeutically equivalent. Al solutions and DESI drug products

contai ning the sane active ingredient in the same topical dosage form for
whi ch a wai ver of in vivo bioequival ence has been granted and for which
chem stry and manufacturing processes are adequate to denonstrate

bi oequi val ence, are considered therapeutically equival ent and coded AT.
Phar maceutical |y equi val ent topical products that raise questions of

bi oequi val ence, including all post-1962 non-sol ution topical drug
products, are coded AB when supported by adequate bi oequival ence data, and
BT in the absence of such data.

"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 bioequival ence problens have
not been resol ved by adequate evi dence of bioequival ence, often have a problem
with specific dosage fornms rather than with the active ingredients. Drug
products designated with a "B" code fall under one of three nmain policies:

(1) the drug products contain active ingredients or are nanufactured in
dosage forns that have been identified by the Agency as having
document ed bi o- equi val ence problens or a significant potential for
such problens and for which no adequate studi es denonstrating
bi oequi val ence have been submtted to FDA;, or

(2) the quality standards are inadequate or FDA has an insufficient basis
to determ ne therapeutic equival ence; or

(3) the drug products are under regul atory review.

The specific coding definitions and policies for the "B" sub-codes are as
fol | ows:
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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 i nformation that rai ses a significant question
regardi ng therapeutic equival ence that can be resolved only through
further Agency investigation and/or review of data and information
subm tted by the applicant. The B* code signifies that the Agency wl |
take no position regarding the therapeutic equival ence of the product
until the Agency conpletes its investigation and review.

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

Ext ended-rel ease tablets are formulated in such a manner as to neke the
cont ai ned nedi cament avail abl e over an extended period of tinme follow ng
i ngesti on.

Al t hough bioavailability studies have been conducted on these dosage
fornms, they nay be subject to bioavailability differences, primarily
because firmnms devel opi ng extended-rel ease products for the same active
ingredient rarely enploy the same formul ati on approach. FDA, therefore,
does not consider different extended-rel ease dosage forns containing the
sanme active ingredient in equal strength to be therapeutically equival ent
unl ess equi val ence between individual products in both rate and extent has
been specifically denonstrated through appropriate bioequival ence studies.
Ext ended-rel ease products for whi ch such bi oequival ence data have not been
submtted are coded BC, while those for which such data are avail abl e have
been coded AB.

BD Active ingredients and dosage forms with documented bioequivalence problems

The BD code denotes products containing active ingredients with known
bi oequi val ence probl ems and for which adequate studi es have not been
submtted to FDA denpnstrating bi oequival ence. Were studies show ng
bi oequi val ence have been submtted, the product has been coded AB.

BE Delayed-release oral dosage forms

Where the drug may be destroyed or inactivated by the gastric juice or
where it may irritate the gastric nucosa, the use of “enteric” coatings is
i ndi cated. Such coatings are intended to delay the release of the

nedi cation until the tabl et has passed through the stomach. Drug products
i n del ayed-rel ease dosage forns containing the sane active ingredients are
subject to significant differences in absorption. Unless otherw se
specifically noted, the Agency considers different del ayed-rel ease
products containing the same active ingredients as presenting a potenti al
bi oequi val ence probl em and codes these products BE in the absence of

in vivo studi es show ng bi oequi val ence. |If adequate in vivo studies have
denonstrated the bi oequival ence of specific del ayed-rel ease products, such
products are coded AB.

BN Products in aerosol-nebulizer drug delivery systems

This code applies to drug solutions or powders that are nmarketed only as a
conponent of, or as conpatible with, a specific drug delivery system
There may, for exanple, be significant differences in the dose of drug and
particle size delivered by different products of this type. Therefore,

t he Agency does not consider different nmetered aerosol dosage forns

contai ning the sane active ingredient(s) in equal strengths to be

t herapeutical |y equival ent unless the drug products neet an appropriate

bi oequi val ence standard, such products are coded AB.
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BP Active ingredients and dosage forms with potential bioequivalence problems

FDA' s bi oequi val ence regul ations (21 CFR 320.33) contain criteria and
procedures for determ ning whether a specific active ingredient in a
speci fic dosage formhas a potential for causing a bioequival ence probl em
It is FDA's policy to consider an ingredient nmeeting these criteria as
havi ng a potential bioequival ence problemeven in the absence of positive
dat a denonstrating inequival ence. Pharmaceutically equival ent products
contai ning these ingredients in oral dosage forns are coded BP unti
adequate in vivo bioequival ence data are submtted, such products are
coded AB. |njectable suspensions containing an active ingredient
suspended i n an aqueous or ol eagi nous vehi cl e have al so been coded BP

I nj ectabl e suspensi ons are subject to bi oequival ence probl enms because
differences in particle size, polynorphic structure of the suspended
active ingredient, or the suspension formulation can significantly affect
the rate of release and absorption. FDA does not consider pharnmaceutica
equi val ents of these products bioequival ent w thout adequate evi dence of
bi oequi val ence, such products woul d be coded AB.

BR Suppositories or enemas that deliver drugs for systemic absorption

The absorption of active ingredients fromsuppositories or enemas that are
i ntended to have a systemc effect (as distinct from suppositories
adm ni stered for |local effect) can vary significantly from product to
product. Therefore, FDA considers pharnaceutically equival ent systenic
suppositories or enenmas bio-equivalent only if in vivo evidence of

bi oequi val ence is available. In those cases where in vivo evidence is
avail abl e, the product is coded AB. |f such evidence is not avail abl e,
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 eval uati on of

ei ther pharmaceutical or therapeutic equival ence, all drug products
containing that active ingredient in that dosage formare coded BS. For
exanple, if the standards pernit a wide variation in pharnacol ogically
active conponents of the active ingredient such that pharnaceutica
equi val ence 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 dermatol ogi c, ophthalmc, otic,
rectal, and vagi nal products for topical administration, including creans,
ointnents, gels, lotions, pastes, and sprays, as well as suppositories not
i ntended for systemi c drug absorption. Topical products evaluated as
havi ng acceptable clinical performance, but that are not bioequivalent to
ot her pharmaceutical ly equival ent products or that |ack sufficient

evi dence of bi oequival ence, will be coded BT.

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

The code BX is assigned to specific drug products for which the data that
have been reviewed by the Agency are insufficient to determ ne therapeutic
equi val ence under the policies stated in this docunent. |In these
situations, the drug products are presunmed to be therapeutically
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i nequi val ent until the Agency has deternined that there is adequate
infornmation to nake a full evaluation of therapeutic equival ence.

1.8 Description of Special Situations

Certain drugs listed in the Orange Book present special situations that
nerit further discussion. Following is a description of those special
situations:

Amino Acid and Protein Hydrolysate Injections. These products differ in
t he amobunt and ki nds of am no acids they contain and, therefore, are not
consi dered pharnmaceuti cal equivalents. For this reason, these products are
not considered therapeutically equivalent. At the same tinme, the Agency
believes that it is appropriate to point out that where nitrogen bal ance is
the sol e therapeutic objective and individual amno acid content is not a
consi derati on, pharmaceutical alternatives with the sane total anount of
ni trogen content may be considered therapeutically equival ent.

Follitropin Alfa and Beta. Based on avail able data derived from physico-
chemical tests and bioassay, follitropin alfa and follitropin beta are
i ndi sti ngui shabl e.

Gavi scon®. Gavi scon® i s an OTC product which has been nmarketed since
Sept enber 1970. The active ingredients in this product, alum num hydroxide
and magnesiumtrisilicate, were reviewed by the Agency's OIC Antacid Panel and
were considered to be safe and effective ingredients (Category |) 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
I1l for lack of effectiveness. A full NDA with clinical studies was submitted
by Marion Laboratories, Inc., and approved by FDA on Decenber 9, 1983.
Gaviscon® s activity in treating reflux acidity is nade possible by the
physi cal -chem cal properties of the inactive ingredients, sodium bicarbonate
and alginic acid. Therefore, all ANDAs which cite Gaviscon® tablets as the
listed drug nust contain the inactive ingredients sodi um bi carbonate 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
sodi um bi carbonate or alginic acid or if different proportions of these
ingredients are to be used.

Levot hyroxi ne Sodi um Because there are multiple reference listed drugs
of | evothyroxine sodiumtablets and sone reference |listed drugs' sponsors have
conducted studies to establish their drugs' therapeutic equival ence to other
reference |isted drugs, FDA has deternmined that its usual practice of
assigning two or three character TE codes nmay be potentially confusing and
i nadequate for these drug products. Accordingly, FDA provides the follow ng
expl anation and chart of therapeutic equival ence eval uations for |evothyroxine
sodi um drug products.

Levot hyr oxi ne Sodi um (Myl an ANDA 76187) tablets have been determ ned to be
t herapeutically equivalent to corresponding strengths of Unithroid (Jerone
Stevens NDA 021210) tablets.

Levo-T (Al ara NDA 021342), Levothyroxi ne Sodium (Ml an ANDA 76187), Unithroid
(Jerone Stevens NDA 021210), and Levot hyroxi ne Sodi um ( Genphar m ANDA
76752)tabl ets have been determned to be therapeutically equivalent to
correspondi ng strengths of Synthroid (Abbott NDA 021402) tabl ets.

Levo-T (Al ara NDA 021342), Unithroid (Jerome Stevens NDA 021210),
Levot hyr oxi ne Sodi um (Myl an ANDA 076187), and Levot hyroxi ne Sodi um ( Genpharm
ANDA 76752) tablets have been determ ned to be therapeutically equivalent to
correspondi ng strengths of Levoxyl (King Pharms NDA 021301) tablets.

Levot hyr oxi ne Sodi um (Myl an ANDA 76187) tablets have been determ ned to be
t herapeutically equivalent to corresponding strengths of Levothroid (LI oyd NDA
021116) tablets.
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The chart outlines TE codes for all 0.025nmg products with other products being
simlar. Therapeutic equival ence has been established between products that
have the sane AB+nunber TE code. Mre than one TE code may apply to sone
products. One commpn TE code indicates therapeutic equival ence between
products.

‘ TE | |Product

Trade Nane Appl i cant Pot ency Code Aﬁg No
UNI THRO D STEVENS J 0. 025M5 ABL 21210 001
LEVOTHYROXI NE SCDI UM MYLAN 0. 025MG ABl 76187 001
LEVOXYL KI NG PHARMS 0. 025M5 ABL 21301 001
SYNTHRO D ABBOTT 0. 025MG AB1 21402 001
SYNTHRO D ABBOTT 0. 025MG AB2 21402 001
LEVOTHYROXI NE SCDI UM MYLAN 0. 025M5 AB2 76187 001
LEVO T ALARA PHARM 0. 025MG AB2 21342 001
UNI THRO D STEVENS J 0. 025M5 AB2 21210 001
LEVOTHYROXI NE SODI UM GENPHARM 0. 025MG AB2 76752 001
LEVOXYL KI NG PHARMS 0. 025M5 AB3 21301 001
LEVO T ALARA PHARM 0. 025MG AB3 21342 001
UNI THRO D STEVENS J 0. 025M5 AB3 21210 001
LEVOTHYROXI NE SCDI UM MYLAN 0. 025MG AB3 76187 001
LEVOTHYROXI NE SODI UM GENPHARM 0. 025MG AB3 76752 001
LEVOTHRO D LLOYD 0. 025M5 AB4 21116 001
LEVOTHYROXI NE SODI UM MYLAN 0. 025MG AB4 76187 001

Patent Certification(s) Reference Listed Drug based upon a suitability
petition. An abbreviated new drug application that refers to a Reference
Listed Drug (RLD) approved pursuant to a suitability petition nust denonstrate
that the proposed product is bioequivalent to the RLD, and it nust include
appropriate patent certification(s) and an exclusivity statement with respect
to the listed drug which served as the basis for the approved suitability
petition. This concept also applies to an ANDA applicant that cites a RLD
that was based upon an NDA that is still covered by patent (s) and/or
exclusivity, e.g. a second RLD that was sel ected when the in vivo

determi nation of bioequival ence of the original RLD is self evident and the
wai ver of the in vivo determ nation of bioequival ence may be granted.

Wai ved exclusivity. |If a new drug application (NDA) submtted under
section 505(b) of the Federal Food, Drug, and Cosmetic Act (Act) qualifies for
exclusivity under sections 505(c)(3)(D) and 505(j)(5)(D), the exclusivity is
listed in the Patent and Exclusivity Section of the Orange Book. |If a drug
product has received this exclusivity, the FDA will delay the approval of a
505(b) (2) application or an abbrevi ated new drug application (ANDA) under
section 505(j) of the Act until the expiration of the exclusivity. |If the
listed drug is also protected by one or nore patents, the approval date for
the 505(b)(2) application or ANDA will be determined by the |l atest expiring
patent or exclusivity listed in the Orange Book. However, the holder of the
NDA may waiver its exclusivity as to any or all 505(b)(2) and ANDA
applications referencing the protected drug product. |If an NDA sponsor
wai vers its right to the exclusivity protection, qualified 505(b)(2) or ANDA
applications may be approved without regard to the NDA hol der's exclusivity.
An NDA for which the hol der has waived its exclusivity as to all 505(b)(2) and
ANDA applications will be coded with a Win the Patent and Exclusivity Section
of the Orange Book and be referred to this section. The applicant referencing
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this listed drug should indicate in the exclusivity statenment that the hol der
of the listed drug has waived its exclusivity.

1.9 Therapeutic Equivalence Code Change for a Drug Entity

The Agency will use the follow ng procedures when, in response to a
petition or on its own initiative, it is considering a change in the
t herapeuti c equi val ence code for approved multi-source drug products. Such
changes will generally occur when the Agency becones aware of new scientific
i nformati on affecting the therapeutic equival ence of an entire category of
drug products in the List (e.g., information concerning the active ingredient
or the dosage forn), rather than information concerning a single drug product
within the category. These procedures will be used when a change in
t herapeuti c equi val ence 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 fromthe code signifying that the drug does
not present a bioequi val ence problem (e.g., AA) to a code signifying a
bi oequi val ence problem (e.g., BP), or vice versa. This procedure does not
apply to a change of a particular product code (e.g., a change fromBP to AB
or fromAB to BX).

Bef ore maki ng a change in a therapeutic equival ence code for an entire
category of drugs, the Agency will announce in the Introduction to the
Cunmul ative Supplenent that it is considering the change and will invite
coment. Comments, along with scientific data, may be sent to the Director
Di vi si on of Bioequival ence, Ofice of Generic Drugs, Center for Drug
Eval uati on and Research, HFD-650, 7500 Standish Place, Rockville, NMD 20855.

The conment 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 nost useful type of scientific data submission is an in vivo
bi oavai | abi | ity/bi oequi val ence study conducted on batches of the subject drug
products. These subm ssions should present a full description of the
anal ytical procedures and equi prrent used, a validation of the analytica
nmet hodol ogy, including the standard curve, a description of the method of
calculating results, and a description of the pharmacokinetic and statistica
nodel s used in analyzing the data. Anecdotal or testinmonial information is
the | east useful to the Agency, and such subm ssions are di scouraged. Copies
of supporting reports published in the scientific literature or unpublished
material, however, are wel cone.

1.10 Change of the Therapeutic Equivalence Evaluation for a Single Product

The af orenenti oned procedure does not apply to a change in a single drug
product code. For exanple, a change in a single drug product's code from BP
to AB as a result of the subm ssion of an acceptabl e bi oequi val ence study
ordinarily will not be the subject of notice and coment. Likew se, a change
in a single drug product's code fromAB to BX (e.g., as a result of new
information raising a significant question as to bioequival ence) does not
require notice and conment. The Agency's responsibility to provide the public
with the Agency's nobst current information related to therapeutic equival ence
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 Federa
Regi ster of a proposal to withdraw approval of a drug product will ordinarily
result in a change in a product's code fromAB to BX if this action has not
al ready been taken.
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1.11 Discontinued Section

Those drug products in the Discontinued Section of the Orange Book in
whi ch a determ nation has al ready been nade that the products were not
wi thdrawn for safety or efficacy reasons have “**Federal Register
determi nation that product was not discontinued or withdrawn for safety or
ef ficacy reasons**” followi ng the product strength. Those drug products are
only reflective of citizen petitions determ nations made since 1995. The
identification of these drug products in the Discontinued Section of the
Orange Book shoul d avoid the submi ssion of nultiple citizen petitions for the
same drug product. FR notices no |onger applicable are removed fromthe Annual
Edition (i.e., there is a currently narketed Reference Listed Drug and no
applicabl e patent or exclusivity). FR Safety or Effectiveness Determ nations
List lists products that have current and renoved notices. The list is
updated quarterly. Notices issued during the year are added to the El ectronic
Orange Book Query in the nonth they becone effective.

Ceneral ly, approved products are added to the Discontinued Section of the
Orange Book when the applicant holder notifies the Orange Book staff of the
products’ not marketed status. Products nmay al so be added if annual reports
i ndi cate the product is no |longer nmarketed or other Agency administrative
action (e.g., Wthdrawal of an Application). Changes to the Orange Book are
not affected by the drug registration and listing requirenents of Section 510
of the Act.

1.12 Changes to the Orange Book

Every effort is nmade to ensure the Annual Edition is current and
accurate. Applicant holders are requested to informthe FDA Orange Book Staff
(OBS) of any changes or corrections. Please informthe OBS when products are
no | onger marketed. Notification of the Orange Book staff to include the
new y approved product in the Discontinued Drug Product List rather than parts
1, 2 or 3 of the List (as discussed in Section 1.1) nust occur by the end of
the nmonth in which the product is approved to ensure that the product is not
included in the “active” portions of the next published Orange Book update

W can be contacted by email at drugproducts@der.fda.gov. Send Changes
by FAX: 240-276-8974; mail to:

FDA/ CDER Or ange Book St af f

O fice of Generic Drugs, HFD- 610
7500 Standish Place

Rockvill e, MD 20855

_ labilitv o iy

Conmmencing with the 25'" edition, the Annual Edition and current nonthly
Cunmul ative Supplenent are available in a Portable Document Format (PDF) at the
ECB hone page, http://ww.fda. gov/cder/ob/default.htm by clicking on
Publ i cati ons. The PDF annual format duplicates previous paper versions except
for the Orphan Products Designations and Approvals List. An annual
subscription of the PDF fornmat nmay be obtained fromthe U S. Governnent
Printing OFfice, 866-512-1800.
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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 ternms which facilitate their use.

Illustrations. The annotated Drug Product |Illustration, see Section
2.2, and the Therapeutic Equival ence 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
t herapeuti c equi val ence eval uati on codes are displayed).

Drug Product Lists. The Prescription and OIC Drug Product Lists,
arranged al phabetically by active ingredient(s), contain product
identification information (active ingredients, dosage forms, routes of
admi ni stration, product nanes, application holders, strengths) for single and
mul tiple ingredient drug products. Also shown are the application nunmber and
drug product nunber (FDA internal conputer data use only) and approval dates
for those drug products approved on or after January 1, 1982

The Discontinued Product List, arranged al phabetically by active
i ngredi ent(s), contain product identification information (dosage form
product name, strength, and application nunber).

If a prescription drug product is available fromnore than one source
(mul tisource), a therapeutic equivalence code will appear in front of the

applicant's nane. |If a product is therapeutically equivalent to one or nore
products or to an appropriate reference, it will be designhated 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 (conbination) drug
products are arranged al phabetically. For purposes of this publication, this
al phabetical sort takes precedence over United States Pharnacopeia officia
nonogr aph order (i.e., Reserpine, Hydral azi ne Hydrochl ori de,

Hydr ochl or ot hi azi de). For exanple, product information |abeled as Reserpi ne,
Hydr ochl or ot hi azi de and Hydral azi ne Hydrochl ori de appears under the active

i ngredi ent headi ng Hydral azi ne Hydrochl ori de; Hydrochl orot hi azi de; Reser pi ne.
A cross-reference to the product information (for prescription and OTC
products) appears for each additional active ingredient in the product. For
conbi nati on drug products, the ingredient strengths are separated by

sem col ons and appear in the sane relative sequence as the ingredients in the
headi ng. Avail able strengths of the dosage formfrom an applicant appear on
separate lines.

To use the Drug Product Lists, determnine by al phabetical order the
i ngredi ent under which the product information is |listed, using the Product
Name I ndex, if necessary. Then, find the ingredient in the applicable Drug
Product List. Proceed to the dosage form and route of adm nistration and
conpare products within that ingredi ent heading only. Therapeutic equival ence
or inequivalence for prescription products is determ ned on the basis of the
t herapeuti c equi val ence codes provided within that specific dosage form and
route 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
simlarly.



The Discontinued Drug Product List contains approved products that have
never been marketed, have been di scontinued frommarketing, are for mlitary
use, or have had their approvals withdrawn for other than safety or efficacy
reasons subsequent to being discontinued frommarketing. All products having
a"@ in the 12th Cunul ative Suppl enent of the 28th Edition List have been
added to the Discontinued Drug Product List appearing in the 29th Edition. In
addi ti on, approved drug products that are not in the commercial distribution
channel e.g., approved drug products in applications for export only are al so
listed in the Discontinued Section of the O ange Book.

Product Nane Index (Prescription and OTC Drug Product Lists). This is an
i ndex 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
mul tiple active ingredients, only the first active ingredient (in alphabetica
order) will appear. OIC products are so desi gnated.

Product Nane Index Listed by Applicant (Prescription and OIC Drug
Product Lists). This is an index that cross-references applicants to drug
products. The bol ded and underlined entry represents the applicant nane
abbreviation used in this publication. Each conplete applicant nane that is
represented by the abbreviated name is narked with an asterisk (*). Listed
under each conplete applicant name is the first al phabetically arranged
i ngredi ent under whi ch product information can be found in the appropriate
Drug Product List. OIC products are so designated. To use the Drug Product
Lists, determ ne by al phabetical order the ingredient under which the product
information is listed, using the Product Nanme Index, if appropriate.

Uni form Ternms. To inprove readability, uniformternms are used to
desi gnat e dosage forns, routes of adm nistration, and abbreviations used to
express strengths. These terns are listed in Appendix C. In sone cases, the
terms used may differ fromthose used in product |abels and other | abeling.
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2.2 DRUG PRODUCT ILLUSTRATION

SI NGLE | NGREDI ENT

ACTI VE | NGREDI ENT >
MVEPERHBHNEHYBRECHECORH-BE—

DOSAGE FORM ROUTE OF ADM NI STRATI ON

T NJ ECTHABKANON NJ ECTI ON
TRADE OR GENERI C NAMES

N AP+ 25MG M N13111 001
‘ AP + METRO-PHYS 50MF ML N13111 002
AP + 75MI ML N13111 003
AUG 22, 1983
REFERENCE LI STED DRUG L AP + 100MF M. N13111 004
JAN 04, 1985
. MEPER! DI NE_HCL
THERAPEUTI C EQUI VALENCE ( TE) AP DONHARE PHARM 25MF M. N42242 001
» AP 50MF ML N42296 001
CODE FOR MULTI SOURCE PRODUCT AP 75MG M NA2301 002
AUG 27, 1987
AP 100My M. N42301 003
FI NAL APPROVAL DATE >
SINGLE SOURCE PRODUCT (NO TE CODE) . JOHNSON MED 10MF M. NA0000 001
AP HOLOVAC LLC 25M3 M. NA7222 001
0BS PHARM T50MF M. NA7100 001
APPLI CANT | I

AVAI LABLE STRENGTH(S) OF A PRODUCT

APPLI CATI ON NUMBER AND PRODUCT NUMBER
PRODUCT NUMBER IS FOR FDA | NTERNAL COVPUTER DATA USE ONLY

MULTI PLE | NGREDI ENTS W TH PRODUCT | NFORVATI ON

ALPHABETI CALLY SORTED BY

HYDRALAZ| NE HYDROCHLORI DE; HYDROCHLOROTHI AZI DE; RESERPI NE

v

ACTI VE | NGREDI ENT

TABLET; ORAL
PRODUCT | NFORIVATI ON > HYDROCHLOROTHI AZI DE, RESERPI NE AND HYDRALAZI NE HCL
UG 27, NWIB7SON 25M5 15MG, 0. IMG N41290 001

JAN 18, 1982

TH S EXAMPLE | S FOR PURPOSES OF | LLUSTRATI ON ONLY. | T DOES NOT REPRESENT ACTUAL PRODUCTS FROM THE PRESCRI PTI ON DRUG PRODUCT LI ST.



2.3 THERAPEUTIC EQUIVALENCE EVALUATIONS ILLUSTRATION

DRUG PRODUCTS CCODED AB (OR ANY CODE BEG NNING W TH AN "A") UNDER AN | NGREDI ENT AND DOSAGE FORM HEADI NG ARE CONSI DERED

THERAPEUTI CALLY EQUI VALENT ONLY TO OTHER PRODUCTS CCDED AB (OR ANY CODE BEG NNING W TH AN A") AND NOT TO THOSE CODED BP (OR ANY
CODE BEGI NNING W TH "B") AND ANY PRODUCTS NOT LI STED. DRUG PRODUCTS CODED BP (OR ANY CODE BEG NNING WTH A "B") ARE NOT CONSI DERED
THERAPEUTI CALLY EQUI VALENT TO ANY OTHER PRODUCT. FOR A COWPLETE EXPLANATI ON OF THE TE CODES REFER TO SECTION 1.7 OF THE

I NTRODUCTI ON.

SULFASALAZI NE

TABLET; ORAL

FAZI NE
AB 500MG N42999 001
PARKLAND
PRODUCTS CONSI DERED THERAPEUTI CALLY SULAZI NE
r AB  URSA 500MG N40222 001
EQUI VALENT TO EACH OTHER >
SULFASALAZI NE
PRODUCTS CONSI DERED NOT THERAPEUTI CALLY > BP  BROW 500MG N41297 001
EQUI VALENT TO ANY OTHER PRODUCTS LI STED
SULFASALAZI NE
TABLET; ORAL
FAZI NE
AB  PARKLAND 500MG N42999 001
PRODUCTS CONSI DERED NOT THERAPEUTI CALLY SULFASALAZI NE
BP  BROM 500MG NA1297 001
EQUI VALENT TO EACH OTHER
SOUTH 500MG N40627 001

NOTE: BOLD FONT AND UNDERLI NI NG DENOTES MULTI SOURCE PRODUCTS WHI CH ARE CONSI DERED THERAPEUTI CALLY EQUI VALENT.
THI'S EXAMPLE | S FOR PURPOSES OF | LLUSTRATI ON ONLY. | T DOES NOT REPRESENT ACTUAL PRODUCTS FROM THE PRESCRI PTI ON DRUG PRODUCT LI ST.



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ABACAVI R SULFATE

SOLUTI ON; ORAL
ZI AGEN
+ GLAXOSM THKLI NE

TABLET; ORAL
ZI AGEN
+ GLAXOSM THKLI NE

EQ 20M5 BASE/ M.

EQ 300M5G BASE

ABACAVI R SULFATE; LAM VUDI NE

TABLET; ORAL
EPZI COM
+ SM THKLI NE BEECHAM EQ 600MG BASE; 300MG

ABACAVI R SULFATE; LAM VUDI NE; ZI DOVUDI NE

TABLET; ORAL
TR ZIVIR
+ GLAXOSM THKLI NE

EQ 300MG BASE; 150MG, 300MG

ACAMPRCSATE CALCI UM
TABLET, DELAYED RELEASE; ORAL

CAVPRAL
+ FOREST LABS 333MG
ACARBOSE
TABLET; ORAL
ACARBOSE
AB COBALT LABS I NC 25MG
AB 50M3
AB 100MG
AB ROXANE 25MG
AB SOM5
AB 100MG
PRECOSE
AB BAYER HLTHCARE 25MG
AB 50M3
AB 100MG

ACEBUTOLCOL HYDROCHLORI DE

CAPSULE; ORAL
ACEBUTOLOL HYDROCHLORI DE

AB AVNEAL PHARM EQ 200MG BASE
AB EQ 400MG BASE
AB MYLAN EQ 200MG BASE
AB EQ 400MG BASE
AB WATSON LABS EQ 200MG BASE
AB EQ 400MG BASE
SECTRAL
AB PROM US PHARMA EQ 200MG BASE
AB + EQ 400MG BASE

ACETAM NOPHEN; ASPI RI'N; CODElI NE PHOSPHATE

CAPSULE; ORAL
ACETAM NOPHEN, ASPIRI'N, AND CODEI NE PHOSPHATE
+ M KART 150MG; 180M5; 30MG

ACETAM NOPHEN; BUTALBI TAL

CAPSULE; ORAL
PHRENI LI N FORTE
+ VALEANT 650MG, 50MG

N20978

N20977

N21652

N21205

001

001

001

001

001

001
002
003
001
002
003

004
001
002

001
002
001
002
001
002

001
003

001

001

3-1 (of

Aug

Jul

May

May
May
May

May
Sep
Sep

Jun

17,

17,

02,

14,

29,

07,
07,
07,
07,
07,
07,

29,
06,
06,

30,
30,
24,
24,
18,
18,

28,
28,

26,

19,

376)

1998

1998

2004

2000

2004

2008
2008
2008
2008
2008
2008

1997
1995
1995

1999
1999
1995
1995
1995
1995

1984
1984

1990

1985



29TH EDI TI ON -

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACETAM NOPHEN; BUTALBI TAL
TABLET; ORAL
BUTAPAP
AB M KART 325M5; 50MG N89987
PHRENI LI N
AB + VALEANT 325M5; 50MG N87811
BUTAPAP
+ M KART 650M5; 50MG N89988
ACETAM NOPHEN; BUTALBI TAL; CAFFEI NE
CAPSULE; ORAL
BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE
AB VEEST WARD 500MG; 50MG, 40MG N40261
ESG G PLUS
AB + M KART 500MG; 50MG; 40MG N40085
BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE
+ M KART 325MG; 50MG; 40MG N89007
SOLUTI ON;  ORAL
BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE
+ M KART 325MF 15M.; 50M3 15M.; 40M3 15M. N40387
TABLET; ORAL
BUTALBI TAL ACETAM NOPHEN AND CAFFEI NE
AB CONCORD LABS NJ 325MG, 50MG, 40MG N40864
BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE
AB CONCORD LABS NJ 500MG; 50MG, 40MG N40883
AB MALLI NCKRODT 325NMG;, 50MG, 40MG N87804
AB M KART 325MG;, 50MG, 40MG N89175
AB MUTUAL PHARM 325MG;, 50MG, 40MG N40601
AB VI NTAGE PHARMS 325MG;, 50MG, 40MG N40511
AB 500MG, 50MG; 40MG N40513
AB WATSON LABS 500G, 50MG, 40MG N40267
AB VEST WARD 325NMG;, 50MG, 40MG N89718
AB 500MG; 50MG, 40MG N40336
ESG G PLUS
AB + M KART 500MG; 50MG; 40MG N89451
FI ORI CET
AB + WATSON PHARMS 325MG; 50MG; 40MG N88616
BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE
+ M KART 750MG; 50MG; 40MG N40496
ACETAM NOPHEN: BUTALBI TAL; CAFFEI NE; CODEI NE PHOSPHATE
CAPSULE; ORAL
BUTALBI TAL, ACETAM NOPHEN, AND CAFFEI NE W TH CODEI NE PHOSPHATE
AB VEEST WARD 325M5, 50MG, 40MG, 30MG N75618
BUTALBI TAL, ACETAM NOPHEN, CAFFEI NE AND CODE! NE PHOSPHATE
AB NEXGEN PHARVA | NC 325MG, 50MG, 40MG, 30MG N76560
AB VI NTAGE PHARMS 325MG; 50MG, 40MG; 30MG N75929
FI ORI CET W CODEI NE
AB + WATSON PHARMG 325M5; 50MG; 40MG; 30MG N20232
PHRENI LI N W TH CAFFEI NE AND CODE! NE
AB VALEANT 325MG, 50MG, 40MG; 30MG N74911
ACETAM NOPHEN; CAFFEI NE; DI HYDROCODEI NE Bl TARTRATE
CAPSULE; ORAL
ACETAM NOPHEN, CAFFEI NE, AND DI HYDROCODEI NE Bl TARTRATE
AA ES PHARMA | NC 356. 4MG, 30MG, 16MG N40688
AA + M KART 356. 4MG;, 30MG, 16MG N40109
TABLET; ORAL
ACETAM NOPHEN, CAFFEI NE, AND DI HYDROCODEI NE Bl TARTRATE
AA BOCA PHARMA 712. 8MG, 60MG, 32MG N40701

001
001

001

001
001

001

001

001
001
001
001
001
001
001
001
001
001
001
001

001

001

001
001

001

001

001
001

001

3-2 (of

Jan

Jul

Aug

Apr
Aug

26

19,

26,

28

28,

17,

31,

01,
23,
24,
21,
29,
27,
25,
30,
12,
18,
23,
09,

23,

23

10,
22,

30

22,

03
26

03
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29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

2009 -

APPROVED DRUG PRODUCTS LI ST

ACETAM NOPHEN, CAFFEI NE; DI HYDROCODEI NE Bl TARTRATE

E4E

TABLET; ORAL

ACETAM NOPHEN, CAFFEI NE, AND DI HYDROCODEI NE Bl TARTRATE

+

M KART
WEST WARD

712. 8MG 60MG 32MG

N40316

712. 8M5 60MG 32MG

N40637

ACETAM NOPHEN, CODEI NE PHOSPHATE

IZIBIZIBIZ

B3

12

IZIZIZIBIZIZIZIRIZIZIZIRIZIZIZIZIZIBIZIZIZIZIZIZIZ

12

ACETAM NOPHEN, HYDROCCDONE Bl TARTRATE

SOLUTI ON; ORAL
ACETAM NOPHEN AND CODEI NE PHOSPHATE

+

ACTAVIS M D ATLANTIC 120MF 5M.; 12M& 5M.
120M& 5M.; 12M& 5ML
120M& 5M.; 12M& 5ML
120M& 5M.; 12M& 5M.
120M& 5M.; 12M& 5M.

H TECH PHARVA

M KART
MORTON GROVE
PHARM ASSCC

SUSPENSI ON; ORAL
ACETAM NOPHEN AND CODEI NE PHOSPHATE

+

VALEANT

CAPI TAL AND CODEI NE

120M& 5M.; 12M& 5M.

ACTAVI S M D ATLANTIC 120MF 5M.; 12M& 5M.

TABLET; ORAL
ACETAM NOPHEN AND CODEI NE PHOSPHATE

+

+

AVNEAL PHARMS NY
DURAMED PHARMS BARR

MALLI NCKRODT

M KART
PHARMERAL
RANBAXY
SANDCZ

TEVA

VI NTAGE

VI NTAGE PHARMS

WATSON LABS

WATSON LABS FLORI DA

+

ACETAM NOPHEN AND CODEI NE PHOSPHATE

+
+

300M5 30MG
300M5 15MG
300MG, 30MG
300M5 60MG
300M5 15MG
300M5 30MG
300MG, 60MG
300MG, 30MG
300M5 30MG
300MG;, 30MG
300MG, 60MG
300M5 30MG
300MG, 60MG
300M5 15MG
300MG, 30MG
300M5 60MG
300M5 15MG
300MG, 30MG
300M5 60MG
300M5 15MG
300MG;, 30MG
300MG, 60MG
300MG, 15MG
300M5 30MG
300MG, 60MG
TYLENOL W CCDEI NE NO. 3

ORTHO MCNEI L JANSSEN 300MG 30MG

M KART

650MG; 30MG
650MG, 60MG

E4E

12

CAPSULE; ORAL
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN

M KART

LORCET- HD

+

MALLI NCKRODT

500MG, 5MG
500MG, 5MG

500MG 5MG

N81067
N89008

N87336

001
001

001
001
001
001
001

001

001

001
001
002
003
001
002
003
001
001
001
001
001
001
001
001
001
001
001
001
001
001
001
001
002
003

003

001
001

001
001

001

Apr
Sep

Apr

Feb

Jul
Jul

Sep

Sep

Nov
Feb

Jul

3-3 (of

28,
22,

26,
27,

29,
18,
18,
18,
31,
31,
31,
25,
10,

16,
16,
06,
06,
06,
30,
30,
30,
28,
28,
28,
22,
22,
22,

03,
09,

30,
21,

376)

1999
2006

1996
1992

2008
1997
1997
1997
2001
2001
2001
1986
1982

1992
1992
1985
1985
1985
1988
1988
1988
1994
1994
1994
2003
2003
2003

1986
1991

1989
1986

1982



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACETAM NOPHEN, HYDROCCDONE Bl TARTRATE

SOLUTI ON; ORAL
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN

AA KV PHARM 500M5 15M.; 7. 5ME/ 15M.
AA MALLI NCKRODT 500M5 15M.; 7. 5MT 15M.
AA + 500MG 15M._; 10MF 15M
AA + M KART 500M5 15M.; 7. 5ME 15M.
AA PHARM ASSCC 500M5 15M.; 7. 5MT 15M.
AA VI NTAGE PHARVB 500M5 15M.; 7. 5MT 15M.
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
+ M KART 325MF 15M.; 7. 5ME 15M.
+  PHARM ASSOC 325MF 15M.; 10M 15M
TABLET; ORAL

ANEXS| A
AA MALLI NCKRODT 500MG; 5MG
AA 750MG;_10MG

ANEXS| A 5/ 325
AA MAL LI NCKRODT 325MG 5MG

ANEXS| A 7.5/ 325
AA MALLI NCKRODT 325MG 7. 5MG

ANEXS| A 7. 5/ 650
AA MALLI NCKRODT 650MG 7. 5MG

CO GESI C
AA SCHWARZ PHARMA 500MG; 5MG

HYDROCODONE BI TARTRATE AND ACETAM NOPHEN

AA AVNEAL PHARMS NY 325MG 5MG
AA 325MG_10MG
AA 500MG; 5MG
AA 500MG 7. 5MG
AA 500MG;_10MG
AA 650MG 7. 5MG
AA 650MG; 10MG
AA 750MG 7. 5MG
AA MAL LI NCKRODT 325MG 10MG
AA 500MG; 5MG
AA 500MG 7. 5MG
AA 500MG;_10MG
AA 650MG; 10MG
AA + 660MG; 10MG
AA 750MG 7. 5MG
AA M KART 325MG 7. 5MG
AA + 500MG 2. 5MG
AA + 500MG 7. 5MG
AA + 650MG 7. 5MG
AA + 650MG,_10MG
AA RANBAXY 325MG 10MG
AA 500MG; 5MG
AA 500MG;_10MG
AA 750MG 7. 5MG
AA SANDCZ 500MG; 5MG
AA 750MG 7. 5MG
AA SUN PHARM INDS INC  325MG 5MG
AA 325MG 7. 5MG
AA 325MG 10MG
AA 500MG; 5MG
AA 500MG 7. 5MG
AA 500MG; 10MG
AA 650MG 7. 5MG
AA 650MG,_10MG
AA 660MG,_1OMG
AA 750MG 7. 5MG
AA VI NTAGE PHARVG 325MG 5MG

N89160
N40468

N40409

N40405

N89725

001
001
001
001
001
001

001
001

001
001

001
001
001
001

001
001
001
001
001
001
001
001
001
002
001
002
004
003
001
001
001
001
001
001
001
001
001
001
001
002
001
002
003
001
002
003
001
002
003
004
001

Jan
Jun
Aug
Aug
Mar
Cct

Sep
Apr

Apr
Cct

Sep

Sep

May

Aug
Aug
Aug
Aug
Feb
Aug
Aug
Aug
Jul

Jun
Feb
Feb
Cct

Jul

Jun
Jan
Aug

Jun

3-4 (of

23
27,
29,
28
13,
30

25,
18,

23
31,

20

08

30

03

25

25

25

25

23

25

25,
28,
26,
01,
27,
27,
16,
29,
01,
22,
25,
25,
29,
29,
16,
16,
16,
16,
27,
27,
23,
23,
23,
23,
23,
23,
23,
23,
23,
23,
19,

376)

2002
2001
2003
1992
1998
2003

2003
2008

1987
2002

2000
2000
1987
1982

2006
2006
2006
2006
2007
2006
2006
2006
2000
1995
1998
1998
1996
1996
1995
2003
1989
1989
1988
1992
2007
2007
2007
2007
1997
1997
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2006



29TH EDI TION - 2009 -
PRESCRI PTI ON

ACETAM NOPHEN, HYDROCCDONE Bl TARTRATE

TABLET; ORAL
HYDROCODONE BI TARTRATE AND ACETAM NOPHEN
AA VI NTAGE PHARVG 325MG 7. 5MG
AA 325MG 10MG
AA 500MG 2. 5MG
AA 500MG; 5MG
AA 500MG 7. 5MG
AA 500MG 10MG
AA 650MG 7. 5MG
AA 650MG 10MG
AA 660MG 1OMG
AA 750MG; 7. 5MG
AA WATSON LABS 325MG 10MG
AA 500MG; 2. 5MG
AA 500MG 2. 5MG
AA 500MG; 5MG
AA 500MG; 7. 5MG
AA 500MG 7. 5MG
AA 500MG 10MG
AA 650MG 7. 5MG
AA 650MG; 7. 5MG
AA 650MG 10MG
AA 650MG 10MG
AA 660MG 10MG
AA 750MG; 7. 5MG
AA + 750MG 10MG
AA WATSON LABS FLORI DA 500MG; 5MG
AA 660MG 10MG
AA 750MG; 7. 5MG
LORTAB
AA MALLI NCKRODT 500MG; 5MG
AA + UCB INC 500MG 10MG
NORCO
WATSON LABS 325M5, 5MG
AA + 325M3 7. SMG
AL+ 325M3 10M3
VI CODI N
AA + ABBOTT 500MG; 5MG
VI CODI N ES
AA + ABBOTT 750MG; 7. 5MG
VI CODI N HP
AA ABBOTT 660MG 10MG
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
M KART 300MG; 5MG
+ 300MG; 7. 5MG
+ 300MG 10MG
ZYDONE
+ ENDO PHARVB 400MG; 5MG
+ 400MG; 7. 5MG
+ 400MG; 10MG

ACETAM NOPHEN, OXYCODONE

TABLET; ORAL
OXYCODONE AND ACETAM NOPHEN

COASTAL PHARMS 325M5 2. 5MG
325M5 5MG
325MG, 7. 5MG
325MG, 10MG
500MG, 7. 5MG
650M5 10MG

IZIZIBIZIBIZ

APPROVED DRUG PRODUCTS LI ST

DRUG PRODUCT LI ST

001
001
002
001
001
001
001
001
001
001
002
003
001
001
004
001
002
001
001
002
002
003
001
004
001
001
001

001
001

001
003
001

001
001
001

001
002
001

001
002
003

001
002
003
004
005
006

Jan

Apr
Dec
Feb
May
Apr
Feb
May
Apr
Apr

Aug
Dec

Aug
Feb
Sep
Mar
Sep
Mar
Aug
Aug
Mar
May
May
May

Jul
Jan

Jun
Sep
Feb

Jan

Sep

Jan

Jun

Cct
Cct
Cct
Cct
Cct
Cct

3-5 (of

19,
31,
25

02,
22,
31,
14,
22,
31,
12,
28,
04,
30,
01,
04,
30,
14,
29,
04,
29,
04,
08,
30,
22,
28,
28,
28,

09,
26

25
12,

07,

09,

23,

19,
24,
23,

27,
27,
27,

20
20
20
20
20
20

376)

2006
2000
1997
1988
1996
2000
1997
1996
2000
1996
2000
1996
1991
1988
1996
1991
1997
1995
1996
1995
1996
2000
1991
1999
2003
2003
2003

1982
1996

1997
2000
1997

1983
1988
1996

2006
2006
2004

1998
1998
1998

2008
2008
2008
2008
2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACETAM NOPHEN, OXYCODONE HYDROCHLORI DE

CAPSULE; ORAL
OXYCODONE AND ACETAM NOPHEN

AA ACTAVI S TOTOWA 500MG; 5MG

AA DURAMVED PHARMS BARR  500MG 5MG

AA ENDO PHARVS 500MG; 5MG

AA MALLI NCKRODT 500MG; 5MG

AA VI NTAGE PHARVS 500MG; 5MG

AA WATSON LABS 500MG; 5MG
ROXI LOX

AA ROXANE 500MG; 5MG
TYLOX

AA + ORTHO MONEIL JANSSEN 500MG 5MG

SOLUTI ON; ORAL
OXYCODONE AND ACETAM NOPHEN

AA MALLI NCKRODT 325M3 5M.; 5ME 5M.
ROXI CET
AA + ROXANE 325M3 5M.; 5ME 5M.
TABLET; ORAL
OXYCET
AA MALLI NCKRODT 325MG; 5MG
OXYCODONE_AND ACETAM NOPHEN
AA ~ ACTAVI S TOTOM 325MG; 5MG
AA  AWNEAL PHARMB NY 325MG 5MG
AA 325MG 10MG
AA 500MG; 7. 5MG
AA 650MG 10MG
AA MALLI NCKRODT 325MG 7. 5MG
AA 325MG 10MG
AA 500MG; 7. 5MG
AA 650MG 10MG
AA  VINTAGE PHARMS 325MG 5MG
AA  VATSON LABS 325MG; 5MG
AA 325MG 7. 5MG
AA 325MG 10MG
AA 500MG 7. 5MG
AA 650MG 10MG
PERCOCET
ENDO PHARMS 325MG 5MG
AA + 325MG 7. 5MG
AA + 325MG 10MG
AA + 500MG 7. 5MG
AA + 650MG 10MG
ROXI CET
AA ROXANE 325MG 5MG
OXYCODONE AND ACETAM NOPHEN
+ M KART 300MG; 2. 5MG
+ 300MG; 5MG
+ 300MG; 7. 5MG
+ 300MG 10MG
+ 400MG; 2. 5MG
+ 400MG; 5MG
+ 400MG; 7. 5MG
+ 400MG; 10MG
500MG 10MG
PERCOCET
+ ENDO PHARVB 325MG; 2. 5MG

ROXI CET 5/ 500
+ ROXANE 500MG, 5MG

001
001
001
001
001
001

001

001

001

001

001

001
001
001
001
002
001
002
001
002
001
001
001
002
001
002

002
001
002
001
002

001

001
002
003
004
001
001
001
001
001

001

001

Jun
Nov

Jul
Jul

Jun

Jan

3-6 (of

30
16,
30
04,
30,
30

03,

12,

29,

03,

07,

15

27,
27,
27,
27,
30,
30,
30,
30,
30,
30,
05,

29,
29,

25,
23
23
26
26

30,
30,
30,
30,
16,
27,
27,
27,
19,

25,

12,

376)

1998
1999
1999
1998
1996
1997

1995

1984

2006

1986

1983

1999
2007
2007
2007
2007
2004
2004
2004
2004
1996
1997
2003
2003
2000
2000

1999
2001
2001
1999
1999

2005
2005
2005
2005
2006
2006
2006
2006
2006

1999

1989



29TH EDI TI ON -

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACETAM NOPHEN; PENTAZQOCI NE HYDROCHLCRI DE

TABLET; ORAL
ACETAM NOPHEN AND PENTAZOCI NE HYDROCHLORI DE

AB ACTAVI S TOTOWA 650MG EQ 25MG BASE N76202
AB VATSON LABS 650MG EQ 25MG BASE N74699
TALACEN
AB + SANOFI AVENTIS US 650MG EQ 25MG BASE N18458
ACETAM NOPHEN, PROPOXYPHENE HYDROCHLORI DE
TABLET; ORAL
PROPOXYPHENE HYDROCHLORI DE_AND ACETAM NOPHEN
AA MYLAN 650MG; 65MG N83978
AA SANDOZ 650MG 65MG NB9959
AA VI NTAGE PHARVB 650MG, 65MG N40507
AA + VATSON LABS 650MG, 65MG N40139
ACETAM NOPHEN, PROPOXYPHENE NAPSYLATE
TABLET; ORAL
DARVOCET A500
AB XANCDYNE PHARM 500MG;, 100MG N76429
DARVOCET- N_100
AB + XANODYNE PHARM 650MG;, 100MG N17122
DARVOCET- N 50
AB XANCDYNE PHARM 325MG, 50MG N17122
PROPOXYPHENE NAPSYLATE AND ACETAM NOPHEN
AB ACTAVI S ELI ZABETH 650MG, 100MG N70910
AB CONCORD LABS NJ 650MG_100MG N77821
AB CORNERSTONE 500MG;_100MG N76750
AB | VAX PHARMS 650MG_100MG N70146
AB MALLI NCKRODT 650MG_100MG N75738
AB MYLAN 650MG_100MG N70145
AB SANDOZ 650MG_100MG N70443
AB TEVA 650MG_100MG N74119
AB VI NTAGE PHARVB 325MG, 50MG N74843
AB 650MG;_100MG N74843
AB WATSON LABS FLORI DA  500MG 100MG N77196
AB 650MG_100MG N76609
AB WOCKHARDT 325MG 50MG N77677
AB 650MG_100MG N77677
PROPOXYPHENE NAPSYLATE AND ACETAM NOPHEN
+ CORNERSTONE 325MG 100MG N76743
ACETAM NOPHEN;, TRAMADCL HYDROCHLCRI DE
TABLET; ORAL
TRAMADOL HYDROCHLORI DE_AND ACETAM NOPHEN
AB ALPHAPHARM 325MG 37. 5MG N77858
AB BARR 325MG 37. 5MG N76914
AB CARACO 325MG 37. 5MG N77184
AB KALI LABS 325MG 37. 5MG N76475
ULTRACET
AB + ORTHO MCNEIL JANSSEN 325M5 37. 5MG N21123
ACETAZOLAM DE
CAPSULE, EXTENDED RELEASE; ORAL
ACETAZOLAM DE
AB ZYDUS PHARMB USA | NC  500MG N40904
DI AMOX
AB + DURAVED PHARMS BARR  500MG N12945
TABLET; ORAL
ACETAZOLAM DE
AB LANNETT 250MG N84840

001
001

001

001
001
001
001

001
002
001

001
001
001
001
001

001
001
002
001
001
001
001
002

001

001
001
001
001

001

001

001

001

Aug
Mar

Sep

Jul
Jul

Sep

Jan
Feb
Jun
Aug
Feb
Jun
Jan
Dec
Feb
Feb
Jun

Mar
Mar

May

Sep
Jul

Apr

Aug

3-7 (of

02,
24,

23

18
30
16

02,
11,
28
02,
02,
12,
23,
19,
15,
12,
28,
16,
16,
16,

07,

26
26,
16
21,

15,

10

376)

2002
2000

1982

1989
2003
1996

2003

1987
2008
2004
1985
2001
1985
1986
1994
2001
1997
2005
2004
2007
2007

2004

2008
2006
2005
2005

2001

2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACETAZOLAM DE

TABLET; ORAL
ACETAZOLAM DE
AB MJTUAL PHARM
AB TARO
AB +
AB WATSON LABS

ACETAZOLAM DE SODI UM
| NJECTABLE; | NJECTI ON

ACETAZOLAM DE SODI UM

AP BEDFORD

AP HOSPI RA

AP X GEN PHARVB
DI AMDX

EQ 500MG BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 500M5 BASE/ VI AL

AP + DURAMED PHARMS BARR  EQ 500MG BASE/ VI AL

ACETI C ACI D, GLACI AL

SCLUTI ON; | RRI GATI ON, URETHRAL
ACETI C ACI D 0. 25% I N PLASTI C CONTAI NER

AT ~ B BRAWN 250MG 100M.
AT BAXTER HLTHCARE 250MG 100M.
AT HOSPIRA 250M3 100M.
SOLUTI OV DROPS;  OTI C

ACETASOL
AT~ ACTAVIS MD ATLANTIC 2%

ACETI C ACI D

NORTON GROVE 2%

AT TARO 2%
AT VINTAGE 2%

ACETI C ACI D, GLACI AL; ALUM NUM ACETATE

SCOLUTI ON/ DROPS; QT C

ACETI C ACID 2% | N AQUEQUS ALUM NUM ACETATE

+ BAUSCH AND LOVB

2% 0. 79%

ACETI C ACI D, GLACI AL; HYDROCORTI SONE

SCLUTI ON/ DROPS; QT C

ACETASOL HC
AT ACTAVI'S M D ATLANTIC 2% 1%
HYDROCORTI SONE_AND ACETI C ACI D
AT MORTON GROVE 2% 1%
AT TARO 2% 1%
AT VI NTAGE 2% 1%
VOSOL_HC
AT + H TECH PHARMA 2% 1%
ACETOHEXAM DE
TABLET; ORAL
ACETOHEXAM DE
WATSON LABS 250MG
+ 500M5
ACETOHYDROXAM C ACI D
TABLET; ORAL
LI THOSTAT
+ M SSI ON PHARMA 250M5

N40089
N40108
N40784

N09388

N40063

N87143

N40168
N88759
N40609

N12770

N71893
N71894

N18749

001
001
002
001

001
001
001

001

001
001
001

001

001
001
001

001

001

001
001
001

001

001
001

001

3-8 (of

Jun

May
Cct

Feb

Feb

Jul
Sep
Feb

Feb

Jan

Aug
Mar
Feb

22,
28,
28
22,

28
30
10

05

26,
06
24,

25

13
30

04,
06,

25
25

31,

376)

1988
1997
1997
1985

1995
1995
2008

1990

1982

1996
1984
2005

1994

1982

1996
1985
2006

1987
1987

1983



29TH EDI TI ON -

ACETYLCHOLI NE CHLORI DE

FOR SOLUTI ON, CPHTHALM C

M OCHOL- E
+ NOVARTI S

ACETYLCYSTEI NE

I NJECTABLE; | NTRAVENQUS

ACETADOTE
+ CUMBERLAND PHARMS

SOLUTI ON; | NHALATI ON, ORAL
ACETYLCYSTEI NE
AN BEDFORD
AN
AN HOSPI RA
AN
AN + LU TPOLD
AN +
ACI TRETI N

CAPSULE; ORAL

SORI ATANE
STI EFEL LABS | NC
+

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ACRI VASTI NE; PSEUDOCEPHEDRI NE HYDROCHLORI DE

CAPSULE; ORAL

SEMPREX- D
+ UCB INC
ACYCLOVI R
CAPSULE; ORAL
ACYCLOVI R
AB ACTAVI'S ELI ZABETH
AB APOTEX | NC
AB CLONMEL HLTHCARE
AB GENPHARM
AB | VAX PHARVS
AB RANBAXY
AB STASON
AB TEVA
AB WATSON LABS
ZOVI RAX
AB + GLAXCSM THKLI NE

AB
AB

AB

CREAM TOPI CAL

ZOVI RAX
+ GLAXOSM THKLI NE

O NTMENT; TOPI CAL

ZOVI RAX
+ GLAXOSM THKLI NE

SUSPENSI ON; ORAL

ACYCLOVI R
ACTAVI S M D ATLANTI C
H  TECH PHARVA

ZOVI RAX

+ GLAXOSM THKLI NE

TABLET; ORAL

ACYCLOVI R
ACTAVI S ELI ZABETH

APOTEX | NC

20M3 VI AL N20213
6GM 30M. (200M3 M.) N21539
10% N72323
20% N72324
10% N73664
20% N74037
10% N72489
20% N72547
10MG N19821
25MG NL9821
8MG, 60MG NL9806
200MG N74906
200MG N75677
200MG N74833
200MG N74977
200MG N74674
200MG N74975
200MG N75090
200MG N74578
200MG N75101
200MG N18828
5% N21478
5% NL8604
200M3/ 5M. N74738
200MG 5M. N77026
200M3 5M. NL9909
400MG N74870
800MG N74870
400MG N77309

001

001

001
001
001
001
001
001

001
002

001

001
001
001
001
001
001

001
001

001

001

001
001

001
001

002
001

3-9 (of

Sep

Jan

Apr
Apr
Aug
Aug
Jul
Jul

Cct
Cct

Aug
Sep
Apr
Apr
Apr
Sep
Jan
Apr
Apr

Jan

Apr

Jun

Jun
Jun
Sep

22,

23

30
30
30,
30,
28
28

28
28

25

26
28
22,
13,
22,
30
26,
22,
15,

25,

30,

29,

28,
07,

22,

05,

05
29,

376)

1993

2004

1992
1992
1994
1994
1995
1995

1996
1996

1994

1997
2005
1997
1998
1997
1998
1999
1997
1998

1985

2002

1982

1997
2005

1989
1997

1997
2005



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

ACYCLOVIR
TABLET; ORAL
ACYCLOVI R
AB ~ APOTEX INC
AB CARLSBAD
AB
AB CLONMEL HLTHCARE
AB
AB GENPHARM
AB
AB | VAX PHARVG
AB
AB RANBAXY
AB
AB TEVA
AB
ZOVI RAX
AB GLAXOSM THKLI NE
AB +

ACYCLOVI R SODI UM

I NJECTABLE; | NJECTI ON
ACYCLOVI R
AP TEVA PARENTERAL
ACYCLOVI R SODI UM

AP + ABRAXI'S PHARM
AP
AP BAXTER HLTHCARE
AP
AP BEDFORD
AP
AP HOSPI RA
AP
AP
AP TEVA PARENTERAL
AP
ZOVI RAX

GLAXCSM THKLI NE

AP +

ACYCLOVI R I N SODI UM CHLORI DE 0. 9% PRESERVATI VE FREE

+ BAXTER HLTHCARE

ACYCLOVI R SCDI UM
+ HOSPI RA

ADAPALENE

CREAM TOPI CAL
DI FFERI N
+ GALDERMA LABS LP

GEL; TOPI CAL

DI FFERIN

+ GALDERMA LABS LP
+

EQ 50M5 BASE/ ML

EQ 50M5 BASE/ ML
EQ 500M5 BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 50MG BASE/ M
EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 500M5 BASE/ VI AL
EQ 1GM BASE/ VI AL

EQ 25M5 BASE/ ML

0. 1%

0.1%
0. 3%

ADAPALENE; BENZOYL PEROXI DE

GEL; TOPI CAL
EPI DUO
+ GALDERMA LABS

0.1% 2. 5%

PRESCRI PTI ON DRUG PRODUCT LI ST

N77309
N75382
N75382
N74946
N74946
N74976
N74976
N74836
N74836

N20748

N22320

002
001
002
001
002
001
002
001
002
001
002
002
003

001
002

001

001
001

002
002
001
001
001
002
001
002

001
002

001
002

001

001

001
001

001

3-10 (of

Sep
Apr
Apr
Nov

Apr
Apr
Apr
Apr
Sep
Sep
Apr
Apr

Apr
Apr

Feb
Apr
Apr
Aug
Aug

Cct
Jun

May

Jun

29,
30
30
19,
19,
13
13,
22,
22,
30,
30,
22,
22,

30,
30

28

13,
30
15,
15
22,
22,
25,
22,
22,
26,
26,

22,
29,

19,
19,

22,

26

31,
19,

08

376)

2005
1999
1999
1997
1997
1998
1998
1997
1997
1998
1998
1997
1997

1991
1991

2001

1998
1998
1997
1997
1997
1997
1999
1997
1997
1997
1997

1982
1989

1997
1997

1997

2000

1996
2007

2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ADEFOVI R DI PI VOXI L

TABLET; ORAL
HEPSERA
+ G LEAD 10MG
ADENGCSI NE
| NJECTABLE; | NJECTI ON
ADENOCARD
AP + ASTELLAS 3ME M
ADENOS| NE
AP ABRAXI S PHARM 3ME M
AP AKORN 3ME M
AP BAXTER HLTHCARE 3ME M
AP 3ME M
AP BEDFORD 3ME M
AP GLAND PHARVA LTD 3ME M
AP TEVA PARENTERAL 3ME M
AP 3ME M
ADENOSCAN
+ ASTELLAS 3ME M
ALBENDAZCLE
TABLET; ORAL
ALBENZA
+  GLAXOSM THKLI NE 200MG
ALBUM N HUMAN
| NJECTABLE; | NJECTI ON
OPTI SON
+ GE HEALTHCARE 10M3 M

ALBUM N | ODI NATED 1-125 SERUM
I NJECTABLE; | NJECTI ON

JEANATOPE
| SO TEX 100UCI / 10M. (10UCI / M.)
500uCi / 0. SM.
+ 1, 000uGi / M.

ALBUM N | ODI NATED | -131 SERUM
I NJECTABLE; | NJECTI ON

MEGATOPE
+ 150 TEX 0.5nCi / VI AL
+ 1nGi / VI AL
ALBUTERCL
AEROSOL, METERED; | NHALATI ON
ALBUTEROL
+ ARVBTRONG PHARMS 0. 09MF | NH

ALBUTERCOL SULFATE

AERCSOL, METERED; | NHALATI ON
PROAI R HFA
BX + TEVA GLOBAL
PROVENTI L- HFA
BX + 3M EQ 0. 09MG BASE/ | NH
VENTCLI N HFA
BX + GLAXOSM THKLI NE

SOLUTI ON; | NHALATI ON
ACCUNEB
AN + DEY EQ 0. 021% BASE
AN + EQ 0. 042% BASE

EQ 0. 09MG BASE/ | NH

EQ 0. 09MG BASE/ | NH

N17836
N17836
N17836

N17837
N17837

N72273

N21457

N20503

N20983

N20949
N20949

001

002
001
001
001
001
001
001
001
001

001

001

001

003
001
002

001
002

001

001

001

001

002
001

3-11 (of

Sep

Apr
Jun
Jun
Jun
Jun

Jun
Jul

May

Jun

Jun

Aug

Apr
Apr

20

30,
27,
31,
16,
16,
16
14,

16
31,

18,

11,

31,

08

14,

29,

15

19,

30,
30,

376)

2002

1989

2005
2008
2004
2004
2004
2007
2004
2008

1995

1996

1997

2004

1996

2004
1996
2001

2001
2001



29TH EDI TI ON -

ALBUTERCOL SULFATE

AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN

AN
AN
AN
AN
AN

IZIZIBIZIZ

>
(o8}

AB
AB
AB

AB

AB

ALBUTERCL SULFATE;

SOLUTI ON; | NHALATI ON

ALBUTEROL SULFATE
ACTAVI S M D ATLANTI C
APOTEX | NC

+ BAUSCH AND LOVB
+

CARDI NAL HLTH 116
+ DEY
H TECH PHARNA

I VAX PHARMS
LANNETT
MORTON GROVE
NEPHRON

NOVEX
RXELI TE
WATSON LABS

SYRUP; ORAL

ALBUTEROL SULFATE
ACTAVI S M D ATLANTI C
H  TECH PHARVA
TEVA
VI NTAGE
VI STAPHARM

+

TABLET; ORAL

ALBUTEROL SULFATE
MJUTUAL PHARM

MYLAN

SANDCZ

WATSON LABS

TABLET, EXTENDED RELEASE

ALBUTEROL SULFATE
MYLAN

VOSPI RE ER
DAVA PHARMS | NC
+

EQ 2MG

2009 -

EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 5% BASE

EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 5% BASE

EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 083% BASE
EQ 0. 042% BASE
EQ 0. 083% BASE
EQ 0. 5% BASE

EQ 0. 5% BASE

EQ 0. 083% BASE
EQ 0. 021% BASE
EQ 0. 042% BASE

BASE/ 5ML

EQ 2MG

BASE/ 5ML

EQ 2MG

BASE/ 5ML

EQ 2MG

BASE/ 5ML

EQ 2MG

BASE/ 5ML

EQ 4MG

EQ 4MG

EQ 4MG

ORAL

EQ 4MG

EQ 4MG

EQ 2MG

BASE
BASE
BASE

EQ 2MG

BASE
BASE

EQ 2MG

BASE
BASE

EQ 2MG

BASE
BASE

EQ 8MG

BASE
BASE

EQ 8MG
| PRATROPI UM BROM DE

AN
AN

AN

AN

AN

AN

AN

AEROSCL, METERED

COMVBI VENT

+ BOEHRI NGER | NGELHEI M EQ 0. 09M5G BASE/ | NH; 0. 018M& | NH
SCLUTI ON; | NHALATI ON

I NHALATI ON

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ALBUTEROL SULFATE AND | PRATROPI UM BROM DE

APOTEX CORP
COBALT LABS I NC
| VAX PHARMS | NC
NEPHRON
SANDQZ
WATSON LABS
DUONEB
+ DEY

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

EQ 0. 083% BASE,; 0.

017%

N74454
N74749
N73419
N78105
N77788

N20291

001
001
001
001
001
001
001
001
001
001
001
001
001
001
001
001
001
002

001
001
001
001
001

002
001
002
001
001
001
001

002
001

002
003

001

001
001
001
001
001
001

001

Jan
Jan

Sep
Sep

3-12 (of

26

02,
29,
18

24,
21,
09,
15,
09,
16,
22,
28,
17,
26,
01,
04,
25,
25,

25
30
30
27,
26

05
05
17,
17,
05
05
28,

29,
29,

26
26

24,

31,
31,
31,
31,
21,
31,

21,

376)

1995
2007
2000
1998
2003
1992
1999
1998
1999
2008
1999
2004
1997
2001
2003
2006
2007
2007

1995
1998
1992
2006
2007

1989
1989
1991
1991
1989
1989
1991

2007
2007

2002
2002

1996

2007
2007
2007
2007
2006
2007

2001



29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

ALCLOVETASONE DI PROPI ONATE

CREAM TOPI CAL

ACLOVATE
AB + GLAXOSM THKLI NE 0. 05%
ALCLOVETASONE DI PROPI ONATE
AB ALTANA 0. 05%
AB TARO 0.05%
O NTMENT; TOPI CAL
ACLOVATE
AB + GLAXOSM THKLI NE 0. 05%
ALCLOVETASONE DI PROPI ONATE
AB ALTANA 0.05%
AB TARO 0.05%

ALCCHOL; DEXTROSE

I NJECTABLE

I NJECTI ON

ALCOHOL 5% AND DEXTROSE 5%

AP+

ALCOHOL 5% I N D5- W

B BRAUN

HOSPI RA

5M./ 100M.; 5GM 100M.

2009 -

APPROVED DRUG PRODUCTS LI ST

N18707

N76973
N76587

N04589

5M./ 100M.; 5GM 100M.

N83263

ALCOHOL 10% AND DEXTROSE 5%

+

ALENDRONATE SCDI UM

B BRAUN

SCLUTI ON; ORAL

+

FOSAVAX

MERCK

TABLET; ORAL

ALENDRONATE SODI UM

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

APOTEX

AUROBI NDO PHARNA

BARR

COBALT LABS I NC

DR REDDYS LABS LTD

GENPHARM ULC

MYLAN

SUN PHARM | NDS

TEVA PHARVS

WATSON LABS

10M./ 100M_; 5GM 100M.

EQ 70MG BASE/ 75M.

EQ 5MG BASE
EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 35MG BASE
EQ 40MG BASE
EQ 70MG BASE
EQ 5MG BASE

EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 5MG BASE

EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 5MG BASE

EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE
EQ 5MG BASE

EQ 10MG BASE
EQ 35MG BASE
EQ 40MG BASE
EQ 70MG BASE
EQ 5MG BASE

EQ 10MG BASE

NO4589

N21575

001

001
001

001

001
001

004
001

006

001

001
002
003
004
001
002
003
002
001
001
002
003
001
002
001
002
001
002
001
002
003
004
001
002
003
004
001
002
003
004
005
001
002

3-13 (of

Jul
Sep

Jul
Jul

Sep

Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Feb
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Aug
Sep
Sep
Sep
Sep
Feb
Feb
Feb
Feb
Feb
Aug
Aug

14,

12,
15,

14,

18
29,

04,
04,
04,
04,
04,
04,
04,
04,
06,
04,
04,
04,
04,
04,
04,
04,
04,
04,
04,
04,
04,
04,
10,
10,
10,

06
06
06
06
06
04,
04,

376)

1982

2005
2005

1982

2005
2004

2003

2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

ALENDRONATE SCDI UM

AB
AB

AB

AB
AB
AB
AB
AB

TABLET; ORAL

ALENDRONATE SODI UM
WATSON LABS

FOSAVAX
MERCK AND CO | NC

+

EQ 35MG BASE
EQ 40MG BASE
EQ 70MG BASE

EQ 5MG BASE
EQ 10MG BASE
EQ 35MG BASE
EQ 40MG BASE
EQ 70MG BASE

ALENDRONATE SCODI UM CHOLECALCI FEROL

ALFENTANI L HYDROCHLORI DE

TABLET; ORAL

FOSAMAX PLUS D
MERCK
+

ALFUZOSI N HYDROCHLCRI DE

I NJECTABLE

ALFENTA

+ AKORN

ALFENTANI L
HOSPI RA

I NJECTI ON

TABLET, EXTENDED RELEASE

UROXATRAL

+ SANOFI AVENTI S US

ALGLUCERASE

ALI SKI REN HEM FUVARATE

I NJECTABLE

CEREDASE
+  GENZYME

I NJECTI ON

TABLET; ORAL

TEKTURNA
NOVARTI S
+

EQ 70MG BASE; 2, 800 1U
EQ 70MG BASE; 5, 600 1U

EQ 0. 5M5 BASE/ M

EQ 0. 5M5 BASE/ M

ORAL

10MG

80 UNI TS/ M.

EQ 150M5 BASE
EQ 300M5 BASE

AL| SKI REN HEM FUMARATE; HYDROCHLCROTHI AZI DE

TABLET; ORAL

TEKTURNA HCT
NOVARTI S

+

ALI TRETI NO N

GEL; TOPI CAL

PANRETI N
+ EI SAl MEDCL RES

ALLOPURI NOL

AB
AB
AB

TABLET; ORAL

ALLOPURI NOL
APOTEX | NC

CARACO

EQ 150MG BASE; 12. 5MG
EQ 150MG BASE; 25MG
EQ 300MG BASE; 12. 5MG
EQ 300MG BASE; 25MG

EQ 0. 1% BASE

100MG
300MG
100MG

PRESCRI PTI ON DRUG PRODUCT LI ST

N21762
N21762

N19353

N75221

N21287

N20057

N21985
N21985

N22107
N22107
N22107
N22107

N20886

N77353
N77353
N78390

003
004
005

003
001
004
002
005

001
002

001

001

001

003

001
002

001
002
003
004

001

001
002
001

3-14 (of

Aug
Aug
Aug

Apr
Sep
Cct
Sep
Cct

Apr
Apr

Jun

Jan
Jan
Jan
Jan

Feb

Sep
Sep
Aug

04,
04,
04,

25,
29,
20
29,
20

07,
26

29,

28,

12,

05

05
05

18
18
18
18

02,

08
08,
30

376)

2008
2008
2008

1997
1995
2000
1995
2000

2005
2007

1986

1999

2003

1991

2007
2007

2008
2008
2008
2008

1999

2005
2005
2007



29TH EDI TI ON -

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

ALLOPURI NOL
TABLET; ORAL

ALLOPURI NOL
AB CARACO
AB MUTUAL PHARM
AB
AB MYLAN
AB
AB NORTHSTAR HLTHCARE
AB
AB SANDOZ
AB
AB  VINTAGE PHARNVB
AB
AB WATSON LABS
AB

LOPURI N
AB DR REDDYS LA
AB

ZYLOPRIM
AB PROVETHEUS LABS
AB +

ALLOPURI NOL SCDI UM

I NJECTABLE; | NJECTI ON
ALLOPURI NOL SODI UM
BEDFORD LABS

ALCPRI M
+ Bl ONI CHE PHARMA

AP

AP

ALMOTRI PTAN MALATE

TABLET; ORAL
AXERT
ORTHO MCNEI L JANSSEN

+

ALOSETRON HYDROCHLORI DE

TABLET; ORAL
LOTRONEX
PROVETHEUS LABS

+

ALPHA- TOCOPHERCL ACETATE;

300M5 N78390 002
100MG N71449 001
300MG N71450 001
100MG NL8659 001
300MG NL8659 002
100MG N78253 001
300M5 N78253 002
100MG N70268 001
300MG N70269 001
100MG N75798 001
300MG N75798 002
100MG NL8832 002
300MG NL8877 001
100MG N71586 001
300MG N71587 001
100MG NL6084 001
300MG NL6084 002
EQ 500MG BASE/ VI AL N76870 001
EQ 500MG BASE/ VI AL N20298 001
EQ 6. 25MG BASE N21001 001
EQ 12. 5MG BASE N21001 002
EQ 0. 5MG BASE N21107 002
EQ 1MG BASE N21107 001

Aug
Jan
Jan
Cct
Cct
Sep
Sep
Dec
Dec
Jun
Jun
Sep
Sep

Apr
Apr

Aug

May

Dec
Feb

3-15 (of

30

09,
09,
24,
24,
11,
11,
31,
31,
27,
27,
28,
28,

02,
02,

26

17,

07,
07,

23
09,

ASCORBI C ACI D, BIOTIN, CHOLECALCI FERCL; CYANOCOBALAM N,

376)

2007
1987
1987
1986
1986
2007
2007
1985
1985
2003
2003
1984
1984

1987
1987

2004

1996

2001
2001

2003
2000

DEXPANTHENCL; FOLIC ACID; N ACI NAM DE; PYRI DOXI NE HYDROCHLORI DE; RI BOFLAVI N

PHCSPHATE SODI UM THI AM NE HYDROCCHLORI DE; VI TAM N A PALM TATE; VITAM N K

I NJECTABLE; | NJECTI ON
I NFUVI TE ADULT

+ SANDOZ

I NJECTABLE; 1V (I NFUSI ON)
I NFUVI TE ADULT

+ SANDOZ

ALPRAZCOLAM

CONCENTRATE; ORAL

ALPRAZOLAM

+ ROXANE

N21163 001
M& M.; 120UGM M.; 8ME M.; 1
M.; 1. 2M& M.; 660

N21559 001
; 3ME ML; 120UGM ML; 8ME ML; 1
. 72ME ML 1. 2MA ML 660

M

1ME Mo N74312 001

May

Jun

Cct

18

16

31,

2000

2003

1993



29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

ALPRAZOLAM

AB
AB

AB

AB

AB

AB
AB

AB

AB

AB
AB
AB
AB
AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB
AB
AB

AB

AB

AB
AB
AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

TABLET; ORAL

ALPRAZOLAM
ACTAVI S ELI ZABETH

ALPHAPHARM

APOTEX | NC

DAVA I NTL I NC

MYLAN

SANDOZ

VI NTAGE

XANAX
PHARVACI A AND UPJOHN

TABLET, EXTENDED RELEASE

ALPRAZOLAM
ACTAVI S ELI ZABETH

AVNEAL PHARMS NY

APOTEX | NC

BARR

COREPHARVA

I MPAX LABS

MYLAN

0. 25MG

IVG
2MG

0. 25M3
0.5MG

5

2MG
0. 25MG
0.5MG
1IMG
2MG

0. 25MG

0. 25MG

0. 25MG

0. 5MG
MG
2MG
3MG
0.5MG
MG
2MG
3MG
0.5MG
2MG
3VG
0.5MG
MG
2MG
3MG
0.5MG
MG
2MG
3MG
0.5MG
MG
2MG
3VG
0.5MG
MG

2009 - APPROVED DRUG PRODUCTS LI ST

N78449
N78449
N77725
N77725
N77725

001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
001
001
002
003
004

001
002
003
004

001
002
003
004
001
002

004
001
002
003
001
002
004
003
001
002
003
004
004
003
002
001
002
003

Cct
Cct
Cct
Cct
Cct
Cct
Cct
May
Jan
Jan
Jan
Jan

Sep

Feb
Feb
Feb
Feb

3-16 (of

31,
31,
31,
31,
19,
19,
19,
07,
19,
19,
19,
19,
19,
19,
19,
19,
27,
27,
27,
27,
29,
29,
29,
25,
25,

25
12,

27,

13,
13,
13,
13,
30
30
30,
30,
12,
12,
12,
31,
31,
31,
31,
31,
31,
31,
31,
24,
24,
24,
24,
26,
26,

376)

1993
1993
1993
1993
1993
1993
1993
1997
2007
2007
2007
2007
1993
1993
1993
1993
1994
1994
1994
1994
1995
1995
1995
1998
2008
2008
2008
2008

1985

2007
2007
2007
2007
2008
2008
2008
2008
2008
2008
2008
2006
2006
2006
2006
2007
2007
2007
2007
2007
2007
2007
2007
2006
2006



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-17 (of 376)
ALPRAZOLAM
TABLET, EXTENDED RELEASE; ORAL
ALPRAZOLAM
AB MYLAN 2M3 N77391 004  Jan 26, 2006
AB 3MG N77391 001  Jan 26, 2006
AB SANDOZ 0.5M5 N77777 001  Jun 30, 2006
AB 1MG N77777 002  Jun 30, 2006
AB 2MG N77777 003  Jun 30, 2006
AB 3MG N77777 004  Jun 30, 2006
AB TEVA PHARMS 0.5M5 N77979 001  Feb 28, 2007
AB 1MG N77979 002  Feb 28, 2007
AB 2MG N77979 003  Feb 28, 2007
AB 3MG N77979 004  Feb 28, 2007
AB VI NTAGE 0.5M5 N78442 001  Qct 15, 2007
AB 1MG N78442 002  Cct 15, 2007
AB 2MG N78442 003  Oct 15, 2007
AB 3MG N78442 004  Cct 15, 2007
AB ZYDUS PHARVB USA INC 0.5MG N78489 001  Cct 17, 2008
AB 1MG N78489 002  Oct 17, 2008
AB 2MG N78489 003  Oct 17, 2008
AB 3MVG N78489 004  Cct 17, 2008
XANAX XR
AB PHARMACI A AND UPJOHN 0. 5MG N21434 001  Jan 17, 2003
AB MG N21434 002  Jan 17, 2003
AB 2MG N21434 003  Jan 17, 2003
AB + 3MG N21434 004  Jan 17, 2003
TABLET, ORALLY DI SI NTEGRATING ORAL
ALPRAZOLAM
AB KALI LABS 0. 25MG N78088 001  Jan 09, 2009
AB 0.5MG N78088 002  Jan 09, 2009
AB 1MG N78088 003  Jan 09, 2009
AB 2MG N78088 004  Jan 09, 2009
NI RAVAM
AB SCHWARZ PHARMA 0. 25MG N21726 001  Jan 19, 2005
AB 0.5M5 N21726 002  Jan 19, 2005
AB + 1MG N21726 003  Jan 19, 2005
AB 2VG N21726 004  Jan 19, 2005
ALPROGSTADI L
| NDECTABLE; | NJECTI ON
ALPROSTADI L
AP BEDFORD 0.5M3F ML N74815 001  Jan 20, 1998
AP TEVA PARENTERAL 0. 5My M N75196 001  Apr 30, 1999
CAVERJECT
AP PHARMACI A AND UPJOHN 0. 01MZ VI AL N20379 001  Jul 06, 1995
AP + 0. 02M3 VI AL N20379 002  Jul 06, 1995
AP + 0. 04M3 VI AL N20379 004  May 19, 1997
EDEX
AP SCHWARZ PHARMA 0. 01M3 VI AL N20649 002  Jun 12, 1997
AP 0. 02M3 VI AL N20649 003  Jun 12, 1997
AP + 0. 04M3 VI AL N20649 004  Jun 12, 1997
PROSTI N VR PEDI ATRI C
AP + PHARMACI A AND UPJOHN 0.5M3 M. NL8484 001
CAVERJECT
PHARMACI A AND UPJOHN 0. 005ME VI AL N20379 003  Jun 27, 1996
CAVERJECT | MPULSE
PHARMACI A AND UPJOHN 0. 01MJ VI AL N21212 001  Jun 11, 2002
0. 02M3 VI AL N21212 002  Jun 11, 2002
EDEX
+ SCHWARZ PHARMA 0. 01M¥ VI AL N20649 005  Jul 30, 1998
+ 0. 02M¥ VI AL N20649 006  Jul 30, 1998

+ 0. 04M3 VI AL N20649 007 Jul 30, 1998



29TH EDI TI ON -

ALPROSTADI L

SUPPGSI TORY; URETHRAL
MJUSE
VI VUS

+

ALTRETAM NE

CAPSULE; ORAL
HEXALEN
+ EI SAl MEDCL RES
ALVI MOPAN

CAPSULE; ORAL
ENTEREG
+ ADOLOR
ANVANTADI NE HYDROCHL ORI DE

CAPSULE; ORAL

0. 125M5
0. 25MG
0. 5MG
IMG

50MG

12MG

AVANTADI NE HYDROCHL ORI DE

AB ACTAVI S TOTOWA 100MG
AB BANNER PHARVACAPS 100MG
AB SANDCZ 100MG
AB + USL PHARMA 100MG
SYRUP; ORAL
AMANTADI NE_HYDROCHL ORI DE
AA + CAROLI NA MEDCL 50M3 5M.
AA + H TECH PHARVA 50M3 5M.
AA + M KART 50M3 5M.
_ MORTON GROVE 50Ma 5M.
AA + PHARM ASSCC 50MF 5M_
AA +  SILARX SOM& SM
AA + VINTAGE 50MF 5M
TABLET; ORAL
AVANTADI NE_HYDROCHLORI DE
AB USL PHARVA 100MG
SYMVETREL
AB + ENDO PHARMS 100MG
AVBENONI UM CHLCRI DE
TABLET; ORAL
MYTELASE
+ SANOFI AVENTIS US 10MG
AVBRI SENTAN
TABLET; ORAL
LETAIRI S
G LEAD 5MG
+ 10MG
AMCI NONI DE
CREAM TOPI CAL
AMCI NONI DE
AB + ALTANA 0.1%
AB TARO PHARM | NDS 0.1%
LOTI ON; TOPI CAL
AMCI NONI DE
+ ALTANA 0. 1%

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N20700
N20700
N20700
N20700

N21775

N76065
N76229

N76329

001
002
003
004

001

001

001
001
001
001

001
001
001
001
001
001

001

001

002

001
002

001
001

001

May

Feb
May
Feb
Aug

Sep
Cct
Jun
Dec
Jul

Sep
Dec

Jun
Jun

3-18 (of

19,
19,
19,
19,

26

20

23
29,
18,
05

11,
28,
28
24,
17,
10
12,

16

15
15

15
31,

06

376)

1996
1996
1996
1996

1990

2008

2006
2008
1987
1986

2002
1994
1993
1998
1995
2004
2006

2002

2007
2007

2003
2002

2002



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AMCI NONI DE
O NTMENT; TOPI CAL
AMCI NONI DE
AB + ALTANA
AB TARO PHARM | NDS
AM FOSTI NE
| NJECTABLE; | NJECTI ON
AM FOSTI NE
AP SUN PHARM | NDS
ETHYOL

AP + MEDI MMUNE

AM KACI N SULFATE

I NJECTABLE; | NJECTI ON
AM KACI N SULFATE

BEDFORD
AP+
AP HOSPI RA
AP
AP TEVA PARENTERAL
AM KACI N SULFATE
HOSPI RA

AM KACI N SULFATE I N SODI UM CHLORI DE 0. 9% I N PLASTI C CONTAI NER
EQ 500M5 BASE/ 100M-

HOSPI RA

AM LORI DE HYDROCHLORI DE

TABLET; ORAL
AM LORI DE HYDROCHLORI DE
+ PAR PHARM

AM LORI DE HYDROCHLCORI DE; HYDROCHLOROTHI AZI DE

500M5 VI AL

500ME VI AL

EQ 50M5 BASE/ ML

EQ 250MG BASE/ M

EQ 50M5 BASE/ ML

EQ 250MG BASE/ M

EQ 250M5 BASE/ ML

EQ 62. 5MG BASE/ M.

5MG

TABLET; ORAL

AM LORI DE HYDROCHLORI DE_ AND HYDROCHLOROTHI AZI DE

AB BARR
AB + MYLAN
AB SANDCZ

AM NO ACI DS

| NJECTABLE; | NJECTI ON

AM NOSYN 10%
HOSPI RA

AM NCSYN 10% ( PH6)
HOSPI RA

AM NOSYN 3. 5%
HOSPI RA

AM NOSYN 5%
HOSPI RA

AM NOSYN 7%
HOSPI RA

AM NOSYN 7% ( PH6)
HOSPI RA

AM NOSYN 8. 5%
HOSPI RA

AM NCSYN 8. 5% ( PH6)
HOSPI RA

AM NOSYN |1 10%
HOSPI RA

EQ 5MG ANHYDROUS; 50MG

EQ 5MG ANHYDROUS; 50MG

EQ 5MG ANHYDROUS; 50MG

10% ( 10GM 100M.)

10% ( 10GM 100M.)

3. 5% (3. 5GM 100M.)

5% (5GM 100M.)
7% (7GM 100M.)

7% (7GM 100M.)

8. 5% (8. 5GM 100M.)

8. 5% (8. 5GM 100M.)

10% ( 10GM 100M.)

AM NOSYN 11 10% I N PLASTI C CONTAI NER

HOSPI RA

10% ( 10GM 100M.)

N70346

N17673

N17673

N17789

N17673

N17673

N17673

N17673

N17673

N19438

N20015

001
001

001

001

001
001
001
001
002

001

001

001

001
001
001

003
008
004
001
002
006
004
007
005

001

3-19 (of

Apr
Apr
Nov

Sep

Jan

May
Cet

19,
19,

14,

08,

11,
11,
30,
30,
28,
31,

02,

22,

10,
31,
27,

18,

18,

18,

03,

19,

376)

2002
2003

2008

1995

1994
1994
1994
1994
1993

1994

1997

1986

1988
1991
1991

1985

1985

1985
1986

1991



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AM NO ACI DS

I NJECTABLE; | NJECTI ON
AM NOSYN || 15% I N PLASTI C CONTAI NER

HOSPI RA 15% ( 15GM 100M.)
AM NOSYN 11 7%

HOSPI RA 7% (7GM 100M.)
AM NOSYN |1 8.5%

HOSPI RA 8. 5% (8. 5GM 100M.)
AM NOSYN- HBC 7%

HOSPI RA 7% (7GM 100M.)
AM NOSYN- HE 8%

HOSPI RA 8% (8GM 100M.)
AM NOSYN- PF 10%

HOSPI RA 10% ( 10GM 100M.)
AM NOSYN- PF 7%

HOSPI RA 7% (7GM 100M.)
AM NOSYN- RF 5. 2%

HOSPI RA 5. 2% (5. 2GM 100M.)

BRANCHAM N 4% | N PLASTI C CONTAI NER
BAXTER HLTHCARE 4% (4GM 100M.)

CLI NI SOL 15% SULFI TE FREE | N PLASTI C CONTAI NER

CLI NTEC NUTR
FREAM NE HBC 6. 9%

15% ( 15GM 100M.)

B BRAUN 6. 9% (6. 9GM 100M.)
FREAM NE 111 10%

B BRAUN 10% ( 10GM 100M.)
FREAM NE 111 8.5%

B BRAUN 8. 5% (8. 5GM 100M.)
HEPATAM NE 8%

B BRAUN 8% ( 8GM 100M.)

HEPATASOL 8%
BAXTER HLTHCARE
NEPHRAM NE 5. 4%
B BRAUN 5.4% (5. 4GV 100M.)
NOVAM NE 11. 4%

8% (8GM 100M.)

+ HOSPI RA 11. 4% (11. 4GV 100M.)

NOVAM NE 15%
+ HOSPI RA 15% ( 15GM 100M.)
PREMASOL 109% | N PLASTI C CONTAI NER
BAXTER HLTHCARE 10% ( 10GM 100M.)
PREMASOL 6% | N PLASTI C CONTAI NER
BAXTER HLTHCARE 6% ( 6GM 100M.)

PROSCL 20% SULFI TE FREE | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE
RENAM N W O ELECTROLYTES

BAXTER HLTHCARE 6. 5% (6. 5GM 100M.)
TRAVASOL 10% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 10% ( 10M& 100M.)
TRAVASOL 10% W O ELECTROLYTES

BAXTER HLTHCARE 10% ( 10GM 100M.)
TRAVASOL 5. 5% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 5. 5% (5. 5GM 100M.)
TRAVASOL 5. 5% W O ELECTROLYTES

BAXTER HLTHCARE 5. 5% (5. 5GM 100M.)
TRAVASOL 8.5% I N PLASTI C CONTAI NER

BAXTER HLTHCARE 8. 5% (8. 5GM 100M.)
TRAVASOL 8. 5% W O ELECTROLYTES

BAXTER HLTHCARE 8. 5% (8. 5GM 100M.)
TROPHAM NE
+ B BRAWN 6% (6GM 100M.)

20% ( 20GM 100M.)

N20041

N19438

N19438

N19374

N20345

N19492

N19398

N18429

N18684

N20512

N16822

N16822

N16822

N18676

N20360

N17766

N17957

N17957

N75880

N75880

N20849

N17493

N18931

N17493

N18931

N17493

N18931

N17493

N19018

001

003

004

001

001

002

001

001

001

001

006

005

004

001

001

001

003

004

002

001

001

007

003

006

001

004

002

005

001

3-20 (of

Sep

Sep

Aug

May

Aug

Jun

Jun

Aug

Aug

Aug

Aug

Jul

19,

03,

03,

12,

04,

17,

06,

28,

30,

17,

03,

04,

09,

28,

19,

19,

26,

15,

23,

23,

23,

20,

376)

1991
1986
1986
1985
1996
1986

1985

1984
1996

1983

1982

1996

1982
1986
2003
2003
1998
1982

1984

1984

1984

1984



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-21 (of
AM NO ACI DS
| NJECTABLE; | NJECTI ON
TROPHAM NE 10%
+ B BRAUN 10% (10GV 100M.) NL19018 003  Sep 07,

AM NO ACI DS; CALCI UM ACETATE; GLYCERI N, MAGNESI UM ACETATE; PHOSPHORI C ACI D;
POTASSI UM CHLORI DE; SCDI UM ACETATE; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON

PROCALAM NE
B BRAUN 3% 26M& 100M.; 3GM 100M; 54M& 100M.; 41MG  N18582 001 May 08,
/100M.; 150MF 100M.; 200M¥ 100M.; 120M¥ 10
oM

AM NO ACI DS; CALCI UM CHLORI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE;

POTASSI UM PHOSPHATE, DI BASI C; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
AM NOSYN 11 3.5% W ELECTROLYTES | N DEXTROSE 25% W CALCI UM I N PLASTI C CONTAI NER
HOSPI RA 3. 5% 36. 8M& 100M.; 25GM 100M.; 51M5 100M.  N19683 001 Nov 07,
; 22. 4AME 100M.; 261M¥ 100M.; 205MF 100M-
AM NOSYN || 4.25% W ELECTROLYTES | N DEXTROSE 20% W CALCI UM I N PLASTI C CONTAI NER
HOSPI RA 4.25% 36. 8M& 100M.; 20GM 100M.; 51M& 100M N19683 002 Nov 07,
L; 22. 4M& 100M.; 261M5 100M; 205M5 100M-
AM NOSYN |11 4.25% W ELECTROLYTES | N DEXTROSE 25% W CALCI UM I N PLASTI C CONTAI NER

HOSPI RA 4.25% 36. 8M& 100M.; 25GM 100M.; 51M& 100M  N19683 003 Nov 07,
L; 22. 4M5 100M; 261M5 100M.; 205M5 100M-

AM NO ACI DS; CALCI UM CHLCRI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM PHOSPHATE,

376)

1988

1982

1988

1988

1988

DI BASI C; SODI UM ACETATE; SODI UM CHLORI DE
I NJECTABLE; | NJECTI ON

CLINNM X E 2.75/10 SULFI TE-FREE W ELECT | N DEXTROSE 10% W CALCI UM | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 2. 75% 33M& 100M.; 10GM 100M.; 51M& 100M.; N20678 002 Mar 26,
261M5 100M-; 217M5 100M-; 112M5 100ML

1997

CLINFM X E 2.75/25 SULFI TE-FREE W ELECT | N DEXTROSE 25% W CALCI UM | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 2.75% 33M& 100M.; 25GM 100M.; 51M5 100M; N20678 005 Mar 26,
261M5 100M-; 217M5 100M-; 112M5 100M-
CLINNM X E 2.75/5 SULFI TE-FREE W ELECT | N DEXTROSE 5% W CALClI UM I N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 2.75% 33M& 100M.; 5GM 100M.; 51M& 100M-; 2 N20678 001 Mar 26,
61M& 100M; 217M& 100M; 112M& 100M-

1997

1997

CLINIM X E 4. 25/10 SULFI TE-FREE W ELECT | N DEXTROSE 10% W CALCI UM | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 4.25% 33M& 100M.; 10GM 100M.; 51MF 100M; N20678 009 Mar 26,
261ME 100M-; 297M¥ 100M; 77M& 100M-

1997

CLINIM X E 4. 25/20 SULFI TE-FREE W ELECT | N DEXTROSE 20% W CALCI UM | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 4. 25% 33M& 100M.; 20GM 100M.; 51M& 100M.; N20678 011 Mar 26,
261MF 100M.; 297M& 100M.; 77M5 100M-

1997

CLINIM X E 4. 25/ 25 SULFI TE-FREE W ELECT | N DEXTROSE 25% W CALCI UM | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 4. 25% 33M& 100M.; 25GM 100M-; 51M& 100M.; N20678 012 Mar 26,
261M5 100M-; 297M& 100M.; 77ME 100ML
CLINFM X E 4.25/5 SULFI TE-FREE W ELECT | N DEXTROSE 5% W CALClI UM I N PLASTI C CONTAI NER
+ BAXTER HLTHCARE 4. 25% 33M& 100M.; 5GM 100M.; 51M& 100M.; 2 N20678 008 Mar 26,
61M5 100M-; 297M& 100M.; 77M5 100ML
CLINIM X E 5/10 SULFI TE-FREE W ELECT | N DEXTROSE 10% W CALCI UM I N PLASTI C CONTAI NER
+ BAXTER HLTHCARE 5% 33M& 100M.; 10GM 100M.; 51M& 100M.; 261 N20678 016 Mar 26,
MZ 100M.; 340M& 100M.; 59M5 100M-
CLINIM X E 5/15 SULFI TE-FREE W ELECT | N DEXTROSE 15% W CALCI UM I N PLASTI C CONTAI NER
+ BAXTER HLTHCARE 5% 33M& 100M.; 15GM 100M.; 51M& 100M-; 261 N20678 017 Mar 26,
M& 100M.; 340M% 100M; 59M& 100M-
CLINIM X E 5/20 SULFI TE-FREE W ELECT I N 20% DEXTROSE W CALCI UM I N PLASTI C CONTAI NER
+ BAXTER HLTHCARE 5% 33M& 100M.; 20GM 100M.; 51M& 100M-; 261 N20678 018 Mar 26,
M& 100M.; 340M% 100M-; 59M& 100M-
CLINFM X E 5/25 SULFI TE-FREE W ELECT I N DEXTROSE 25% W CALCI UM I N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 5% 33M& 100M.; 25GM 100M_; 51M& 100M; 261  N20678 019 Mar 26,
M& 100M.; 340M& 100M.; 59MF 100M.

1997

1997

1997

1997

1997

1997



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-22 (of

AM NO ACI DS; CALCI UM CHLCRI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM PHOSPHATE,

376)

DI BASI C; SODI UM ACETATE; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
CLINIM X E 5/35 SULFI TE-FREE W ELECT | N DEXTROSE 35% W CALCI UM I N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 5% 33M& 100M.; 35GM 100M.; 51M& 100M.; 261  N20678 021 Mar 26,
MZ 100M.; 340M& 100M.; 59M& 100M-

AM NO ACI DS; DEXTROSE

I NJECTABLE; | NJECTI ON
AM NOSYN 11 3.5% I N DEXTROSE 25% I N PLASTI C CONTAI NER

HOSPI RA 3. 5% 25GM 100ML N19681 001 Nov 01,
AM NOSYN 11 3.5% I N DEXTROSE 5% I N PLASTI C CONTAI NER

HOSPI RA 3. 5% 5GV 100M. N19681 002 Nov 01,
AM NOSYN 11 4.25% I N DEXTROSE 10% I N PLASTI C CONTAI NER

HOSPI RA 4.25% 10GM 100M- N19681 004 Nov 01,
AM NOSYN || 4. 25% | N DEXTROSE 20% | N PLASTI C CONTAI NER

HOSPI RA 4.25% 20GM 100M- N19681 005 Nov 01,
AM NOSYN || 4. 25% | N DEXTROSE 25% | N PLASTI C CONTAI NER

HOSPI RA 4.25% 25GM 100M- N19681 003 Nov 01,
AM NOSYN 11 5% I N DEXTROSE 25% I N PLASTI C CONTAI NER

HOSPI RA 5% 25GM 100ML N19681 006 Nov 01,
CLINIM X 2.75/10 SULFI TE FREE | N DEXTROSE 10% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 2.75% 10GV 100M- N20734 002 Sep 29,
CLINIM X 2.75/25 SULFI TE FREE | N DEXTROSE 25% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 2. 75% 25GV 100M- N20734 005 Sep 29,
CLINIM X 2.75/5 SULFI TE FREE | N DEXTROSE 5% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 2.75% 5GM 100ML N20734 001 Sep 29,
CLINIM X 4.25/10 SULFI TE FREE | N DEXTROSE 10% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 4.25% 10GM 100M- N20734 008 Sep 29,
CLINIM X 4.25/20 SULFI TE FREE | N DEXTROSE 20% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 4.25% 20GM 100M- N20734 010 Sep 29,
CLINIM X 4.25/25 SULFI TE FREE | N DEXTROSE 25% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 4.25% 25GM 100M- N20734 011 Sep 29,
CLINIM X 4.25/5 SULFI TE FREE | N DEXTROSE 5% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 4.25% 5GM 100M- N20734 007 Sep 29,
CLINIM X 5/10 SULFI TE FREE | N DEXTROSE 10% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 5% 10GM 100ML N20734 014 Sep 29,
CLINIM X 5/ 15 SULFI TE FREE | N DEXTROSE 15% I N PLASTI C CONTAI NER

BAXTER HLTHCARE 5% 15GM 100ML N20734 015 Sep 29,
CLINIM X 5/ 20 SULFI TE FREE | N DEXTROSE 20% I N PLASTI C CONTAI NER

BAXTER HLTHCARE 5% 20GM 100ML N20734 016 Sep 29,
CLINIM X 5/ 25 SULFI TE FREE | N DEXTROSE 25% I N PLASTI C CONTAI NER

BAXTER HLTHCARE 5% 25GM 100M- N20734 017 Sep 29,
CLINIM X 5/35 SULFI TE FREE | N DEXTROSE 35% | N PLASTI C CONTAI NER

BAXTER HLTHCARE 5% 35GM 100M- N20734 018 Sep 29,

AM NO ACI DS; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM CHLCRI DE; SODI UM CHLORI DE;
SODI UM PHOSPHATE, DI BASI C, HEPTAHYDRATE

I NJECTABLE; | NJECTI ON
AM NOSYN 11 3.5% M I N DEXTROSE 5% I N PLASTI C CONTAI NER
HOSPI RA 3. 5% 5GV 100M.; 30M& 100M.; 97M¥ 100M.; 12  N19682 001 Nov 01,
OMZ 100M; 49. 3M& 100ML
AM NOSYN 11 4.25% M I N DEXTROSE 10% I N PLASTI C CONTAI NER

HOSPI RA 4.25% 5GM 100M.; 30M& 100M.; 97M& 100M_; 1 N19682 002 Nov 01,
20M& 100M-; 49. 3ME 100M-

1997

1988

1988

1988

1988

1988

1988

1997

1997

1997

1997

1997

1997

1997

1997

1997

1997

1997

1997

1988

1988



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-23 (of 376)

AM NO ACI DS; MAGNESI UM ACETATE; PHOSPHCORI C ACI D; POTASSI UM ACETATE; POTASSI UM
CHLORI DE; SCDI UM ACETATE

I NJECTABLE; | NJECTI ON

FREAM NE Il 8.5% W ELECTROLYTES

B BRAUN 8.5% 110M& 100M.; 230M& 100M.; 10M& 100M-  N16822 007 Jul 01, 1988
; 440M& 100M.; 690MF 100M-

AM NO ACI DS; MAGNESI UM ACETATE; PHOSPHORI C ACI D, POTASSI UM ACETATE; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
AM NOSYN 3. 5% M

HOSPI RA 3.5% 21M5 100M.; 40M& 100M.; 128M& 100M.; N17789 003
234M5 100M-

AM NO ACI DS; MAGNESI UM ACETATE; PHOSPHORI C ACI D; POTASSI UM CHLORI DE; SODI UM ACETATE;
SCDI UM CHLCRI DE

I NJECTABLE; | NJECTI ON

FREAM NE 111 3% W ELECTROLYTES

B BRAUN 3% 54M5 100M.; 40M& 100M.; 150M& 100M-; 20 N16822 003
OMZ 100M-; 120M& 100M-

AM NO ACI DS; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE; POTASSI UM PHOSPHATE, DI BASI C;
SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
AM NOSYN 11 10% W ELECTROLYTES

HOSPI RA 10% 102M& 100M.; 45M& 100M.; 522M5 100M_; N19437 004 Apr 03, 1986
410M& 100M-
AM NOSYN 11 8.5% W ELECTROLYTES
HOSPI RA 8. 5% 102M& 100M.; 45M& 100M.; 522M5 100M-  N19437 005 Apr 03, 1986
; 410M& 100M-

AM NO ACI DS; MAGNESI UM CHLORI DE; POTASSI UM PHOSPHATE, DI BASI C, SODI UM ACETATE;
SODI UM CHLCRI DE

I NJECTABLE; | NJECTI ON
TRAVASOL 3.5% SULFI TE FREE W ELECTROLYTES | N PLASTI C CONTAI NER

BAXTER HLTHCARE 3.5% 51M% 100M; 131M& 100M.; 218M5 100M- N20177 001 Cct 23, 1995
; 35M& 100M.
TRAVASOL 3.5% W ELECTROLYTES
BAXTER HLTHCARE 3.5% 51M5 100M.; 131M& 100M.; 218M5 100M. N17493 003
; 35M& 100M.
TRAVASOL 5.5% SULFI TE FREE W ELECTROLYTES | N PLASTI C CONTAI NER
BAXTER HLTHCARE 5.5% 102M& 100M; 522M& 100M.; 431M& 100M  N20173 001 Cct 27, 1995

L; 224M5 100M-

TRAVASOL 5.5% W ELECTROLYTES
BAXTER HLTHCARE 5. 5% 102M3 100M_; 522MF 100M.; 431M3 100M  N17493 001
L; 224M3 100M
TRAVASOL 8. 5% SULFI TE FREE W ELECTROLYTES | N PLASTI C CONTAI NER
BAXTER HLTHCARE 8.5% 102M3 100M._; 522MG 100M.; 594MF 100M  N20173 002  Qct 27, 1995
L; 154M3 100M
TRAVASOL 8.5% W ELECTROLYTES

BAXTER HLTHCARE 8. 5% 102M& 100M.; 522M& 100M; 594M5 100M N17493 002
L; 154M5 100M-

AM NO ACI DS; MAGNESI UM CHLORI DE; POTASSI UM PHCSPHATE, DI BASI C; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
AM NOSYN 7% W ELECTRCOLYTES

HOSPI RA 7% 102M¥ 100M.; 522M% 100M_; 410M& 100M- N17789 002
AM NOSYN 8.5% W ELECTROLYTES
HCOSPI RA 8.5% 102M& 100M.; 522M% 100M_; 410M& 100M  N17673 005
L

AM NOCAPRO C ACI D

I NJECTABLE; | NJECTI ON

AM NOCAPRO C ACI D
AP HOSPI RA 250M5 ML N70888 001 Jun 16, 1988




29TH EDI TION - 2009 -

AM NOCAPRO C ACI D

I NJECTABLE; | NJECTI ON
AM NOCAPRO C ACI D

AP LU TPOLD 250M5 ML
AM NOCAPRO C ACI D I N PLASTI C CONTAI NER
AP+ HOSPI RA 250M5 ML
SYRUP; ORAL
AM CAR
AA + XANODYNE PHARM 1. 25GM 5ML
AM NOCAPRO C ACI D
AA M KART 1. 25GM 5ML
TABLET; ORAL
AM CAR
AB + XANODYNE PHARM 500MG
AM NOCAPRO C
AB M KART 500MG

AM NOHI PPURATE SODI UM

I NJECTABLE; | NJECTI ON
AM NCHI PPURATE SCDI UM
+ MERCK 20%

AM NOLEVULI NI C ACI D HYDROCHLCRI DE

SOLUTI ON;  TOPI CAL
LEVULAN
+ DUSA 20%

AM NOPHYLLI NE

I NJECTABLE; | NJECTI ON
AM NOPHYLLI NE

AP T HOSPIRA 25M3 M.
AP I NTL MEDI CATI ON 25MF M
AP LU TPOLD 25M5 M
AP 25M5 M
AP PHARMA SERVE NY 25M3 M.
AP TEVA PARENTERAL 25MF M
AM NOPHYLLI NE I N SODI UM CHLORI DE 0. 45%
+ HOSPI RA 100M¥ 100M.
+ 200M3 100M
SUPPOSI TORY;  RECTAL
TRUPHYLLI NE
G AND W LABS 250MG
TABLET; ORAL
AM NOPHYLLI NE
+ VEST WARD 100MG
+ 200MG

AM NOSALI CYLI C ACI D

GRANULE, DELAYED RELEASE; ORAL
PASER
+ JACOBUS 4GM PACKET

AM ODARONE HYDROCHLORI DE

I NJECTABLE; | NJECTI ON
AM ODARONE HYDROCHLORI DE

AP + ABRAXIS PHARM 50ME M
AP+ AKORN 50MT M
AP + APOTEX | NC 50ME M.
AP + BEDFORD 50M5 M
AP + BEDFORD LABS 50MT M

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N71192

N70010

N15230

N74759

N85498

N84540
N85003

N74346

001

001

002

001

001

001

001

001

001
001
001
001
001
001

002
003

001

001
001

001

001
001
001
001
001

Sep

May

Cct
Feb

Jun

Cct
Jul
Apr
Cct
Cct

01,

09,

02,

24,

03

26
01,

15,
25,

03,
03,

23,

30

15,
05
25
15
24,

3-24 (of 376)

1987

1987

1998

2001

1999

1983
1982

1983
1991

1983
1983

1983

1994

2002
2006
2003
2002
2002



29TH EDI TI ON -

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

AM ODARONE HYDROCHLORI DE

I NJECTABLE; | NJECTI ON
AM ODARONE HYDROCHLORI DE

AP + BIONI CHE PHARMA 50Mz M.
AP + GLAND PHARMA LTD 50MF M.
AP H KMA FARMACEUTI CA  50MG M.
AP + HOSPIRA 50MF M.
AP + INTL MEDICATION SYS 50M3 M
AP + TEVA PARENTERAL 50MF M.
AP WOCKHARDT 50Mz M.
AP 50MT M
NEXTERONE
AP PRI SM PHARVG 50Mz M.
TABLET; ORAL
AM ODARONE HYDROCHLCRI DE
AB ALPHAPHARM 200MG
AB APOTEX CORP 200MG
AB AURGSAL PHARNB 200MG
AB 400MG
AB BARR 200MG
AB SANDOZ 200MG
AB 400MG
AB TARO 100MG
AB 200MG
AB 400MG
AB TEVA PHARMVB 200MG
AB ZYDUS PHARMB USA INC 200MG
CORDARONE
AB + WETH PHARMVS | NC 200MG
PACERONE
AB UPSHER SM TH 100M3
AB 200MG
AM ODARONE HYDROCHLCRI DE
TARO 300MG

AM TRI PTYLI NE HYDROCHLORI DE

TABLET; ORAL
AM TR PTYLI NE_HYDROCHLOR! DE
AB T CARACO 10M3
AB 25M5
AB 50M5
AB 75M5
AB 100MG
AB 150MG
AB MUTUAL PHARM 10MG
AB 25M3
AB S0M5
AB 75M5
AB 100MG
AB 150MG
AB MYLAN 10MG
AB 25M3
AB S0M3
AB 75M3
AB 100MG
AB 150MG
AB SANDCZ 10MG
AB + 25M5
AB S0M5
AB 75M5
AB 100MG

AB 150MG

N76217
N77161
N77234
N75955
N21594
N76163
N77610
N77834

N22325

001
001
001
001
001
001
001
001

001

001
001
001
002
001
001
002
002
001
001
001
001

001

002
001

002

001
001
001
001
001
001
001
001
001
001
001
001
002
003
001
004
005
006
001
001
001
001
001
001

Apr
Feb
Cct
Feb
Sep
Cct
Cct

Feb

Jun
Jun
Jun
Jun
Jun
Jun
Jul
Jul
Jul
Jul
Jul
Jul

3-25 (of

15
20,
25
18,
04,
05
30,
30,

24,

24,
06
08
08
25,
23
30,
18,
30,
29,
30,
16,

24,

12,
30,

02,

27,
27,
27,
27,
27,
27,
14,
14,
14,
14,
14,
14,

376)

2002
2005
2008
2002
2004
2003
2008
2008

2008

1999
2008
2005
2005
2001
1998
2000
2002
2001
2002
1998
2008

1985

2005
1998

2003

2008
2008
2008
2008
2008
2008
1987
1987
1987
1987
1987
1987



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-26 (of 376)

AM TRI PTYLI NE HYDROCHLORI DE

TABLET; ORAL
AM TRI PTYLI NE_HYDROCHLORI DE
AB VINTAGE PHARVE 10MG NA0218 001  Sep 11, 1997
AB 25MG N40218 002  Sep 11, 1997
AB 50MG N40218 003  Sep 11, 1997
AB 75MG NA0218 004  Sep 11, 1997
AB 100MG N40218 005  Sep 11, 1997
AB 150MG N40218 006  Sep 11, 1997

AM TRI PTYLI NE HYDROCHLCRI DE; CHLORDI AZEPOXI DE

TABLET; ORAL
CHLORDI AZEPOXI DE AND AM TRI PTYLI NE HYDROCHL ORI DE
AB MYLAN EQ 12. 5M5 BASE; 5MG N71297 002 Dec 10, 1986
AB EQ 25MG BASE; 10MG N71297 001 Dec 10, 1986
LI MBI TROL
AB VALEANT PHARM | NTL EQ 12. 5MG BASE; 5MG N16949 001
LI MBI TROL DS
AB + VALEANT PHARM | NTL EQ 25MG BASE; 10MG N16949 002

AM TRI PTYLI NE HYDROCHLORI DE; PERPHENAZI NE

TABLET; ORAL
PERPHENAZI NE AND AM TRI PTYLI NE HYDROCHLORI DE
MYLAN 10M3; 2M5 N71443 002  Nov 10, 1988
10M3; 4MG N71443 003  Nov 10, 1988
+ 25MG; 2MG N71443 004  Nov 10, 1988
+ 25MG 4MG N71443 005  Nov 10, 1988
+ 50MG; 4MG N71443 001  Nov 10, 1988
AMLEXANOX
PASTE; DENTAL
APHTHASOL
+ ULURU 5% N20511 001  Dec 17, 1996
PATCH, TOPI CAL
AMLEXANOX
+ ULURU 2MG N21727 001  Sep 29, 2004
AVMLODI PI NE BESYLATE
TABLET; ORAL
AMLODI PI NE_BESYLATE
AB ACTAVI' S TOTOWA EQ 2. 5MG BASE N78131 001  Sep 04, 2007
AB EQ 5MG BASE N78131 002  Sep 04, 2007
AB EQ 10MG BASE N78131 003  Sep 04, 2007
AB AVNEAL PHARMS NY EQ 2. 5MG BASE N78477 001  Jan 16, 2008
AB EQ 5MG BASE N78477 002  Jan 16, 2008
AB EQ 10MG BASE N78477 003  Jan 16, 2008
AB APOTEX EQ 2. 5MG BASE N76719 001  May 23, 2007
AB EQ 5MG BASE N76719 002  May 23, 2007
AB EQ 10MG BASE N76719 003  May 23, 2007
AB AUROBI NDO' PHARMA EQ 2. 5MG BASE N78021 001  Jul 17, 2007
AB EQ 5MG BASE N78021 002  Jul 17, 2007
AB EQ 10MG BASE N78021 003  Jul 17, 2007
AB CARACO EQ 2. 5MG BASE N78231 001  Nov 30, 2007
AB EQ 5MG BASE N78231 002  Nov 30, 2007
AB EQ 10MG BASE N78231 003  Nov 30, 2007
AB COBALT EQ 2. 5MG BASE N77671 001  Jul 19, 2007
AB EQ 5MG BASE N77671 002  Jul 19, 2007
AB EQ 10MG BASE N77671 003  Jul 19, 2007
AB DR REDDYS LABS LTD  EQ 2. 5MG BASE N76692 001  Jul 20, 2007
AB EQ 5MG BASE N76692 002  Jul 20, 2007
AB EQ 10MG BASE N76692 003  Jul 20, 2007

AB GEDEON RI CHTER USA EQ 2. 5MG BASE N77333 001 Jul 17, 2007




29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ANMLODI PI NE BESYLATE

TABLET; ORAL
AMLODI PI NE BESYLATE
AB GEDEON RICHTER USA  EQ 5MG BASE
AB EQ 10MG BASE
AB | N\VAGEN PHARMS EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB KALI LABS | NC EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB LEK PHARMS DD EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB LUPI N EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB MATRI X LABS LTD EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB MYLAN EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB RANBAXY EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB ROXANE EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB SYNTHON LAB EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB TEVA EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB TORRENT PHARMS EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB UPSHER SM TH EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB WATSON LABS EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB WOCKHARDT EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
AB ZYDUS PHARMS USA EQ 2. 5MG BASE
AB EQ 5MG BASE
AB EQ 10MG BASE
NORVASC

AB PFI ZER EQ 2. 5MG BASE
AB EQ 5MG BASE
AB + EQ 10MG BASE

AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM

TABLET; ORAL

CADUET
PFI ZER

EQ 2. 5MG BASE; EQ 10MS BASE
EQ 2. 5MG BASE; EQ 20MG BASE
EQ 2. 5MG BASE; EQ 40MS BASE
EQ 5MG BASE; EQ 10MG BASE
EQ 5MG BASE; EQ 20M5 BASE

009
010
011
001
002

3-27 (of

Jul
Jul
Aug
Aug
Aug
Jul
Jul
Jul
Sep
Sep
Sep
Jul
Jul
Jul
Feb
Feb
Feb
Cct
Cct
Cct
Jul
Jul
Jul
Jul
Jul
Jul
Jun
Jun
Jun
Jun
Jun
Jun
Sep
Sep
Sep
Jul
Jul
Jul
Sep
Sep
Sep
Sep
Sep
Sep
Jul
Jul
Jul

Jul
Jul
Jul

Jul
Jul
Jul
Jan
Jan

17,
17,
28
28,
28,
11,
11,
11,
10,
10,
10,
12,
12,
12,
27,
27,
27,
03,
03,
03,
09,
09,
09,
09,
09,
09,
27,
27,
27,
28,
28,
28,
22,
22,
22,
09,
09,
09,
26,
26,
26,
06,
06,
06,
09,
09,
09,

31,
31,
31,

29,
29,
29,
30
30

376)

2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2008
2008
2008
2005
2005
2005
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2008
2008
2008
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007

1992
1992
1992

2004
2004
2004
2004
2004



29TH EDI TI ON -

2009 -

AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM

TABLET; ORAL
CADUET
PFI ZER

+

EQ 5MG BASE; EQ 40MG BASE
EQ 5MG BASE; EQ 80MG BASE

EQ 10MG BASE; EQ 10M5 BASE
EQ 10M5 BASE; EQ 20M5 BASE
EQ 10MG BASE; EQ 40M5 BASE
EQ 10MG BASE; EQ 80M5 BASE

AMLODI PI NE BESYLATE; BENAZEPRI L HYDROCHLORI DE

CAPSULE; ORAL

AMLODI PI NE BESYLATE AND BENAZEPRI L HYDROCHLORI DE

AB TEVA PHARMG
AB
AB
AB
LOTREL
AB NOVARTI S
AB
AB
AB
LOTREL
NOVARTI S

+

AMLODI PI NE BESYLATE;

EQ 2. 5MG BASE; 10MG

EQ 5MG BASE; 10MG

EQ 5MG BASE; 20MG

EQ 10MG BASE; 20MG

EQ 2. 5MG BASE; 10MG

EQ 5MG BASE; 10MG

EQ 5MG BASE; 20MG

EQ 10MG BASE; 20MG

EQ 5MG BASE; 40MG
EQ 10MG BASE; 40M5

OLMESARTAN MEDOXOM L

TABLET; ORAL
AZOR

DAI'l CH SANKYO

+

AMLODI PI NE BESYLATE;

EQ 5MG BASE; 20MG
EQ 5MG BASE; 40MG

EQ 10MG BASE; 20MG
EQ 10MG BASE; 40MG

VALSARTAN

TABLET; ORAL
EXFORGE
NOVARTI S

+
+

AVMONI A, N-13
I NJECTABLE
AVMONI A N 13
+ FEINSTEI N
AVMONI UM CHLORI DE
I NJECTABLE

| NTRAVENOUS

I NJECTI ON

EQ 5MG BASE; 160MG
EQ 5MG BASE; 320MG
EQ 10MG BASE; 160MG
EQ 10MG BASE; 320MG

30MCl - 300MC1 / 8ML (3. 75-37.5MC1 / M)

AMVONI UM CHLORI DE I N PLASTI C CONTAI NER

+ HOSPI RA

AMVONI UM LACTATE

CREAM TOPI CAL
AVMONI UM LACTATE

AB PADDOCK
AB PERRI GO NEW YORK
AB TARO

LAC- HYDRI N
AB + RANBAXY

5MEQ M.

EQ 12% BASE
EQ 12% BASE
EQ 12% BASE

EQ 12% BASE

N21540
N21540
N21540
N21540
N21540
N21540

N22100
N22100
N22100
N22100

N21990
N21990
N21990
N21990

N22119

N88366

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

003
004
005
006
007
008

001
002
003
004

002
003
004
005

007
006

001
002
003
004

002
004
003
005

001

001

001
001
001

001

3-28 (of

Jan
Jan
Jan
Jan
Jan
Jan

Sep
Sep
Sep
Sep

Jun
Jun
Jun
Jun

Aug

Jun

Feb
May
Apr

Aug

30
30
30
30
30
30

18
18
18
18

03
03
03
20,

11,
11,

26
26
26
26

20
20
20
20

23

13

07,
01,
10

29,

376)

2004
2004
2004
2004
2004
2004

2007
2007
2007
2007

1995
1995
1995
2002

2006
2006

2007
2007
2007
2007

2007
2007
2007
2007

2007

1984

2006
2002
2003

1996



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-29 (of
AMVONI UM LACTATE
LOTI ON, TOPI CAL
AMMONI UM LACTATE
AB PADDOCK EQ 12% BASE N75575 001 Jun 11,
AB PERRI GO NEW YORK EQ 12% BASE N75570 001 Jun 23
AB TARO EQ 12% BASE N76216 001 May 28,
LAC- HYDRI N
AB + RANBAXY EQ 12% BASE N19155 001 Apr 24,
AMOXAPI NE
TABLET; ORAL
AMOXAPI NE
AB WATSON LABS 25MG N72688 001  Aug 28,
AB SOMS N72689 001 Aug 28,
AB 100MG N72690 001  Aug 28
AB + 150NMG N72691 001  Aug 28,
AVOXI CI LLIN
CAPSULE, ORAL
AMOXI CI LLI'N
AB AM ANTI BI OTI CS 250MG N62058 001
AB 500MG N62058 002
AB AURGBI NDO 250MG N65271 001 Nov 09,
AB 500MG N65271 002 Nov 09,
AB CLONMEL 250MG N62884 001 Feb 25
AB 500M5 N62881 001 Feb 25
AB HI KNA PHARNMS 250MG N65291 001 Feb 05
AB 500M5 N65291 002 Feb 05
AB RANBAXY 250MG N65016 001 Apr 08
AB 500M5 N65016 002  Apr 08
AB SANDCZ 250MG N64076 001 Sep 30
AB 500MG N64076 002 Sep 30
AB TEVA 250M5 N61926 001
AB 500M5 N61926 003
AMOXI L
AB GLAXOSM THKLI NE 250MG N62216 001
AB + 500M5 N62216 004
FOR SOLUTI ON, ORAL
AMOXI CI LLI'N
AB MORTON GROVE 400M& 5ML N65319 002 Jun 18,
FOR SUSPENSI ON;, ORAL
AMOXI CI LLIN
AB AM ANTI Bl OTI CS 125M3 5M N62059 001
AB 250M& 5M N62059 002
AB AURGBI NDO 200M& 5ML N65334 001 Dec 28,
AB 400M5 5M. N65334 002  Dec 28,
AB CLONMEL 125M5 5ML N62927 001 Nov 25,
AB 250MF 5M N62927 002  Nov 25,
AB HI KVA 125M5 5M. N65322 002 Jun 19,
AB 200M5 5ML N65325 002  Jun 19,
AB 250M5 5ML N65322 001 Jun 19,
AB 400M5 5M. N65325 001 Jun 19,
AB RANBAXY 200M& 5ML N65113 001 Nov 29,
AB 400M5 5ML N65113 002 Nov 29,
AB SANDCQZ 125M5 5ML N65387 001 Mar 26,
AB 200M& 5ML N65378 001 Mar 26,
AB 250M5 5ML N65387 002 Mar 26,
AB 400M5 5ML N65378 002 Mar 26,
AB TEVA 125M5 5ML N61931 001
AB 200MF 5M N65119 001  Dec 04,
AB 250M5 5ML N61931 002

AB 400M& 5ML N65119 002 Dec 04,

376)

2002
2004
2004

1985

1992
1992
1992
1992

2005
2005
1988
1988
2007
2007
1999
1999
1994
1994

2007

2006
2006
1988
1988
2006
2006
2006
2006
2002
2002
2007
2007
2007
2007

2002

2002



29TH EDI TI ON -

AVOXI CI LLIN

FOR SUSPENSI ON, ORAL
AMOXI CI LLI N PEDI ATRI C

AB TEVA
AMOXI L
AB GLAXOSM THKLI NE
AB
AB
AB +
AB +
LAROTI D
AB GLAXOSM THKLI NE
AB
TR MOX
AB APOTHECON
AB
AB
AB
AB
TABLET; ORAL
AMOXI CI LLIN
AB AUROBI NDO
AB
AB DAVA PHARVS | NC
AB H KVA
AB RANBAXY
AB
AB SANDOZ
AB
AB TEVA
AB
AMOXI L
AB GLAXOSM THKLI NE
AB +
TABLET, CHEWABLE; ORAL
AMOXI CI LLIN
AB CLONMEL
AB
AB RANBAXY
AB
AB
AB
AB TEVA
AB
AMOXI L
AB GLAXOSM THKLI NE
AB +
TABLET, EXTENDED RELEASE;
MOXATAG

+ M DDLEBROOK PHARMS

50M& M

50M& ML
125MF 5ML

200M& 5ML
250M5 5ML
400M& 5M

125MF 5ML

250MF 5ML

50M&F ML

125MF 5ML

125MF 5ML

250MF 5M.
250MF 5ML

775MG

TABLET, FOR SUSPENSI ON; ORAL

AMDXI CI LLI N
AB AURCBI NDO PHARMVA
AB
DI SPERMOX
AB RANBAXY
AB +
DI SPERMOX

+ RANBAXY

200MG
400MG

200MG
400MG

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N50813

N65324
N65324

N65080
N65080

N65159

003

005
001
001
002
002

003
004

001
002
001
003
002

001
002
001
001
001
002
001
002
001
002

002
001

001
002
001
001
002
002
002
001

001
002

001

001
002

002
001

001

Jul
Jul

Jan

Jan

Jan

Aug
Aug

3-30 (of

01,

15

15

08

08

09,
09,
15,
29,
24,
24,
13,
13,
18,
18,

10
10

29,
29,
23,
29,
23,
29,
11,
22,

15,

15,

23,

17,

17,

11,
11,

04,

376)

1982

1999

1999

1988

1988

2005
2005
2009
2006
2000
2000
2005
2005
2000
2000

1998
1998

1996
1996
1999
2000
1999
2000
1995
1992

1999
1999
2008
2007
2007

2003
2003

2003



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AVOXI CI LLI'N; CLARI THROWCI N, LANSOPRAZOLE

PREVPAC
+ TAKEDA PHARMS NA

CAPSULE, TABLET, CAPSULE, DELAYED REL PELLETS; ORAL

500M5 NV A, NV A NV A 500M5 NV A N A N A 30M

G

AVOXI CI LLI'N, CLAVULANATE POTASSI UM

AB

AB

FOR SUSPENSI ON; CRAL

AMOXI CI LLI N AND CLAVULANATE POTASSI UM

H KMA PHARMS

LEK PHARMS

LEK PHARMS DD
MORTON GROVE PHARMS
RANBAXY

SANDCOZ

TEVA

AUGMENTI N ' 200°
GLAXCSM THKLI NE

AUGMENTI N ' 250°

+ GLAXOSM THKLI NE

AUGVENTI N ' 400°

+ GLAXOSM THKLI NE

AUGMENTI N ES- 600

+ SM THKLI NE BEECHAM

AUGVENTI N ' 125'
GLAXCSM THKLI NE

TABLET; ORAL

200M& 5M.; EQ 28. 5MG BASE/ 5ML
400M& 5M.; EQ 57MG BASE/ 5ML
600ME 5M.; EQ 42. 9MG BASE/ 5M.
200M& 5M.; EQ 28. 5MG BASE/ 5ML
400M& 5M.; EQ 57MG BASE/ 5ML
600ME 5M.; EQ 42. 9MG BASE/ 5M.
250M5 5M.; EQ 62. 5MG BASE/ 5ML
200M& 5M.; EQ 28. 5MG BASE/ 5ML
400M& 5M.; EQ 57MG BASE/ 5ML
600M& 5M.; EQ 42. 9MG BASE/ 5ML
200M& 5M.; EQ 28. 5MG BASE/ 5M.
400M& 5M.; EQ 57MG BASE/ 5ML
200M& 5M.; EQ 28. 5MG BASE/ 5ML
400M5 5M.; EQ 57MG BASE/ 5ML
600ME 5M.; EQ 42. 9MG BASE/ 5ML

200M& 5M.; EQ 28. 5MG BASE/ 5ML

250MF 5M.; EQ 62. 5MG BASE/ 5M.

400M& 5M.; EQ 57MG BASE/ 5ML

600M5 5M.; EQ 42. 9MG BASE/ 5ML

125M5 5M.; EQ 31. 25MG BASE/ 5ML

AMOXI CI LLI N AND CLAVULANATE POTASSI UM

APOTEX | NC
LEK PHARMS

RANBAXY

SANDCOZ

TEVA

AUGMENTI N ' 250°
GLAXCSM THKLI NE

AUGVENTI N ' 500°
GLAXCSM THKLI NE

AUGVENTI N ' 875"

+ GLAXCSM THKLI NE

TABLET, CHEWABLE;, ORAL

875M5 EQ 125MG BASE
500MG, EQ 125MG BASE
875MG, EQ 125MG BASE
500M5 EQ 125MG BASE
875MG, EQ 125MG BASE
250MG, EQ 125MG BASE
500MG, EQ 125MG BASE
875M5 EQ 125MG BASE
500M5 EQ 125MG BASE
875MG, EQ 125M5 BASE

250MG, EQ 125MG BASE

500MG, EQ 125MG BASE

875MG, EQ 125M5 BASE

AMOXI CI LLI N AND CLAVULANATE POTASSI UM

RANBAXY

SANDCOZ

TEVA

AUGVENTI N ' 200°
GLAXCSM THKLI NE

200MG, EQ 28. 5MG BASE
400M5 EQ 57MG BASE
200MG, EQ 28. 5MG BASE
400M5 EQ 57MG BASE
200MG, EQ 28. 5MG BASE
400M5 EQ 57MG BASE

200MG, EQ 28. 5MG BASE

N50757

001

002
001
001
001
002
001
001
001
002
002
001
002
001
002
001

001
002
002
001

001

003
001
001
001
001
001
001
001
001
001

001
002

001

001
002
001
002
001
002

001

May

Aug

May

Jun

Aug

Aug

Aug

Feb

Feb
Feb

May

3-31 (of

02,

25,
25,
09,
16,
16,
13,
25,
19,
19,
30,
05,
05,
25,
25,
12,

31,

06,

31,

22,

06,

20,
27,
21,
04,
17,
23,
15,
14,
30,
29,

06,
06,
13,
03,
03,
18,
18,
09,

09,

31,

376)

1997

2005
2005
2007
2002
2002
2007
2008
2003
2003
2007
2002
2002
2004
2004
2004

1996
1984
1996
2001

1984

2008
2002
2002
2002
2002
2005
2002
2002
2002
2002

1984
1984
1996
2003
2003
2002
2002

2005
2005

1996



29TH EDI TI ON -

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

AMOXI CI LLI'N; CLAVULANATE POTASSI UM

AB

AVPHETAM NE ASPARTATE; AMPHETAM NE SULFATE; DEXTROAMPHETAM NE SACCHARATE;

TABLET, CHEWABLE; ORAL
AUGMENTI N ' 400°
+ GLAXOSM THKLI NE
AUGVENTI N ' 125'
GLAXOSM THKLI NE
AUGVENTI N ' 250°
+ GLAXOSM THKLI NE

TABLET, EXTENDED RELEASE;
AUGMVENTI N XR
+ GLAXCOSM THKLI NE

400MG; EQ 57MG BASE N50726 002
125M3 EQ 31. 25M5 BASE N50597 001
250MG EQ 62. 5MG BASE N50597 002
ORAL

1GM EQ 62. 5MG BASE N50785 001

3-32 (of

May

Jul

Jul

Sep

DEXTROAMPHETAM NE SULFATE

A6

CAPSULE, EXTENDED RELEASE; ORAL

ADDERALL XR 10

SHI RE 2.5MG 2. 5MG 2. 5MG; 2. 5MG N21303 001
ADDERALL XR 15
SHI RE 3. 75M5 3. 75M5 3. 75M5 3. 75MG N21303 006
ADDERALL XR 20
SHI RE 5M5 5M5 5M5 5MG N21303 002
ADDERALL XR 25
SHI RE 6. 25M5 6. 25M5; 6. 25M5; 6. 25MG N21303 004
ADDERALL XR 30
+ SH RE 7.5MG 7. 5MG 7. 5MG;, 7. 5MG N21303 003
ADDERALL XR 5
SHI RE 1.25MG 1. 25M5 1. 25M5, 1. 25MG N21303 005
TABLET; ORAL
ADDERALL 10
DURAMED RES 2.5MG, 2. 5MG 2. 5MG;, 2. 5MG N11522 007
ADDERALL 12.5
DURAMED RES 3. 125M5 3. 125MG; 3. 125MG; 3. 125MG N11522 012
ADDERALL 15
DURAMED RES 3. 75M5 3. 75M5 3. 75M5 3. 75MG N11522 013
ADDERALL 20
DURAMED RES 5M5 5M5 5MG 5MG N11522 008
ADDERALL 30
+ DURAMED RES 7.5MG, 7. 5MG 7. 5MG;, 7. 5MG N11522 010
ADDERALL 5
DURAMED RES 1. 25MG 1. 25MG 1. 25M5; 1. 25MG N11522 009
ADDERALL 7.5
DURAMED RES 1.875MG 1. 875M5 1. 875M5, 1. 875MG N11522 011
DEXTROAMP SACCHARATE, AMP ASPARTATE, DEXTROAMP SULFATE AND AMP SULFATE
BARR 1.25MG 1. 25M5 1. 25M5, 1. 25MG N40422 001
1.875MG 1. 875M5 1. 875M5, 1. 875MG N40422 005
2.5MG 2. 5MG 2. 5MG, 2. 5MG N40422 002
3. 125M5 3. 125M5 3. 125M5 3. 125MG N40422 006
3. 75M5 3. 75M5 3. 75M5 3. 75MG N40422 007
5M5 5M5 5M5 5MG N40422 003
7.5MG 7. 5MG 7. 5MG, 7. 5MG N40422 004
COREPHARNVA 1. 25MG 1. 25MG 1. 25M5G 1. 25MG N40444 001
2.5M5 2. 5M5 2. 5M5 2. 5MG N40444 002
5MG, 5M5 5MG, 5MG N40444 003
7.5MG 7. 5MG 7. 5MG, 7. 5MG N40444 004
MALLI NCKRODT 1.25MG 1. 25M5 1. 25M5, 1. 25MG N40440 001
1. 875MG 1. 875M5 1. 875MG, 1. 875MG N40440 002
2.5M5 2. 5M5 2. 5M5 2. 5MG N40440 003
3. 125M5 3. 125MG; 3. 125MG; 3. 125MG N40440 004
3. 75M5 3. 75M5 3. 75M5 3. 75MG N40440 005
5M5 5M5 5M5 5MG N40440 006
7.5MG, 7. 5MG 7. 5MG;, 7. 5MG N40440 007

Feb

Aug

Aug

Feb

May

May

Aug

Feb
Mar
Feb
Mar
Mar
Feb
Feb
Jun
Jun
Jun
Jun
Cct
Cct
Cct
Cct
Cct
Cct
Cct

31,

22,

22,

25,

11,

22,

11,

22,

11,

22,

31,

31,

12,

12,

31,

11,
19,
11,
19,
19,
11,
11,
19,
19,
19,
19,
07,
07,
07,
07,
07,
07,
07,
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1996
1985

1985

2002

2001
2002
2001
2002
2001

2002

1996
2000
2000
1996
1997
1997
2000

2002
2003
2002
2003
2003
2002
2002
2002
2002
2002
2002
2003
2003
2003
2003
2003
2003
2003



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AVPHETAM NE ASPARTATE; AMPHETAM NE SULFATE; DEXTROAMPHETAM NE SACCHARATE;

DEXTROAMPHETAM NE SULFATE

N64062
N63206

N60517

N50724

N50729
N50729

N50740

N63146
N62772
N63140
N63142
N62719
N62719
N62719
N62797
N62797
N61395
N61395
N61395
N61395
N62738
N61395
N62738
N61395

TABLET; ORAL
DEXTROAMP_SACCHARATE, AMP ASPARTATE, DEXTROAVP SULFATE AND AMP SULFATE
AB SANDCZ 1. 25MG 1. 25MG; 1. 25MG; 1. 25MG
AB 2. 5MG 2. 5MG; 2. 5MG; 2. 5MG
AB 5MG;, 5MG, 5MG; 5MG
AB 7.5MG 7. 5MG; 7. 5MG; 7. 5MG
AB TEVA PHARMS 1. 25MG 1. 25MG; 1. 25MG; 1. 25MG
AB 2.5MG 2. 5MG; 2. 5MG; 2. 5MG
AB 5MG 5MG; 5MG; 5MG
AB 7.5MG 7. 5MG; 7. 5MG; 7. 5MG
AB WATSON LABS 1. 25MG 1. 25MG; 1. 25MG; 1. 25MG
AB 2.5MG 2. 5MG; 2. 5MG; 2. 5MG
AB 5MG;, 5MG, 5MG; 5MG
AB 7.5MG 7. 5MG; 7. 5MG 7. 5MG
AVPHOTERI CI N B
| NDECTABLE; | NJECTI ON
AVPHOTER! CI N B
AP TEVA PARENTERAL 50M3 VI AL
AP X GEN PHARVB 50M3 VI AL
FUNGI ZONE
AP+ APOTHECON 50M3 VI AL
| NJECTABLE, LIPID COVPLEX; | NJECTI ON
ABELCET
+ ENZON 5M M.
AVPHOTEC
+ THREE Rl VERS PHARVS  50MG VI AL
+ 100ME VI AL
| NDECTABLE, LI POSOMAL; | NJECTI ON
AVBI SOVE
+ ASTELLAS 50M3 VI AL
AVPI CI LLI N SCDI UM
| NJECTABLE; | NJECTI ON
AVPI CI LLI N _SODI UM
AP HANFORD GC EQ 500M5 BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL
AP EQ 10GM BASE/ VI AL
AP I BI EQ 250MG BASE/ VI AL
AP EQ 500MG BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP I NSTI TUTO BI OCHEM CO EQ 125MG BASE/ VI AL
AP EQ 2GM BASE/ VI AL
AP + SANDCZ EQ 125MG BASE/ VI AL
AP+ EQ 250MG BASE/ VI AL
AP+ EQ 500MG BASE/ VI AL
AP+ EQ 1GM BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP + EQ 2GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL
AP + EQ 10GM BASE/ VI AL

AVPI CI LLI'N SODI UM SULBACTAM SODI UM

I NJECTABLE; | NJECTI ON
AWPI CI LLI N AND SULBACTAM

AP BAXTER HLTHCARE EQ 1GM BASE/ VI AL; EQ 500MG BASE/ VI AL
AP EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL

AP EQ 10GM BASE/ VI AL; EQ 5GM BASE/ VI AL
AP GENERAMEDI X EQ 1GM BASE/ VI AL; EQ 500M5 BASE/ VI AL

N65074
N65074
N65076
N65316

001
001
002
003
001
002
003
004
001
002
003
004

001
001

001

001

001
002

001

001
001
001
001
001
003
002
001
002
001
002
003
004
001
005
002
006

001
002
001
001

Sep
Jun
Jun
Jun
Sep
Sep
Sep
Sep
May
May
May

Apr

Aug

Apr
Apr
Apr
Apr
May
May
May
Jul

Jul

Feb

Feb

3-33 (of

27,
14,
14,
14,
30
30
30
30,
06,
06,
06,
06,

31,
29,

20,

22,
22,

11,

15
15,
15
15
12,
12,
12,
12,
12,

19,

19,

19,
19,
19,
29,
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2002
2002
2002
2002
2003
2003
2003
2003
2003
2003
2003
2003

1995
1992

1995

1996
1996

1997

1993
1993
1993
1993
1987
1987
1987
1993
1993

1987

1987

2002
2002
2002
2007



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-34 (of

AVPI CI LLI'N SODI UM SULBACTAM SODI UM

I NJECTABLE; | NJECTI ON
AWPI CI LLI N AND SULBACTAM

AP GENERAMEDI X EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N65316 002 Jun 29
AP HANFORD GC EQ 1GM BASE/ VI AL; EQ 500M5 BASE/ VI AL N65176 001 Nov 30
AP EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N65176 002 Nov 30
AP EQ 10GM BASE/ VI AL; EQ 5GM BASE/ VI AL N65188 001 Nov 25
AP I NSTI TUTO BI OCHI M CO EQ 1GM BASE/ VI AL; EQ 500MG BASE/ VI AL N65222 001 Nov 29
AP EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N65222 002 Nov 29
AP EQ 10GM BASE/ VI AL; EQ 5GM BASE/ VI AL N65314 001 Nov 27
AP SANDCOZ EQ 1GM BASE/ VI AL; EQ 500M5 BASE/ VI AL N65241 001 Jul 25,
AP EQ 1GMV BASE/ VI AL; EQ 500MG BASE/ VI AL N65310 001 Jul 25,
AP EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N65241 002 Jul 25,
AP EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N65310 002 Jul 25,
AP EQ 10GM BASE/ VI AL; EQ 5GM BASE/ VI AL N65240 001 Jul 25,
UNASYN
PFI ZER EQ 1GMV BASE/ VI AL; EQ 500MG BASE/ VI AL N50608 002 Dec 31
AP+ EQ 2GM BASE/ VI AL; EQ 1GM BASE/ VI AL N50608 001 Dec 31
AP+ EQ 10GM BASE/ VI AL; EQ 5GM BASE/ VI AL N50608 005 Dec 10
UNASYN
PFI ZER EQ 1GM BASE/ VI AL; EQ 500M5 BASE/ VI AL N62901 001 Nov 23

AVPI CI LLI N AMPI CI LLI N TRI HYDRATE

CAPSULE; ORAL
AWPI CI LLI N TRI HYDRATE

AB CLONMEL EQ 250MG BASE N62883 001 Feb 25
AB + EQ 500MG BASE N62882 001 Feb 25
AB SANDCOZ EQ 250MG BASE N64082 001 Aug 29
AB EQ 500MG BASE N64082 002 Aug 29

FOR SUSPENSI ON, ORAL
AWPI CI LLI N TRI HYDRATE

AB CLONMEL EQ 125MG BASE/ 5ML N62982 001 Feb 10
AB PUREPAC PHARM EQ 250M5 BASE/ 5M. N61980 002
PRI NCI PEN
AB APOTHECON EQ 125M5 BASE/ 5M. N61394 002
AWPI CI LLI N TRI HYDRATE
+ CLONMEL EQ 250MG BASE/ 5M. N62982 002 Feb 10
AMPRENAVI R
CAPSULE; ORAL
AGENERASE
+ GLAXOSM THKLI NE 50MG N21007 001 Apr 15
SCLUTI ON; ORAL
AGENERASE
+ GLAXOSM THKLI NE 15M& Mo N21039 001 Apr 15,

ANAGRELI| DE HYDROCHLORI DE
CAPSULE; ORAL

AGRYLI N
AB SHI RE EQ 0. 5M5 BASE N20333 001  Mar 14,
ANAGREL| DE_HYDROCHLORI DE
AB ALPHAPHARM EQ 0. 5M5 BASE N77613 001  Jun 27,
AB EQ 1MG BASE N77613 002  Jun 27,
AB BARR EQ 0. 5MG BASE N76530 001  Apr 18,
AB EQ 1MG BASE N76530 002  Apr 18,
AB | MPAX LABS EQ 0. 5M5 BASE N76910 001  Apr 18,
AB EQ 1MG BASE N76910 002  Apr 18,
AB | VAX PHARVS EQ 0. 5M5 BASE N76468 001  Apr 18,
AB + EQ 1MG BASE N76468 002  Apr 18,
AB MYLAN EQ 0. 5MG BASE N76811 001  Apr 18,

AB EQ 1MG BASE N76811 002 Apr 18

376)

2007
2005
2005
2005
2005
2005
2006
2006
2006
2006
2006
2006

1986
1986
1993

1988

1988
1988
1995
1995

1989

1989

1999

1999

1997

2006
2006
2005
2005
2005
2005
2005
2005
2005
2005



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ANAGRELI DE HYDROCHLORI DE

CAPSULE; ORAL
ANAGRELI| DE HYDROCHLORI DE

AB SANDOZ EQ 0. 5MG BASE
AB EQ 1MG BASE
AB WATSON LABS EQ 0. 5MG BASE
AB EQ 1MG BASE
ANASTROZOLE
TABLET; ORAL
ARl M DEX
+ ASTRAZENECA 1IMG

ANl DULAFUNG N

I NJECTABLE; 1V (I NFUSI ON)
ERAXI S
+ VI CURON 50M& VI AL
+ 100M& VI AL

APOMORPHI NE HYDROCHL ORI DE

I NJECTABLE, SUBCUTANEQUS
APCKYN
+ | PSEN LTD

30MF 3M. (10MF M)

APRACLONI DI NE HYDROCHLCRI DE

SOLUTI ON/ DROPS;  OPHTHALM C
| OPI DI NE
+ ALCON EQ 0. 5% BASE
+ EQ 1% BASE

APREPI TANT

CAPSULE; ORAL
EMEND
MERCK 40M5
80MG
+ 125M5

APROTI NI N

I NJECTABLE; | NJECTI ON
TRASYLOL
+ BAYER HLTHCARE 10, 000KI U M.

ARFORMOTERCL TARTRATE

SCLUTI ON; | NHALATI ON
BROVANA
+ SEPRACOR EQ 0. 015MG BASE/ 2M.

ARGATROBAN

I NJECTABLE; | NJECTI ON
ARGATROBAN
+ PFIZER 100M& ML

ARG NI NE HYDROCHLORI DE

| NJECTABLE; | NJECTI ON
R- GENE 10
+ PHARMACI A AND UPJOHN 10GM 100M-

ARl Pl PRAZOLE

| NJECTABLE; | NTRAMUSCULAR
ABI LI FY
+ OTSUKA 9. 75MF 1. 3M. (7. 5M3 M)

N21632
N21632

N21264

N20258
N19779

N21549
N21549
N21549

N20304

N21912

N20883

N16931

N21866

001
002
001
002

001

001
002

002

001
001

003
001
002

001

001

001

001

001

3-35 (of

Apr
Apr
Apr
Apr

Feb

Jul

Jun

18
18,
18
18,

27,

17,
14,

20

30
31,

30
26
26

29,

06

30

376)

2005
2005
2005
2005

1995

2006
2006

2004

1993
1987

2006
2003
2003

1993

2006

2000

Sep 20, 2006



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-36 (of
ARl Pl PRAZOLE
SOLUTI ON;  ORAL
ABI LI FY
+ OTSWKA 1M M N21713 001  Dec 10,
TABLET; ORAL
ABI LI FY
OTSUKA 2MG N21436 006  Nov 15,
+ 5MG N21436 005  Nov 15,
+ 10MG N21436 001  Nov 15,
15M5 N21436 002  Nov 15,
20MG N21436 003  Nov 15,
30MG N21436 004  Nov 15,
TABLET, ORALLY DI SI NTEGRATING ORAL
ABI LI FY
+  OTSWKA 10MG N21729 002  Jun 07,
15MG N21729 003  Jun 07,
ARMODAFI NI L
TABLET; ORAL
NUVI G L
CEPHALON 50MG N21875 001  Jun 15,
150MG N21875 003  Jun 15,
+ 250MG N21875 004  Jun 15,
ARSENI C TRI OXI DE
| NDECTABLE; | NJECTI ON
TRI SENOX
+ CEPHALON IME M N21248 001  Sep 25,

ARTI CAl NE HYDROCHLORI DE; EPI NEPHRI NE BI TARTRATE
I NJECTABLE; | NJECTI ON

SEPTCOCAI NE

+ DEPROCO 4% EQ 0. 0085M5 BASE/ 1. 7M. (4% EQ N22010 001  Mar 30,
0. 005M5 BASE/ M.)

+ 4% EQ 0.017MS BASE/ 1. 7M. (4% EQ 0. 01MG  N20971 001  Apr 03,
BASE/ M.)

ASCORBI C ACID;, BIOTIN, CHOLECALCI FERCL; CYANOCOBALAM N, DEXPANTHENCL; FOLIC AC D,

376)

2004

2002
2002
2002
2002
2002
2002

2006
2006

2007
2007
2007

2000

2006

2000

NI ACl NAM DE; PYRI DOXI NE; RI BOFLAVIN; THI AM NE; TOCOPHEROL ACETATE; VI TAM N A
VI TAM N K

| NDECTABLE; 1V (I NFUSI ON)
I NFUVI TE PEDI ATRI C
+ SANDOZ 80MF VI AL; 0. 02M3 VI AL; 400 N21265 001 Feb 21,
| U VI AL; 0. 001ME VI AL; 5ME VI AL; 0. 14M3 VI
AL; 17ME VI AL; IME VI AL; 1. 4ME VI AL; 1. 2MS
VIAL; 7 U VIAL; 2,300 | UVIAL; 0. 2M3 VI AL
I NFUVI TE PEDI ATRI C ( PHARVMACY BULK PACKAGE)
+ SANDOZ 80ME VI AL; 0. 02M3 VI AL; 400 N21646 001 Jan 29,
| U VIAL; 0. 001ME VI AL; 5MF VI AL; 0. 14MH VI
AL; 17ME VI AL; IME VI AL; 1. 4ME VI AL; 1. 2ME
VIAL; 7 U VIAL; 2,300 | U VIAL; 0. 2Md VI AL

ASCORBI C ACI D, BIOTIN, CYANOCOBALAM N, DEXPANTHENCL; ERGOCALCI FEROL; FOLI C ACI D;

NI ACl NAM DE; PHYTONADI ONE; PYRI DOXI NE HYDROCHLORI DE; RI BOFLAVI N PHOSPHATE SCDI UM

2001

2004

TH AM NE HYDROCHLORI DE; VITAMN A, VITAMN E

FOR SOLUTION; 1V (I NFUSI ON)
M V.1. PED ATRI C
+ HOSPI RA 80MF VI AL; 0. 02ME VI AL; 0. 001ME VI AL; 5MF N18920 001 Sep 21,
VI AL; 0. 01IMEF VI AL; 0. 14ME VI AL; 17ME VI AL;
0. 2M3 VI AL; IM& VI AL; 1. 4ME VI AL; EQ
1. 2MG BASE/ VI AL; 0. 7M& VI AL; 7M& VI AL

2000



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-37 (of

ASCORBI C ACI D, BIOTIN, CYANOCOBALAM N, DEXPANTHENCL; ERGOCALCI FEROL; FOLIC ACI D;

NI ACI NAM DE; PYRI DOXI NE HYDROCHLORI DE; RI BOFLAVI N PHOSPHATE SODI UM TH AM NE
HYDROCHLORI DE; VITAMN A, VITAMN E

I NJECTABLE; | NJECTI ON
MV.l.-12 (WTHOUT VITAM N K)

+ HOSPI RA 20M& M.; 0. 006ME M_; 0. 05UGM M_; 1. 5M& M.; NO8809 006 Sep 09,
0. 0005M& M_; 0. 06ME M_; 4ME M_; 0. 6ME M_; O
. 36M& M; 0. 6ME M; 0. IMG M_; IME ML

ASCORBI C ACI D; BI OTI N, CYANOCOBALAM N; DEXPANTHENOL; ERGOCALCI FERCL; FOLI C ACI D

NI ACl NAM DE; PYRI DOXI NE HYDROCHLORI DE; RI BOFLAVI N PHOSPHATE SODI UM THI AM NE
HYDROCHLORI DE; VITAMN A, VITAMN E; VITAM N K

| NDECTABLE; 1V (I NFUSI ON)
MV.I. ADULT

+ HOSPI RA 200M& VI AL; 0. 06ME VI AL; 0. 005ME VI AL; 15M  N21625 001 Jan 30,
G VI AL; 0. 005MF VI AL; 0. 6ME VI AL; 40MF VI A
L; 6M& VI AL; 3. 6M& VI AL; 6M& VI AL; 1MF VI AL
; 10M& VI AL; 0. 15MF VI AL

M V.. ADULT (PHARVACY BULK PACKAGE)
+ HOSPI RA 200M& 5M_; 0. 06M& 5M_; 0. 005M& 5M_; 15M& 5 N21643 001 Feb 18,
M_; 0. 005M& 5M_; 0. 6ME 5M_; 40M& 5M_; 6M& 5
M.; 3. 6M5 5M_; 6M& 5M.; 1M& 5M.; 10M& 5M_; O
. 15M& 5ML

ASCORBI C ACI D, POLYETHYLENE GLYCOL 3350; POTASSI UM CHLORI DE; SODI UM ASCORBATE;
SCDI UM CHLORI DE;  SODI UM SULFATE

FOR SOLUTI ON, ORAL
MOVI PREP
+ SALI X PHARMS 4.7GM 100GM 1. 015GM 5. 9GM 2. 691GM 7. 5GM  N21881 001 Aug 02,

ASPI RI'N; BUTALBI TAL; CAFFEI NE
CAPSULE; ORAL

FI ORI NAL
AB + WATSON PHARMS 325MG, 50MG; 40MG N17534 005 Apr 16,
LANORI NAL
AB LANNETT 325M5 50MG; 40MG N86996 002 Cet 11,
TABLET; ORAL
BUTALBI TAL, ASPI RIN AND CAFFEI NE
AB ACTAVI S ELI ZABETH 325M5 50MG 40MG N86710 002 Aug 23,
AB SANDCOZ 325M5 50MG 40MG N86398 002 Apr 06,
AB + MEST WARD 325MG, 50MG;, 40MG N86162 002 Feb 16,

ASPI RIN; BUTALBI TAL; CAFFEI NE; CODEI NE PHOSPHATE

CAPSULE; ORAL
BUTALBI TAL, ASPIRI N, CAFFEI NE, AND CODEI NE PHOSPHATE

AB NEXGEN PHARMA | NC 325M5 50MG 40M5 30MG N75231 001 Nov 30,

AB STEVENS J 325M5 50MG 40MG 30MG N74951 001 Aug 31,

AB WATSON LABS 325M5 50MG 40M5 30MG N74359 001 Aug 31,
FI ORI NAL W CODEI NE

AB + WATSON PHARMS 325M5 50MG 40M5 30MG N19429 003 Cct 26,

ASPI RI N, CAFFEI NE; DI HYDROCODEI NE Bl TARTRATE

CAPSULE; ORAL
SYNALGOS- DC
+ CARACO 356. 4M5 30M5 16 MG N11483 004 Sep 06,

ASPI RI N; CAFFEI NE; ORPHENADRI NE Cl TRATE

TABLET; ORAL
I NVAGESI C
SANDCOZ 385MG, 30MG, 25MG N74817 001 Nov 27,
I N\VAGESI C FORTE
AB SANDCOZ 770MG, 60MG;, 50MG N74817 002 Nov 27,

&

376)

2004

2004

2004

2006

1986
1985
1983

1984
1984

2001
1998
1995

1990

1983

1996

1996



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ASPI RI'N; CAFFEI NE; ORPHENADRI NE Cl TRATE

TABLET; ORAL
NORGESI C
AB GRACEVAY 385M5 30MG 25MG
NORGESI C FORTE
AB + CGRACEWAY 770M5 60MG 50MG
ORPHENADRI NE CI TRATE, ASPIRI N, AND CAFFEI NE
AB SANDCZ 385M5 30MG 25MG
AB 770M5 60MG 50MG
AB STEVENS J 385MG, 30MG, 25MG
AB 770M5 60MG 50MG

ASPI RIN; CARI SOPRODOL

AB
AB

AB

AB +

TABLET; ORAL
CARI SOPRODOL AND ASPI RI N
ACTAVI S TOTOM 325M5 200MG
PAR PHARM 325M5 200MG
SANDOZ 325MG, 200MG
SOVA COVPOUND
MEDA PHARMS 325M5 200MG

ASPI RI N, CARI SOPRODOL; CODEI NE PHOSPHATE

TABLET; ORAL

CARI SOPRODOL, ASPI RIN AND CODEI NE PHOSPHATE

ACTAVI S TOTOM 325M5 200M5 16 MG
SANDOZ 325MG, 200M5, 16 MG

SOVA COVPOUND W CCDEI NE

AB +

MEDA PHARMS 325M5 200M5 16MG

ASPI RIN; DI PYRI DAMOLE

CAPSULE, EXTENDED RELEASE; ORAL
AGGRENOX

+

BOEHRI NGER | NGELHEI M 25MG; 200MG

ASPI RI N, MEPROBAVATE

TABLET; ORAL

+

EQUACESI C

CARACO 325MG, 200MG

ASPI RIN;  METHOCARBAMCL

TABLET; ORAL
METHOCARBAMOL AND ASPI RI N
AB + | VAX PHARMS 325M5 400MG
AB STEVENS J 325MG, 400MG

ASPI RI N, OXYCODONE HYDROCHLORI DE

TABLET; ORAL

+

ASPI RI'N;  OXYCODONE HYDROCHLORI DE; OXYCODONE TEREPHTHALATE

PERCCDAN

ENDO PHARMS 325MG; 4. 8355MG

TABLET; ORAL

OXYCODONE AND ASPI RI N

12

WATSON LABS 325MG;, 4. 5MG; 0. 38MG
PERCODAN
ENDO PHARMS 325MG, 4. 5MG; 0. 38MG

AA +

ATAZANAVI R SULFATE

CAPSULE; ORAL

REYATAZ

BRI STOL MYERS SQUI BB EQ 100MG BASE

N40252
N89594
N40116

N20884

N11702

N87211
N81145

NO7337

N40255

NO7337

N21567

003
004

001
002
001
002

001
001
001

005

001
001

002

001

003

001
001

007

001

006

001

Jan

Aug

Feb

Jun

3-38 (of

27,

27,

31,
31,
30,
30,

10,
31,
25,

11,

29,
16,

11,

22,

29,

22,
31,

05,

27,

20,

376)

1982
1982

1996
1996
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1997
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1996

1983

1998
1996
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1983

1982
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1998

2003



29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

ATAZANAVI R SULFATE

+

CAPSULE; ORAL

REYATAZ

BRI STOL MYERS SQUI BB

ATENOLOL

AB
AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

AB

AB
AB

AB
AB

AB

AB

AB

AB

AB

AB

AB

AB

AB
AB
AB

ATENOLCL; CHLORTHALI DONE

+

TABLET; ORAL

ATENOLCL
AUROBI NDO PHARNA

CARACO

CLONMEL HLTHCARE

GENPHARM

| PR

MJUTUAL PHARM

MYLAN

OHM LABS

SANDOZ

TEVA

UNI QUE PHARM LABS

WATSON LABS

ZYDUS PHARMS USA

TENORM N
ASTRAZENECA

AB
AB
AB

AB
AB

AB
AB

TABLET; ORAL

EQ 150M5 BASE
EQ 200M5 BASE
EQ 300M5 BASE

25M5
50MG
100MG
25M5
50MG
100MG
25M5
50MG
100MG
25M5
50MG
100M5
25M5
50MG
100M5
25M5
50MG
100MG
25M5
50MG
100MG
25M5
50MG
100MG
25M5
50MG
100M5
25M5
50MG
100M5
25M5
50MG
100M5
50MG
100M5
25M5
50MG
100M5

25MG
50MG
100MG

ATENOLOL AND CHLORTHALI DONE

I PR

MJTUAL PHARM

MYLAN

WATSON LABS

50MG, 25MG
100MG, 25MG
50MG, 25MG
100MG, 25MG
50M5 25MG
100MG, 25MG
50M5 25MG

2009 -

APPROVED DRUG PRODUCTS LI ST

N21567
N21567
N21567

002
003
004

001
002
003
001
002
003
001
001
001
003
001
002
001

001
001
001
001
002
001
001
001
002
003
001
001
001
003
001
002
001
002
003
001
001
001
002
003

004
001
002

001
001
001
001
001
002
001

Jun
Jun
Cct

Cct
Cct
Cct
Jul
Jul
Jul

Sep
Jul

Jan
Jan
Sep
Sep
Sep
Dec

Jan

Jan
Jan

May

Apr
Apr

Cct
Jul

3-39 (of

20
20
16

31,
31,
31,
10
10,
10,
28,
19,
19,
26,
23,
23,
31,
15,
15,
30,
30,
30,
26,
24,
24,
27,
27,
27,
01,
17,
17,
19,
18,
18,
13,
13,
13,
27,
27,
28,
28,
28,

09,

31,
31,
29,
29,
31,
31,
02,

376)

2003
2003
2006

2007
2007
2007
2007
2007
2007
1992
1991
1991
1998
1994
1994
1992
1988
1988
1997
1993
1993
1999
1992
1992
2006
2006
2006
1992
1991
1991
2004
1995
1995
2006
2006
2006
1991
1991
2005
2005
2005

1990

1990
1990
1993
1993
1993
1993
1992



ATENOLCL; CHLORTHALI DONE

29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ATOVOXETI NE_ HYDROCHL ORI DE

+

TABLET; ORAL

ATENOLOL AND CHLORTHALI DONE

WATSON LABS

TENCORETI C 100
ASTRAZENECA

TENORETI C 50
ASTRAZENECA

CAPSULE; ORAL

STRATTERA
LILLY

ATORVASTATI N CALClI UM

+

TABLET; ORAL

LI PI TOR
PFI ZER

ATOVAQUONE

+

SUSPENSI ON; ORAL

MEPRON
GLAXCSM THKLI NE

100MG 25MG
100MG 25MG

50MG; 25MG

10MG
18MG
25MG
40MG
60MG
80MG
100MG

EQ 10MG BASE
EQ 20MG BASE
EQ 40MG BASE
EQ 80MG BASE

750M& 5M.

ATOVAQUONE; PROGUANI L HYDROCHLCRI DE

TABLET; ORAL

MALARONE

+  GLAXOSM THKLI NE 250MG 100M3
MALARONE PEDI ATRI C
+  GLAXOSM THKLI NE 62. 5MG 25MG
ATRACURI UM BESYLATE
| NJECTABLE; | NJECTI ON
ATRACURI UM BESYLATE
AP BAXTER HLTHCARE CORP  10MF M.
AP + BEDFORD 10M5 ML
AP HOSPI RA 10M5 ML
AP MARSAM PHARVS LLC 10M3 M.
AP TEVA PARENTERAL 10M3 M.
ATRACUR| UM BESYLATE PRESERVATI VE FREE
AP BAXTER HLTHCARE CORP  10MG M
AP + BEDFORD 10MG ML
AP HOSPI RA 10M3 ML
AP MARSAM PHARVS LLC 10M3 M.
ATROPI NE

I NJECTABLE; | NJECTI ON

ATROPEN
MERI DI AN MEDCL TECHN

EQ 0. 25M5 SULFATE/ 0. 3ML
EQ 0. 5MG SULFATE/ 0. 7M.
EQ 1M5 SULFATE/ 0. 7M.
EQ 2MG SULFATE/ 0. 7ML

N73665
N18760

N18760

N21411
N21411
N21411
N21411
N21411
N21411
N21411

N20702
N20702
N20702
N20702

002
001

002

002
003
004
005
006
007
008

001
002
003
004

001

001

002

001
001
001
001
001

001
001
001
001

004
003
002
001

Jul

Jun

Jun

Feb

Jul

Jul

Jan
Jul
Mar
Jul
Jun

Jan
Jul
Mar
Jul

Sep
Jun
Jun

3-40 (of

08,

08,

26
26
26
26
26
14,
14,

17,
17,
17,
07,

08

14,

14,

23
18,
28,
28
11,

23
18,
28
28,

17,
19,
19,

376)

1992
1984

1984

2002
2002
2002
2002
2002
2005
2005

1996
1996
1996
2000

1995

2000

2000

1997
1997
1997
1998
1997

1997
1997
1997
1998

2004
2003
2003



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

ATROPI NE SULFATE

I NJECTABLE;, | M I V-SC
ATROPI NE SULFATE ANSYR PLASTI C SYRI NGE
HOSPI RA 0. 05M& ML
+ 0. 1M5d M

ATROPI NE SULFATE; DI PHENOXYLATE HYDROCHLORI DE

CAPSULE; ORAL
DI PHENOXYLATE HYDROCHLORI DE W ATROPI NE SULFATE
SCHERER RP 0. 025M5 2. 5MG

SOLUTI ON; ORAL
DI PHENOXYLATE HYDROCHLORI DE AND ATROPI NE SULFATE

AA T ROXANE 0. 025M3 5M.; 2. 5MF 5M
LOVOTI L
AA + GD SEARLE LLC 0. 025M3 5M.; 2. 5MF 5M.
TABLET; ORAL
DI PHENOXYLATE HYDROCHLORI DE_AND ATROPI NE SULFATE
AA T LANNETT 0.025M5 2. 5MG
AA MYLAN 0.025M5 2. 5MG
AA  PAR PHARM 0.025M5 2. 5MG
DI PHENOXYLATE HYDROCHLORI DE W ATROPI NE_SULFATE
AA T SANDZ 0.025M5 2. 5MG
LOVOTI L
AA + GD SEARLE LLC 0.025M5 2. 5M5
LONOX
AA T SANDCZ 0.025M5 2. 5M5

ATROPI NE SULFATE; EDRCOPHONI UM CHLORI DE

I NJECTABLE; | NJECTI ON
ENLON- PLUS
+ Bl ONl CHE PHARMA

0. 14M& M_; 10M& ML

ATROPI NE; PRALI DOXI ME CHLORI DE

I NJECTABLE; | NTRAMUSCULAR
DUCDOTE
+ MERI DI AN MEDCL

2.1MF 0. 7M.; 600ME 2ML

AURANCFI N

CAPSULE; ORAL
RI DAURA
+ PROVETHEUS LABS 3MG

AZACI Tl DI NE

I NJECTABLE; |V-SC
VI DAZA
+ PHARM ON LLC 100M& VI AL

AZATHI OPRI NE

TABLET; ORAL
AZASAN
AB AAI PHARMA LLC 25MG
AB S0ME
AB 75M3
AB 100MG
AZATHI OPRI NE
AB GENPHARM 50MG
AB ROXANE 50MG
— ZYDUS PHARMB USA 25MG
AB S0ME
AB llic

N21146
N21146

N86440

N87708

N12699

N85372
N85762
N40357

N86173
N12462

N85311

N19678

N21983

N75252
N75252
N75252
N75252

N75568
N74069
N77621
N77621
N77621

002
001

001

001
001
001

001
001

001
001

002

001

001

001

001

002
001
003
004

001
001
002
001
003

3-41 (of 376)

Jul
Jul

May

09,
09,

03

2001
2001

1982

May 02, 2000

Sep

May

May

Feb
Jun
Feb
Feb

Dec
Feb
Sep
Mar
Sep

06

28

24,

19,

03
07,
03,
03

13
16
05,
15
05,

1991

2006

1985

2004

2003
1999
2003
2003

1999
1996
2008
2007
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AZATHI CPRI NE

TABLET; ORAL
AZATHI OPRI NE
AB ZYDUS PHARMS USA 100MG
| MURAN
AB + PROMVETHEUS LABS 50MG

AZATHI OPRI NE SCDI UM

I NJECTABLE; | NJECTI ON
AZATHI OPRI NE SCDI UM
+ BEDFORD EQ 100M5 BASE/ VI AL

AZELAI C ACI D
CREAM TOPI CAL

AZELEX

+ ALLERGAN 20%
GEL; TOPI CAL

FI NACEA

+ | NTENDI S 15%

AZELASTI NE HYDROCHLORI DE

SOLUTI ON/ DROPS; OPHTHALM C
OPTI VAR
+ MEDA PHARMS 0. 05%

SPRAY, METERED; NASAL
ASTELI N

+ MEDA PHARMS
ASTEPRO

+ MEDA PHARMS

EQ 0. 125MG BASE/ SPRAY

EQ 0. 125MG BASE/ SPRAY

AZ| THROWCI N

FOR SUSPENSI ON, ORAL
AZI THROWCI N

AB PLI VA EQ 100MG BASE/ 5M.
AB EQ 200M5 BASE/ 5M.
AB SANDCOZ EQ 100MG BASE/ 5ML
AB EQ 200MG BASE/ 5M.
_ TEVA PHARVS EQ 100M5 BASE/ 5M.
AB EQ 200MG BASE/ 5ML
ZI THROVAX
AB PFI ZER EQ 100M5 BASE/ 5M.
AB + EQ 200M5G BASE/ 5M.
ZI THROVAX
+ PFIZER EQ 1GVI BASE/ PACKET
FOR SUSPENSI ON, EXTENDED RELEASE; ORAL
ZNVAX

+ PFI ZER GLOBAL

I NJECTABLE; | NJECTI ON
AZl THROWCI N

EQ 2GM BASE/ BOT

AP ABRAXI S PHARM EQ 500M5 BASE/ VI AL

AP PLI VA HRVATSKA DQO EQ 500MG BASE/ VI AL

AP + TEVA PARENTERAL EQ 500M5 BASE/ VI AL
ZI THROVAX

AP + PFIZER EQ 500M5 BASE/ VI AL
AZI THROWCI N

+ TEVA PARENTERAL EQ 2. 5GM BASE/ VI AL

SOLUTI ON/ DROPS; OPHTHALM C
AZASI TE
+ | NSPI RE 1%

N77621

N16324

N74419

N20428

N50797

N65179
N65265
N50809

N50810

004

001

001

001

001

001

001

001

002
001
001
002

001
002

001

001

001
001
001
001

002

001

3-42 (of

Sep

Sep

May

Jul
Jul
Sep
Sep
Jun
Jun

Cct
Cct

Sep

Jun

05

31,

13

24,

22,

01,

15

05
05,
18,
18
24,
24,

19,
19,

28

10

13

18,
19,
30,

19,

27,

376)

2008

1995

1995

2002

2000

1996

2008

2006
2006
2006
2006
2008
2008

1995
1995

1994

2005

2005
2007
2006

1997

2006

2007



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AZ| THROWCI N

TABLET; ORAL
AZ| THROWCI N
AB MYLAN EQ 250M5 BASE N65365 001
AB EQ 500MG BASE N65366 001
AB EQ 600MG BASE N65360 001
AB PLI VA EQ 250M5 BASE N65225 001
AB EQ 500MG BASE N65223 001
AB EQ 600MG BASE N65218 001
AB SANDCZ EQ 250M5 BASE N65211 001
AB EQ 500MG BASE N65212 001
AB EQ 600MG BASE N65209 001
AB TEVA EQ 250MG BASE N65153 001
AB EQ 500MG BASE N65193 001
AB EQ 600MG BASE N65150 001
AB WOCKHARDT EQ 250MG BASE N65404
AB EQ 500MG BASE N65405 001
AB EQ 600MG BASE N65302 003
ZI THROMAX
AB PFI ZER EQ 250MG BASE N50711 001
AB EQ 500MG BASE N50784 001
AB + EQ 600MG BASE N50730 001
AZTREONAM
| NJECTABLE; | NJECTI ON
AZACTAM
+ BRISTOL MYERS SQUI BB 1GM VI AL N50580 002
+ 2GM VI AL N50580 003
AZACTAM | N PLASTI C CONTAI NER
+ BRISTOL MYERS SQUI BB 20MF M. N50632 002
+ 40ME ML N50632 001
BACI TRACI N
| NDECTABLE; | NJECTI ON
BAC I M
AP X GEN PHARVB 50,000 UNI TS/ VI AL N64153 001
BACI TRACI N
AP ABRAXI S PHARM 50, 000 UNI TS/ VI AL N65116 001
AP+ PHARVACI A AND UPJOHN 50,000 UNI TS/ VI AL N60733 002
BACI TRACI N
PHARMACI A AND UPJOHN 10, 000 UNI TS/ VI AL N60733 001
O NTMVENT; OPHTHALM C
BACI TRACI N
+  ALTANA 500 UNI TS/ GM N61212 001
POWDER, FOR RX COVPOUNDI NG
BACI - RX
AA X GEN PHARVB 5, 000, 000 _UNI TS/ BOT N61580 001
BACI TRACI N
AA APOTHEKERNES 5, 000, 000 _UNI TS/ BOT N61699 001

BACI TRACI N ZI NC; HYDROCORTI SONE; NEOWYCI N SULFATE; POLYMYXI N B SULFATE

O NTMENT; OPHTHALM C
NEOMYCI N AND POLYMYXI N B SULFATES, BACI TRACI N ZI NC AND HYDROCORTI SONE

+ BAUSCH AND LOVB 400 UNI TS/ GM 1% EQ 3. 5MG N64068 001
BASE/ GV} 10, 000 UNI TS/ GM

O NTMENT; TOPI CAL
CORTI SPORI N

+ MONARCH PHARMS 400 UNI TS/ GM 1% EQ 3. 5MG BASE/ GM 5, 000 N50168 002
UNI TS/ GM

3-43 (of

May

Cct

May

30

30,
08

14,
14,
14,
14,
14,
14,
14,
14,
14,
11,
11,
11,

18,
24,
12,

31,
31,

24,
24,

09,

03,

30

04,

376)

2007
2007
2007
2005
2005
2005
2005
2005
2005
2005
2005
2005
2008
2008
2008

1996
2002
1996

1986
1986

1989
1989

1997

2002

1995

1984



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BACI TRACI N ZI NC; NEOWCI N SULFATE; POLYMYXI N B SULFATE

O NTMENT; OPHTHALM C
BACI TRACI N- NEOWCI N- POLYMYXI N

AT ALTANA 400 UNI TS/ GM EQ 3. 5MG BASE/ GM 10, 000 N60764
NEOWCI N AND POLYMYXI N B SULFATE AND BACI TRACI N ZI NC
AT AKORN 400 UNI TS/ GM EQ 3. 5M5 BASE/ GM 10, 000 N65088
NEOWCI N AND POLYMYXI N B SULFATES AND BACI TRACI N ZI NC
AT + BAUSCH AND LOMVB 400 UNI TS/ GM EQ 3. 5M5 BASE/ GM 10, 000 N64064
BACI TRACI N ZI NC, POLYMYXI N B SULFATE
O NTMENT; OPHTHALM C
BACI TRACI N ZI NC AND POLYMYXI N B SULFATE
AT AKORN 500 UNI TS/ GM 10, 000 UNI TS/ GM N64028
AT ALTANA 500 UNI TS/ GM 10, 000 UNI TS/ GM N65022
AT + BAUSCH AND LOMVB 500 UNI TS/ GM 10, 000 UNI TS/ GM N64046

002

001

001

001
001
001

3-44 (of 376)

Feb

Jan
Feb
Jan

BACI TRACI N;  HYDROCORTI SONE ACETATE, NEOWCI N SULFATE, POLYMYXI N B SULFATE

O NTMENT; OPHTHALM C
BACI TRACI N- NEOWYCI N- POLYMYXI N W HYDROCORTI SONE ACETATE

+ PHARMADERM 400 UNI TS/ GM 1% EQ 3. 5MG
BASE/ GM 10, 000 UNI TS/ GM

BACLOFEN
| NJECTABLE; | NTRATHECAL
LI ORESAL
+ MEDTRONI C 0. 05M3F M.
+ 0.5M3 M.
+ 2ME M
TABLET; ORAL
BACLOFEN
AB ACTAVI S TOTOWA 10MG
AB 20M5
AB ALPHAPHARM 10MG
AB 20M5
AB CARACO 10M5
AB 20MG
AB | MPAX LABS 10MG
AB 20M5
AB | VAX PHARMS 10MG
AB + 20MG
AB LANNETT 10MG
AB 20M5
AB USL PHARMA 10MG
AB 20MG
AB VI NTAGE PHARVB 10MG
AB 20M5
AB WATSON LABS 10MG
AB 20M5
TABLET, ORALLY DI SI NTEGRATI NG ORAL
KEMSTRO
SCHWARZ PHARMA 10MG
+ 20MG

BALSALAZI DE DI SODI UM

CAPSULE; ORAL
BALSALAZI DE DI SCDI UM
AB APCOTEX | NC 750MG
AB MYLAN 750MG
AB ROXANE 750MG

N62166

N20075
N20075
N20075

N77883
N77807
N77806

002

003
001
002

001
001
001
002
001
002
001
002
001
001
001
001
001
002
001
001
001
001

001
002

001
001
001

Jun
Jun

Cct
Cct
Jul
Jul
Aug
Aug
Cct
Cct
Jul
Jul
Jul

Aug
Aug
Aug
Aug
Sep
Sep

Cct
Cct

06

30

30
27,
26

07,
17,
17,

31,
31,
29,
29,
14,
14,
26,
26,
21,
21,
06,
20,
19,
19,
30,
30,
18,
18,

30
30

28
28
28

2004

1995

1995
2002
1995

1996
1992
1992

2007
2007
2005
2005
2006
2006
2007
2007
1988
1988
2007
2005
1996
1996
2005
2005
1991
1991

2003
2003

2007
2007
2007



29TH EDI TI ON -

BALSALAZI DE DI SODI UM

CAPSULE; ORAL

COLAZAL
SALI X PHARMS

AB + 750MG

BECLOVETHASONE DI PROPI ONATE

AERCSOL, METERED; | NHALATI ON
QVAR 40

+ TEVA GLOBAL 0. 04MF | NH
QVAR 80

+ TEVA GLOBAL 0. 08MF | NH

BECLOVETHASONE DI PROPI ONATE MONCOHYDRATE

2009 -

SPRAY, METERED, NASAL
BECONASE AQ
+ GLAXOSM THKLI NE

BENAZEPRI L HYDROCHLORI DE

TABLET; ORAL
BENAZEPRI L _HYDROCHLORI DE
AB ~ APOTEX INC 5MG
AB 10Mz
AB 20M3
AB 40M3
AB  AURGCBI NDO PHARMA 10MG
AB 20M3
AB 40MG
AB Bl OKEY 5MG
AB 10Mz
AB 20M3
AB 40M3
AB | VAX PHARVS 5MG
AB 10Mz
AB 20M3
AB 40M3
AB KV PHARM 5MG
AB 10Mz
AB 20M3
AB 40Mz
AB MYLAN 5MG
AB 10M3
AB 20M3
AB 40Mz
AB RANBAXY 5MG
AB oMz
AB 20M3
AB 40MG
AB SANDOZ 5MG
AB 10M3
AB 20M3
AB 40Mz
AB TEVA 5MG
AB 10M3
AB 20M3
AB 40Mz
AB  WATSON LABS FLORIDA  5MG
AB 10M3
AB 20Mz
AB 40Mz
AB ZYDUS PHARMS USA 5MG
AB oMz
AB 20M3
AB 40M5

EQ 0. 042MG DI PROP/ SPRAY

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N20610

N20911

N20911

N19389

001

002

001

001

001
002
003
004
001
002
003
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004

3-45 (of

Jul

Sep

Sep

Jul

15

27,

08

08,
08,
08

22,
22,
22,
03,
03,
03,
03,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
11,
23,
23,
23,
23,

376)

2000

2000

2000

1987

2006
2006
2006
2006
2008
2008
2008
2006
2006
2006
2006
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2008
2008
2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-46 (of 376)

BENAZEPRI L HYDROCHLORI DE

TABLET; ORAL
LOTENSI N

AB  NOVARTIS 5MG N19851 001  Jun 25, 1991

AB 10MG NIO851 002  Jun 25, 1991

AB 20MG NI19851 003  Jun 25, 1991

B+ 40MG NIO851 004  Jun 25, 1991

BENAZEPRI L HYDROCHLORI DE; HYDROCHLOROTHI AZI DE

TABLET; ORAL
BENAZEPRI L HYDROCHLORI DE_ AND HYDROCHLOROTHI AZI DE
AB GENPHARM 5M5 6. 25MG N76612 001 Feb 11, 2004
AB 10M5 12. 5MG N76612 002 Feb 11, 2004
AB 20MG, 12. 5MG N76612 003 Feb 11, 2004
AB 20M5 25MG N76612 004 Feb 11, 2004
AB | VAX PHARMVS 5M5 6. 25MG N76348 001 Feb 11, 2004
AB 10M5 12. 5MG N76348 002 Feb 11, 2004
AB 20M5 12. 5MG N76348 003 Feb 11, 2004
AB 20M5 25MG N76348 004 Feb 11, 2004
AB MYLAN 5M5 6. 25MG N76688 001 Feb 11, 2004
AB 10M5 12. 5MG N76688 002 Feb 11, 2004
AB 20M5 12. 5MG N76688 003 Feb 11, 2004
AB 20M5 25MG N76688 004 Feb 11, 2004
AB RANBAXY 5M5 6. 25MG N77483 Sep 08, 2005
AB 10MG 12. 5MG N77483 002 Sep 08, 2005
AB 20M5 12. 5MG N77483 003 Sep 08, 2005
AB 20M5 25MG N77483 004 Sep 08, 2005
AB SANDCOZ 5M5 6. 25MG N76631 001 Feb 11, 2004
AB 10M5 12. 5MG N76631 002 Feb 11, 2004
AB 20M5 12. 5MG N76631 003 Feb 11, 2004
AB 20M5 25MG N76631 004 Feb 11, 2004
AB WATSON LABS FLORIDA  5MG 6. 25MG N76342 001 Feb 11, 2004
AB 10MG 12. 5MG N76342 002 Feb 11, 2004
AB 20MG, 12. 5MG N76342 003 Feb 11, 2004
AB 20M5 25MG N76342 004 Feb 11, 2004
LOTENSI N HCT
AB NOVARTI S 5M5 6. 25MG N20033 001 May 19, 1992
AB 10M5 12. 5MG N20033 002 May 19, 1992
AB 20MG, 12. 5MG N20033 004 May 19, 1992
AB + 20M5 25MG N20033 003 May 19, 1992

BENDAMUSTI NE HYDROCHL ORI DE

POADER, 1V (I NFUSI ON)
TREANDA
+ CEPHALON 100M5F VI AL N22249 001  Mar 20, 2008

BENDROFLUVETHI AZI DE; NADOLOL

TABLET; ORAL
CORZI DE
AB KI' NG PHARMVS 5M5 40MG N18647 001 May 25, 1983
AB + 5M5 80MG N18647 002 May 25, 1983
NADOLOL AND BENDROFLUMETHAZI DE
AB MYLAN 5M5 40MG N78688 001 Feb 15, 2008
AB 5M5 80MG N78688 002 Feb 15, 2008
NADOLOL AND BENDROFLUMETHI AZI DE
AB I MPAX LABS 5M5 40MG N77833 001 Mar 30, 2007
AB 5M5 80MG N77833 002 Mar 30, 2007
BENZONATATE
CAPSULE; ORAL
BENZONATATE
AA BANNER PHARMACAPS 100MG N81297 001 Jan 29, 1993



29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

2009 - APPROVED DRUG PRODUCTS LI ST

BENZONATATE
CAPSULE; ORAL
BENZONATATE
AA BANNER PHARVACAPS 200MG N81297
AA KV PHARM 100MG N40795
AA 200MG N40795
AA ORI T LABS LLC 100MG N40682
AA 200MG N40682
AA SUN PHARM INDS INC  100MG N40587
AA 200M5 N40587
AA THE PHARMA NETWORK  100MG N40627
AA 200MG N40749
AA ZYDUS PHARVE USA 100MG N40597
AA 200MG N40597
TESSALON
AA + FOREST LABS 100MG NL1210
AA + 200MG NL1210
BENZOYL PEROXI DE; CLI NDAMYCI N PHOSPHATE
GEL; TOPI CAL
BENZACLI N
BT + SANOFI AVENTI'S US 5% EQ 1% BASE N50756
DUAC
BT + STIEFEL 5% EQ 1% BASE N50741
ACANYA
+ DOW PHARM SCI 2.5% 1. 2% N50819
BENZOYL PEROXI DE; ERYTHROWYCI N
GEL; TOPI CAL
BENZAMYCI N
AB + SANOFI AVENTIS US 5% 3% N50557
ERYTHROMYCI N_AND BENZOYL PEROXI DE
AB TOLMAR 5% 3% N65112
BENZAMYCI N PAK
+ SANOFI AVENTIS US 5% 3% N50769
BENZPHETAM NE HYDROCHLOR! DE
TABLET; ORAL
BENZPHETAM NE_HYDROCHLOR! DE
AA COREPHARVA 50MG N40714
AA | MPAX LABS 50MG N40845
AA PADDOCK 50MG N40578
AA TEDOR PHARM 50MG N40747
AA TYCO HLTHCARE 50MG N40773
DI DREX
AA + PHARMACI A AND UPJOHN 50MG NL2427
BENZTROPI NE MESYLATE
| NJECTABLE; | NJECTI ON
COGENTI N
+ OVATI ON PHARVB 1M M NL2015
TABLET; ORAL
BENZTROPI NE_MESYLATE
AA ACTAVI S TOTOMWA 0. 5MG N40699
AA 1MG N40705
AA 2MG N40706
AA COREPHARVA 0.5MG N72264
AA MG N72265
AA 2MG N72266
AA + PAR PHARM 0.5M5 N88877
AA + MG N88894

002
001
002
001
002
001
002
001
001
001
002

001
003

001
001

001

001
001

001

001
001
001
001
001

002

001

001
001
001
001
001
001
001
001

Jun

Cct

Apr
Mar

Feb
Feb
Feb
Feb
Feb
Feb
Apr
Apr

3-47 (of

30

31,
31,
30,
30,
19,
19,
30,
25,
08,
08,

25

21,

26

23

26

29,

27,

29,
18
17,
30,
25,

11,

376)

2007
2007
2007
2007
2007
2008
2008
2007
2007
2007
2007

1999

2000
2002

2008

1984
2004

2000

2007
2008
2006
2007
2007

2008
2008
2008
1989
1989
1989
1985
1985



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

BENZTROPI NE MESYLATE

TABLET; ORAL
BENZTROPI NE MESYLATE
+ PAR PHARM
PLI VA

USL PHARMA

VI NTAGE

IZIZIZIZIZIBIZIZIZIE

BERACTANT

SUSPENSI ON; | NTRATRACHEAL

SURVANTA
+ ROSS LABS

BETAI NE HYDROCHLORI DE

FOR SOLUTI ON, ORAL
CYSTADANE
+ RARE DI S THERAP

BETAMETHASONE

SYRUP; ORAL
CELESTONE
+ SCHERI NG

BETAMETHASONE ACETATE; BETAMETHASONE SODI UM PHOSPHATE

25M5 ML

1GM SCOOPFUL

0. 6M& 5M.

I NJECTABLE; | NJECTI ON
CELESTONE SOLUSPAN
+ SCHERI NG

3ME M.; EQ 3MG BASE/ ML

BETAMETHASONE DI PROPI ONATE

CREAM TOPI CAL

BETAMETHASONE DI PROPI ONATE

AB ACTAVI S M D ATLANTIC EQ 0. 05% BASE

AB + FOUGERA
AB TARO

CREAM AUGVENTED; TOPI CAL

EQ 0. 05% BASE
EQ 0. 05% BASE

BETAMETHASONE DI PROPI ONATE

AB ALTANA
AB GLENVARK GENERI CS
AB PERRI GO NEW YORK
AB TARO
AB TOLMAR

DI PROLENE AF

AB + SCHERI NG

GEL, AUGMENTED; TOPI CAL

EQ 0. 05% BASE
EQ 0. 05% BASE
EQ 0. 05% BASE
EQ 0. 05% BASE
EQ 0. 05% BASE

EQ 0. 05% BASE

BETAMETHASONE DI PROPI ONATE

AB + ALTANA
AB TARO

LOTI ON, TOPI CAL

EQ 0. 05% BASE
EQ 0. 05% BASE

BETAMETHASONE DI PROPI ONATE

AB ACTAVI S M D ATLANTIC EQ 0. 05% BASE

AB + FOUGERA
AB PERRI GO NEW YORK
AB  TEVA

EQ 0. 05% BASE
EQ 0. 05% BASE
EQ 0. 05% BASE

PRESCRI PTI ON DRUG PRODUCT LI ST

N14602

001
001
001
001
001
002
003
001
001
003

001

001

002

001

001
001
001

001
001
001
001
001

001

001
001

001
001
001
001

Aug

Jul

Feb
Jun

Apr

Sep
Dec

Jan

Jul

Aug
Jan
Aug

3-48 (of

11,
10,
10
10,
12,
12,
12,
27,
27,
27,

25

03
26,
30

09,
23
09,
09,
23

27,

13
02,

31,
12,
31,
10,

376)

1985
1988
1988
1988
1996
1996
1996
2007
2007
2007

1991

1996

1987
1984
1992

2003
2008
2003
2003
2004

1987

2003
2003

1985
1985
1990
1987



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BETAVETHASONE DI PROPI ONATE

LOTI ON, AUGVENTED; TOPI CAL
BETAMETHASONE DI PROPI ONATE

AB ALTANA EQ 0. 05% BASE

AB TARO EQ 0. 05% BASE
DI PROLENE

AB + SCHERI NG EQ 0. 05% BASE

O NTMENT; TOPI CAL
BETAMETHASONE DI PROPI ONATE

AB ACTAVIS M D ATLANTIC EQ 0. 05% BASE
AB + FOUGERA EQ 0. 05% BASE
AB TARO EQ 0. 05% BASE

O NTMENT, AUGVENTED; TOPI CAL
BETAMETHASONE DI PROPI ONATE

AB ACTAVI S M D ATLANTIC EQ 0. 05% BASE

AB ALTANA EQ 0. 05% BASE

AB TARO EQ 0. 05% BASE
DI PROLENE

AB + SCHERI NG EQ 0. 05% BASE

BETAMETHASONE DI PROPI ONATE; CALCI POTRI ENE HYDRATE

O NTMENT; TOPI CAL
TACLONEX
+ LEO PHARM PRODS

SUSPENSI ON;  TOPI CAL
TACLONEX SCALP
+ LEO PHARM PRCDS

0.064% 0. 005%

0. 064% 0. 005%

BETAVETHASONE DI PROPI ONATE; CLOTRI MAZCLE

CREAM TOPI CAL
CLOTRI MAZOLE AND BETAMETHASONE DI PROPI ONATE

AB ACTAVIS M D ATLANTIC EQ 0.05% BASE; 1%

AB ALTANA EQ 0. 05% BASE; 1%

E TARO EQ 0. 05% BASE; 1%
LOTRI SONE

AB + SCHER NG

LOTI ON, TOPI CAL
CLOTRI MAZOLE AND BETAMETHASONE DI PROPI ONATE

EQ 0. 05% BASE; 1%

AB ALTANA PHARVA EQ 0. 05% BASE; 1%
AB TARO EQ 0. 05% BASE; 1%
LOTRI SONE

AB + SCHERI NG PLOUGH RES  EQ 0. 05% BASE; 1%

BETAVMETHASONE VALERATE

AEROSOL, FOAM TOPI CAL

LUXI Q

+ STIEFEL LABS | NC EQ 0. 12% BASE
CREAM TOPI CAL

BETAMETHASONE VALERATE

AB + FOUGERA EQ 0. 1% BASE
BETA- VAL

AB TEVA EQ 0. 1% BASE
DERMABET

AB TARO EQ 0. 1% BASE
VALNAC

AB ACTAVIS M D ATLANTIC EQ 0. 1% BASE

LOTI ON, TOPI CAL
BETAMETHASONE VALERATE
AB + FOUGERA EQ 0. 1% BASE

N77111
N7 7477

N19716

N21852

N22185

N76002
N75502
N75673

N18827

N76516
N76493

N20010

N20934

N18861
N18642
N72041

N70050

N18866

001
001

001
001

001
001

001
001
001

001

001

001

001
001
001

001
001
001

001

001

001
001
001

001

001

3-49 (of

May

Aug

Feb
Sep
Sep

Aug
Jun
Cct

Jul

Jan

May

Aug
Jun
May

Jul

Jun
Jul

Feb

Aug

Aug

21,
21,

01,

03,

04,
15,

31,
22,
12,

27,

09,

09,

02,
05,
29,

10,

16,

28,

08,

28,

31,

24,

06,

10,

31,

376)

2007
2007

1988
1987

1984
1994

1995
1999
2004

1983

2006

2008

2002
2001
2001

1984
2005
2004

2000

1999

1983
1983
1988

1984

1983



29TH EDI TI ON -

BETAMETHASONE VALERATE

AB

AB

+

LOTI ON, TOPI CAL

BETAMETHASONE VALERATE
STAT- TRADE

BETA- VAL
TEVA

O NTMENT,; TOPI CAL

BETAMETHASONE VALERATE
ACTAVI S M D ATLANTI C
FOUGERA

BETAXOLOL HYDROCHLORI DE

AB
AB
AB
AB
AB
AB

+

+

+

BETAXOLOL
AKORN
NOVEX
BETAXOLOL HYDROCHLORI DE
BAUSCH AND LOVB
BETOPTI C
ALCON

BETOPTIC S
ALCON

TABLET; ORAL

BETAXOLOL HYDROCHLORI DE
ACTAVI S TOTOM

KVK TECH

KERLONE
SANCFI AVENTI S US

BETHANECHOL CHLORI DE

IZIZIZIRIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZIZ

TABLET; ORAL

BETHANECHOL CHLORI DE
ACTAVI S TOTOM

AVNEAL PHARM

I MPAX LABS

LANNETT

PHARMAX

UPSHER SM TH

WOCKHARDT

1% BASE

EQ 0.

1% BASE

EQ 0.

EQ 0.

1% BASE

1% BASE

EQ 0.

SCLUTI ON/ DROPS; OPHTHALM C

EQ 0.

5% BASE

5% BASE

EQ 0.

5% BASE

EQ 0.

5% BASE

EQ 0.

SUSPENS| ON/ DROPS; OPHTHALM C

EQ 0.

10M3
20M5
10M3
20M8

10MG
20MG

5MG

100G
25M5
5MG

fY.c
25M5
50MG
5MG

100G
25M5
50MG
5MG

1003
25M5
50MG
5MG

10MG
25M5
50MG
5MG

1003
250G
50MG
5MG

100G

25% BASE

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N19845

N19507
N19507

001

001

001
001

001
001

001

001

001

001
002
001
002

001
002

001
001
001
001
002
003
004
001
001
001
004
001
001
003
001
001
001
001
001
001
001
001
001
001
001

Jul

Jun

Cct
Aug

Jun
Sep

Cct
Cct
Jun
Jun

Cct
Cct

Jun
Jun
Jun
Jun
Sep
Sep

3-50 (of

27,

10,
31,

30,
28,

12,

30,

29,

22,
22,
27,
27,

27,
27,

28,
28,
28,
21,
21,
21,
21,
01,
01,
01,
01,
27,
27,
27,
27,
26,
26,
26,
26,
01,
01,
01,
01,
29,
29,

376)

1985

1985

1984
1983

2000
2000

2001

1985

1989

1999
1999
2008
2008

1989
1989

2004
2004
2004
2007
2007
2007
2007
2006
2006
2006
2006
2008
2008
2008
2008
2007
2007
2007
2007
2005
2005
2005
2005
2003
2003



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BETHANECHOL CHLORI DE

TABLET; ORAL
BETHANECHOL CHLORI DE
AA OCKHARDT 25MG N40534 001
AA 50MG NA0518 001
DUOI D
AA VELLSPRI NG PHARM 10MG N86262 001
AA 25MG N86263 001
AA 50MG N85882 003
URECHOLI NE
ODYSSEY PHARMS 5MG N89095 001
AA + 10MG N88440 001
AA + 25MG N88441 001
AA + 50MG N89096 001
BEXAROTENE
CAPSULE; ORAL
TARGRETI N
+ EISAl MEDCL RES 75MG N21055 001
GEL; TOPI CAL
TARGRETI N
+ EISAl MEDCL RES 1% N21056 001
Bl CALUTAM DE
TABLET; ORAL
CASODEX
+ ASTRAZENECA 50MG N20498 001
Bl MATOPROST
SOLUTI ON/ DROPS; OPHTHALM C
LUM GAN
+ ALLERGAN 0. 03% N21275 001
SOLUTI ON' DROPS;  TOPI CAL
LATI SSE
+ ALLERGAN 0. 03% N22369 001
Bl PERI DEN HYDROCHLORI DE
TABLET; ORAL
AKI NETON
+ ABBOTT 2MG NL2003 001

3-51 (of

Sep
Sep

Jun

29,
29,

19,
29,
29,
19,

29,

28

04,

16

24,

376)

2003
2003

1985
1984
1984
1985

1999

2000

1995

2001

2008

Bl SACODYL; POLYETHYLENE G YCOL 3350; POTASSI UM CHLORI DE; SODI UM Bl CARBONATE; SCDI UM

CHLORI DE
TABLET, DELAYED RELEASE, FOR SOLUTI ON; ORAL
HALFLYTELY
+ BRAI NTREE 5MG N A N A 210GM NV A, 0. 74GM N A, 2. 86GM  N21551 002

VA 5. 6GM

Bl SMUTH SUBCI TRATE POTASSI UM METRONI DAZOLE; TETRACYCLI NE

CAPSULE; ORAL
PYLERA
+ AXCAN SCANDI PHARM 140MG, 125M5, 125MG N50786 001

Bl SMUTH SUBSALI CYLATE; METRONI DAZOLE; TETRACYCLI NE HYDROCHLORI DE

TABLET, CHEWABLE, TABLET, CAPSULE; ORAL
HELI DAC

+ PROVETHEUS LABS 262. 4AMG, N A N A N A 250M5 N A NA NA 5 N50719 001
00MG

Sep 24, 2007

Sep 28, 2006

Aug

15,

1996



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

Bl SOPROLOL FUVARATE

TABLET; ORAL

Bl SOPROLOL FUMARATE
AB AURCBI NDO PHARMA
AB
AB MYLAN
AB
AB SANDOZ
AB
AB TEVA PHARVS
AB

ZEBETA
AB DURAMED PHARVS BARR
AB +

5MG
100G
5MG
100G
5MG
1003
5MG
100G

5MG
10MG

Bl SOPROLOL FUVARATE; HYDROCHLOROTHI AZI DE

Bl SOPROLOL FUVARATE AND HYDROCHLOROTHI AZI DE

TABLET; ORAL

AB ACTAVI S ELI ZABETH
AB
AB
AB MYLAN
AB
AB
AB SANDCZ
AB
AB
AB WATSON LABS
AB
AB

ZI AC
AB ~ DURAMED PHARMS BARR
AB
AB +
BIVALIRUIDIN

| NJECTABLE; | NTRAVENOUS
ANGI OVAX

+ MEDI CI NES CO

BLEOWCI N SULFATE

| NJECTABLE; | NJECTI ON
BLENOXANE
AP + BRISTOL MYERS SQU BB
AP+
BLEOWCI N_SULFATE

AP ABRAXI S PHARM
AP
AP BEDFORD
AP
AP HOSPI RA
AP
AP PHARMACHEM E BV
AP TEVA PARENTERAL
AP
BORTEZOM B
| NJECTABLE; | NTRAVENOUS
VELCADE

+ M LLENNI UM PHARMS

2. 5M5 6. 25MG
5MG, 6. 25MG
10M5 6. 25MG
2. 5M5 6. 25MG
5MG;, 6. 25MG
10M5 6. 25MG
2. 5M5 6. 25MG
5MG, 6. 25MG
10MG, 6. 25MG
2. 5MG, 6. 25MG
5M5 6. 25MG
10MG, 6. 25MG

2. 5M5 6. 25MG
5M5 6. 25MG
10MG, 6. 25MG

250M3 VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 30 UNI TS BASE/ VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 30 UNI TS BASE/ VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 30 UNI TS BASE/ VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 30 UNI TS BASE/ VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 15 UNI TS BASE/ VI AL

EQ 30 UNI TS BASE/ VI AL

3. 5M& VI AL

N77910
N77910
N75831
N75831
N75643
N75643
N75644
N75644

N19982
N19982

N20873

N50443
N50443

N65185
N65185
N65042
N65042
N65031
N65031
N65201
N65033
N65033

N21602

001
002
001
002
001
002
001
002

002
001

001
002
003
001
002
003
001
002
003
001
002
003

003
001
002

001

001
002

001
002
002
001
001
002
001
001
002

001

3-52 (of

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Sep

Jan
Jan

May

27,
27,
14,
14,
16,
16
26,
26,

31,
31,

25
25,

25,
25,
25
25
25
25
25,
25,
25,

26,
26
26

15

07,

28,
28
17,
17,
10
10,
13,
27,
27,

13

376)

2006
2006
2005
2005
2000
2000
2001
2001

1992
1992

2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000
2000

1993
1993
1993

2000

1995

2008
2008
2001
2001
2000
2000
2007
2000
2000

2003



29TH EDI TI ON -

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BOSENTAN
TABLET; ORAL
TRACLEER
ACTELI ON 62. 5MG N21290
+ 125M3 N21290
BRETYL| UM TOSYLATE
| NUECTABLE; | NJECTI ON
BRETYLI UM TOSYLATE
AP + HOSPIRA 50My M. NL9030
AP LUl TPOLD 50MF M. N70891
BRETYLI UM TOSYLATE | N DEXTROSE 5% | N PLASTI C CONTAI NER
AP + B BRAN 200M5 100M N19121
AP+ 400M5 100M NL9121
AP + HOSPIRA 200M 100M_ NL9008
AP+ 400M5 100M NL9008
BRETYLI UM TOSYLATE | N DEXTROSE 5% | N PLASTI C CONTAI NER
+ B BRAUN 100M& 100M NL9121
BRI MONI DI NE TARTRATE
SOLUTI ON/ DROPS;  OPHTHALM C
ALPHAGAN P
AT + ALLERGAN 0.15% N21262
BRI MONI DI NE_TARTRATE
AT AKORN 0.2% N76439
AT ALCON 0.2% N76254
AT ALCON RES 0.15% N21764
AT + BAUSCH AND LOVB 0.2% N76260
AT | VAX PHARVS 0.2% N76372
AT SANDCZ 0.2% N78075
ALPHAGAN P
+ ALLERGAN 0.1% N21770
BRI MONI DI NE TARTRATE; TI MOLOL MALEATE
SOLUTI ON/ DROPS;  OPHTHALM C
COVBI GAN
+ ALLERGAN 0.2%0.5% N21398
BRI NZOLAM DE
SUSPENSI ON DROPS;  OPHTHALM C
AZOPT
+ ALOON 1% N20816
BROMFENAC SODI UM
SOLUTI ON/ DROPS;  OPHTHALM C
XI BROV
+ | STA PHARVB 0. 09% N21664
BROMOCRI PTI NE MESYLATE
CAPSULE; ORAL
BROVOCRI PTI NE_MESYLATE
AB MYLAN EQ 5MG BASE N77226
AB ZYDUS PHARVE USA I|NC EQ 5MG BASE N78899
PARL CDEL
AB + NOVARTIS EQ 5MG BASE NL7962
TABLET; ORAL
BROVOCRI PTI NE_MESYLATE
AB LEK PHARVE EQ 2. 5MG BASE N74631
AB MYLAN EQ 2. 5MG BASE N76962
AB PADDOCK EQ 2. 5MG BASE N77646

001
002

001
001

002
003
002
003

001

001

001
001
001
001
001
001

001

001

001

001

001
001

002
001

001
001

3-53 (of

Apr
Jul

Apr
Apr
Apr
Apr

Apr

Apr
Jul

Jan
Sep
Cct

20
20

29,
26

29,
29,
29,
29,

29,

16
14,
16
22,
28
10
30,

19,

30

01,

24,

04,
30

01,

13

24,
01,

376)

2001
2001

1986
1988

1986
1986
1986
1986

1986

2001

2006
2003
2006
2003
2004
2008

2005

2007

1998

2005

2005
2008

1982
1998

2004
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BROMOCRI PTI NE MESYLATE

TABLET; ORAL

PARLODEL
AB + NOVARTIS

EQ 2. 5MG BASE

BROVPHENI RAM NE MALEATE

ELI XIR, ORAL
BROVPHENI RAM NE MALEATE
+ KV PHARM 2My 5M

I NJECTABLE; | NJECTI ON
BROVPHENI RAM NE MALEATE
+ WATSON LABS 10M& ML

N17962

N85466

N83821

001

001

001

3-54 (of 376)

BROVPHENI RAM NE MALEATE; DEXTROVETHORPHAN HYDROBROM DE; PSEUDOEPHEDRI NE HYDROCHLORI DE

SYRUP; ORAL
BROVFED- DM

12

BRI GHTON PHARMS | NC  2M& 5M.; 10M& 5M.; 30M& 5ML

MYPHETANE DX
AA + MORTON GROVE

2M& 5M.; 10M& 5M.; 30M& 5ML

BUDESONI DE
CAPSULE; ORAL
ENTOCORT EC
+ ASTRAZENECA 3MG
POADER, METERED; | NHALATI ON
PULM CORT
+ ASTRAZENECA 0. 16M3 | NH
PULM CORT FLEXHALER
ASTRAZENECA 0. 08MF | NH
+ 0. 16M3 | NH
SPRAY, NETERED; NASAL
RHI NOCORT
+ ASTRAZENECA 0. 032MG | NH
SUSPENSI ON; | NHALATI ON
BUDESONI DE
AN 'VAX PHARMS | NC 0. 25M3 2M
AN 0. 5MF 2M
PULM CORT RESPULES
AN ASTRAZENECA 0. 25M3 2M
AN 0. 5M3 2M
PULM CORT RESPULES
+ ASTRAZENECA 1M 2M

BUDESONI DE; FORMOTERCL FUVARATE DI HYDRATE
SPRAY, METERED; | NHALATI ON

SYMBI CORT
+ ASTRAZENECA 0. 08MF | NH; 0. 045M% | NH
+ 0. 16M3 | NH; 0. 045M3/ | NH
BUVETANI DE
| NJECTABLE; | NJECTI ON
BUVETANI DE
AP BAXTER HLTHCARE 0. 25M5 M
AP + BEDFORD 0. 25M3 M
AP HOSPI RA 0. 25M3 M
AP TEVA PARENTERAL 0. 25M5 M
TABLET; ORAL
BUMETANI DE
AB I VAX PHARVS 0.5MG
AB 1IMG

N89681

N88811

N21324

N20441

N21949
N21949

N20746

N77519
N77519

N20929
N20929

N20929

001

001

001

002

001
002

001

001
002

001
002

003

001
002

001
001
001
001

001
002

Jun

Jun

Jul
Jul

Aug
Aug

Aug

Jul
Jul

Apr
Apr

22,

07,

02,

24,

12,

12,

01,

18

18

08,
08

08

21,
21,

30
27,
31,
18

24,
24,

1988

1985

2001

1997

2006

2006

1999

2008

2008

2000
2000

2000

2006
2006

2008
1995
1994
1997

1995
1995



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BUMETANI DE
TABLET; ORAL

BUMETANI DE
AB | VAX PHARMS 2MG
AB SANDOZ 0. 5MG
AB MG
AB PITE

BUMEX
AB VALI DUS PHARMS | NC 0. 5MG
AB MG
AB + 2MG

BUPI VACAI NE HYDRCOCHLCRI DE

I NJECTABLE; | NJECTI ON
BUPI VACAI NE HYDROCHL ORI DE

AP HOSPI RA 0. 25%
AP 0. 25%
AP 0. 25%
AP 0. 25%
AP 0.5%
AP 0.5%
AP 0. 5%
AP 0.5%
AP 0. 75%
AP 0. 75%
AP 0. 75%
BUPI VACAI NE HYDROCHLORI DE PRESERVATI VE FREE
AP | NTL MEDI CATED 0. 25%
AP 0. 5%
AP 0. 75%
MARCAI NE  HYDROCHL ORI DE
AP + HOSPIRA 0.25%
AP+ 0.5%
MARCAI NE HYDROCHL ORI DE PRESERVATI VE FREE
AP + HOSPIRA 0.25%
AP+ 0.5%
AP+ 0. 75%
SENSCORCAI NE
AP ABRAXI S BI OSCl ENCE 0. 25%
AP 0. 5%
AP 0. 75%
AP APP PHARMS 0. 25%
AP 0.5%
AP 0. 75%
| NJECTABLE; SPI NAL
BUPI VACAI NE
AP HOSPI RA 0. 75%
MARCAI NE
AP+ HOSPI RA 0. 75%
SENSORCAI NE
AP ABRAXI S BI OSCl ENCE 0. 75%

BUPI VACAI NE HYDROCHLCRI DE; EPI NEPHRI NE

I NJECTABLE; | NJECTI ON
BUPI VACAI NE HYDROCHLORI DE AND EPI NEPHRI NE
+ HOSPI RA 0.25% 0. 005M& ML
0.25% 0. 005M& ML
+ 0.5% 0. 005M& M.

N74225
N74700
N74700
N74700

N18225
N18225
N18225

N18053

N71165
N71167
N71168

003
001
002
003

002
001
003

002
001
001
001
001
001
001
001
003
001
001

001
002
003

001
006

012
005
008

001
001
001
001
002
003

001

001

001

001
001
001

3-55 (of

Feb
Feb
Jun

Feb
Mar
Feb

Jan
Jan
Jan

Jun
Jun
Jun

24,
21,
21,
21,

28
28
14,

17,
03
17,

17,
03,
03,

03
03

09,

09,
09,

21,
21,
21,

11,

04,

15,

16
16
16

376)

1995
1996
1996
1996

1983
1983
1985

1987
1987
1987

1986
1987
1987

1987
1987

2002

2002
2002

1986
1986
1986

1987
1984

1987

1988
1988
1988



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

BUPI VACAI NE HYDROCHLCRI DE; EPI NEPHRI NE Bl TARTRATE

I NJECTABLE; | NJECTI ON

AP+

AP+
AP+

AP+
AP+
AP+
AP
AP
AP
AP
AP

BUPRENCRPHI NE  HYDROCHLORI DE

BUPI VACAI NE HYDROCHL ORI DE

AND EPI NEPHRI NE

EPI NEPHRI NE PRESERVATI VE FREE

SEPTODONT 0.5% 0. 0091M& ML
BUPI VACAI NE HYDROCHLORI DE W EPI NEPHRI NE
HOSPI RA 0.5% 0. 0091M& ML
MARCAI NE HYDROCHLORI DE W EPI NEPHRI NE
HOSPI RA 0.25% 0. 0091M& ML
0.5% 0. 0091M& ML
MARCAI NE HYDROCHLORI DE W
HOSPI RA 0.25% 0. 0091ME ML
0.5% 0. 0091M& ML
0. 75% 0. 0091ME ML
SENSORCAI NE
ABRAXI S Bl OSCI ENCE 0.25% 0. 0091M& ML
0.25% 0. 0091ME ML
0.5% 0. 0091M& ML
APP PHARMS 0.5% 0. 0091M& ML
0. 75% 0. 0091M& ML

I NJECTABLE; | NJECTI ON

+

1%

151%1%

BUPRENEX
RECKI TT BENCKI SER

EQ 0. 3M5 BASE/ ML

BUPRENORPHI NE_ HYDROCHL ORI DE

BEDFORD
HOSPI RA
PHARVAFORCE

TABLET; SUBLI NGUAL

+

SUBUTEX
RECKI TT BENCKI SER

EQ 0. 3MG BASE/ ML

EQ 0. 3MG BASE/ M

EQ 0. 3M5 BASE/ ML

EQ 2MG BASE
EQ 8MG BASE

BUPRENCRPHI NE HYDROCHLORI DE; NALOXONE HYDROCHLORI DE

TABLET; SUBLI NGUAL

+

SUBOXONE
RECKI TT BENCKI SER

BUPROPI ON HYDROBROM DE

TABLET, EXTENDED RELEASE;

+

APLENZI N
Bl OVAI L LABS | NTL

BUPROPI ON  HYDROCHL ORI DE

TABLET; ORAL
BUPROPI ON_HYDROCHLORI DE

AB ~ APOTEX INC

AB

AB MYLAN

AB

AB SANDOZ

AB

AB TEVA

AB
WELLBUTRI N

AB GLAXOSM THKLI NE

2M5 0. 5MG
8MG, 2MG

ORAL

174MG
348MG
522MG

75MG
100MG

75MG
100MG

75MG
100MG

75MG
100MG

75MG
100MG

001
001

004
008

013
007
010

001
001
001
004
005

001

001
001
001

002
003

001
002

001
002
003

001
002
001
002
001
002
001
002

002
003

3-56 (of 376)

Sep 27, 2006

Jul

Cct
Cct
Cct
Sep
Sep

Cct
Cct

Cct
Cct

Apr
Apr
Apr

13,

13,
13,
13,
02,
02,

02,
03,
27,

08,
08,

08,
08,

23,
23,
23,

17,
17,
17,
17,
07,
07,
29,
29,

30,
30,

1983

1987
1987
1987
1983
1983

2005
1996
2007

2002
2002

2002
2002

2008
2008
2008

2006
2006
2000
2000
2000
2000
1999
1999

1985
1985



29TH EDI TI ON -

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

BUPROPI ON  HYDROCHL ORI DE

TABLET, EXTENDED RELEASE

ABL
ABL
ABL
ABL
ABL
ABL
ABL

AB1
AB1
AB1

AB2
AB2
AB2

AB2

AB3
AB3
AB3
AB3
AB3
AB3
AB3
AB3

AB3
AB3

+

+

BUPROPI ON HYDROCHL ORI DE
ACTAVI S
I MPAX LABS

SANDOZ

VELLBUTRI N SR
GLAXCSM THKLI NE

BUPROPI ON HYDROCHL ORI DE
ACTAVI S
| MPAX LABS
SANDOZ
ZYBAN
GLAXOSM THKLI NE
BUPROPI ON HYDROCHL ORI DE
ACTAVI S

ANCHEN PHARMS
| MPAX LABS

WATSON LABS

VELLBUTRI N XL
SM THKLI NE BEECHAM

VELLBUTRI N SR
GLAXOSM THKLI NE

BUSPI RONE HYDROCHL ORI DE

TABLET; ORAL

AB
AB

AB

AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

+

BUSPAR
BRI STOL MYERS SQUI BB

BUSPI RONE HYDROCHL ORI DE
ACTAVI S TOTOMA

EG S

KV PHARM

MYLAN

PAR PHARM

SANDCOZ

ORAL

150MG
100MG
150MG
200MG
100MG
150MG
200MG

100MG
150MG
200MG

150MG
150MG
150MG

150MG

150MG
300MG
150MG
300MG
150MG
300MG
150MG
300MG

150MG
300MG

50MG

5MG
10V
150G
30MG

5MG
100G
150G
30MG
5MG

10V
15MG
5MG

10MG
15M5
5MG

fIY.c
15M5
300G
5MG

7. 5MG
10MG
150G
5MG

N77285
N77285
N77284
N77284
N77415
N77415
N77715
N77715

N21515
N21515

N20358

002
001
002
001
001
002
003

002
003
004

001
001
001

003

001
002
001
002
001
002
001
002

001
002

001

001
002
003
004

001
002
003
001
001
002
003
001
002
003
001
002
003
001
001
002
003
004
001

Jun

May
Jul

Sep
Sep
Apr
Apr

3-57 (of

12,
28
22,
03,
25
22,
22,

04,
04,
14,

12,
27,
14,

14,

26,
15,
14,
14,
26
15
26,
13,

28,
28

04,

29,
29,
22,
22,

09,
09,
09,
17,
14,
14,
23,
27,
27,
27,
01,
01,
28,
28,
28,
28,
28,
28,
19,
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2008
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2004
2004
2003
2004
2005

1996
1996
2002

2008
2004
2005
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2008
2008
2006
2006
2008
2006
2008
2007

2003
2003

1996

1986
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1996
1996

2002
2002
2002
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2002
2002
2003
2002
2002
2002
2002
2002
2001
2001
2002
2001
2002
2002
2002



29TH EDI TI ON -

BUSPI RONE HYDROCHLORI DE
TABLET; ORAL

BUSPI RONE HYDROCHL ORI DE

AB SANDCZ 10MG
AB 15MG
B TEM 55
AB 1o0ms
AB 15M5
AB 30MG
AB TORPHARM 5MG
AB 10M5
AB 15M5
AB WATSON LABS 5MG
AB 10M5
AB 15M5
AB ZENI TH GOLDLI NE 5MG
AB 10M5
AB 15MG
BUSULFAN
| NJECTABLE; | NJECTI ON
BUSULFEX
+ OTSUKA PHARM 6ME M.
TABLET; ORAL
MYLERAN
+  GLAXOSM THKLI NE 2MG
BUTABARBI TAL SODI UM
ELIXIR ORAL
BUTI SOL SCDI UM
+ MEDA PHARVB 30M3 5M
TABLET; ORAL
BUTI SOL SCDI UM
+ NEDA PHARVB 30MG
+ 50MG
SODI UM BUTABARBI TAL
MARSHALL PHARMA 16. 2MG
32. 4MG
BUTENAFI NE HYDROCHL ORI DE
CREAM TOPI CAL
MENTAX
+ MYLAN BERTEK 1%
MENTAX- TC
+ MYLAN BERTEK 1%
BUTOCONAZOLE NI TRATE
CREAM VAG NAL
GYNAZOLE- 1
+ KV PHARM 2%
BUTORPHANOL TARTRATE
| NJECTABLE; | NJECTI ON
BUTORPHANOL TARTRATE
AP APOTEX | NC 2ME M
AP BEDFORD 2MF M
BUTORPHANOL TARTRATE PRESERVATI VE FREE
AP APOTEX | NC IMGE M
AP 2ME M
AP BEDFORD IMG M
AP 2ME M

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N20954

N09386

N20524

N21408

N19881

002
003
001
002
003
004
001
002
003
001
002
003
001
002
003

001

001

001
004
003

001
001

001

001

001

001
001

001
002
001
002

Mar
Feb
Feb
Feb

Feb

Feb

Cct
Aug

Cct
Cct
Aug
Aug

3-58 (of

19,
19,
28
28,
28,
25
05,
05,
05,
28,
28,
13,
01,
01,
01,

04,

18

17,

07,

23
12,

23

23,
12,
12,

376)

2002
2002
2002
2002
2002
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2002
2002
2002
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2001
2002
2002
2002
2002

1999

1996

2002

1997
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1998

2001
2001
1998
1998



29TH EDI TI ON -

BUTORPHANCOL TARTRATE
I NJECTABLE; | NJECTI ON

2009 -

BUTORPHANOL TARTRATE PRESERVATI VE FREE

AP HOSPI RA

STADOL
AP + APOTHECON

1ME Mo
2M& ML

2M& ML

STADOL PRESERVATI VE FREE

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

AP+ APOTHECON 1IME M
AE + 2M& ML
SPRAY, METERED, NASAL
BUTORPHANOL TARTRATE
AB + MYLAN 1ME SPRAY
AB NOVEX 1ME SPRAY
AB ROXANE 1M3 SPRAY
CABERGCLI NE
TABLET; ORAL
CABERGCLI NE
AB BARR 0. 5MG
AB COBALT LABS | NC 0. 5MG
AB | VAX PHARMS | NC 0. 5MG
AB + PAR PHARM 0.5MG
CAFFEI NE Cl TRATE
SOLUTI O\, | NTRAVENOUS
CAFCI T
AP + NEAD JOHNSON EQ 30MG BASE/ 3M. ( EQ 10M5 BASE/ M.)
CAFFEI NE Cl TRATE
AP ABRAXI S PHARM EQ 30MG BASE/ 3M. ( EQ 10M5 BASE/ M.)
AP LU TPOLD EQ 30MG BASE/ 3M. (EQ 10MG BASE/ M.)
AP PHARMAFORCE EQ 30MG BASE/ 3M. ( EQ 10MG BASE/ M)
SOLUTI O\, ORAL
CAFCI T
AA + MEAD JOHNSON EQ 30MG BASE/ 3M. (EQ 10M5 BASE/ M.)
CAFFEI NE Cl TRATE
AA ABRAXI S PHARM PRODS  EQ 30MG BASE/ 3M. ( EQ 10MG BASE/ M.)
AA PHARMAFORCE EQ 30MG BASE/ 3M. (EQ 10MG BASE/ M)
CAFFEI NE;, ERGOTAM NE TARTRATE
SUPPOSI TORY: RECTAL
M GERGOT
+ G AND W LABS 100MG, 2MG
TABLET; ORAL
CAFERGOT
AA + SANDCZ 100MG, 1MG
ERGOTAM NE TARTRATE AND CAFFEI NE
AA M KART 100MG, 1MG
AA VEST WARD 100MG, 1MG

CALCI POTRI ENE

CREAM TOPI CAL
DOVONEX
+ LEO PHARM
SOLUTI ON;  TOPI CAL
CALCI POTRI ENE
AT NYCOMED US

DOVONEX
AT + LEO PHARM

0. 005%

0. 005%

0. 005%

N75759
N75499
N75824

N77843
N78035
N77750
N76310

N20793

N77997
N77906
N77233

N86557

N84294

N40590
N40510

N20554

N78305

N20611

001
002

004
001

002

001
001
001

001
001
001
001

001

001
001
001

002

001
001

001

001

001
001

001

001

001

Jan
Jan

Aug
Dec

Jul

Sep

Jul

Sep

Jan
Sep

Sep
Sep

Jul

May

3-59 (of

23
23,

08
04,
12,

03
21,
07,
29,

21,

20,
15
21,

12,

31,
21,

04,

16
17,

22,

06

03,

376)

1997
1997

2001
2002
2002

2007
2008
2007
2005

1999

2007
2007
2006

2000

2008
2006

1983

2005
2004

1996

2008

1997



29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

2009 -

CALCI TONI N SALMON RECOVBI NANT

SPRAY, METERED; NASAL

FORTI CAL
+ UPSHER SM TH

CALCI TONI N, SALMON

I NJECTABLE
M ACALCI N
+ NOVARTI S

SPRAY, METERED; NASAL

CALCI TONI N- SALMON

AB APOTEX | NC
M ACALCI N
AB + NOVARTIS
CALCI TRI OL
CAPSULE; ORAL
CALCI TR OL
AB ROXANE
AB TEVA
AB
ROCALTROL
AB FONTUS PHARVS
AB +
| NJECTABLE; | NJECTI ON
CALCI JEX
AP + ABBOTT
AP+
CALCI TR OL
AP ABRAXI S PHARM
AP
AP AKORN
AP
AP FRESENI US MEDCL
AP
AP GENI X THERAP
AP LUl TPOLD
AP
AP LYNE
AP TEVA PARENTERAL
AP
SOLUTI ON;  ORAL
CALCI TR OL
AA ROXANE
ROCALTROL
AA + FONTUS PHARMS

CALCI UM ACETATE

CAPSULE; ORAL
CALCI UM ACETATE
ROXANE
PHOSLO GELCAPS
AB + FRESENI US MEDCL
TABLET; ORAL
ELI PHOS
+ CYPRESS PHARM

&

>

I NJECTI ON

200 | U SPRAY

200 TU M

200 | U SPRAY

200 | U SPRAY

0. 25UGM
0. 25UGM
0. 5UGv

0. 25UGM
0. 5UGv

0. 001M& ML
. 002M& ML

o

. 001ME ML
. 002M& ML
001M& ML

. 002M& ML
001M& ML
. 002M& ML
001ME ML
. 001ME ML
002M& ML
. 001M& ML

. 001ME ML

. 002M& ML

o|o|o|o|o|e|o|o|e|o|o|e

1UGM ML

1UGM ML

EQ 169MG CALCI UM

EQ 169M5G CALCI UM

EQ 169MS CALCI UM

APPROVED DRUG PRODUCTS LI ST

N21406

N17808

N76396

N20313

N77728

N21160

001

002

001

002

001
001
002

001
002

001
002

001
002
001
002
001
002
001
001
002
001
001
002

001

001

001

003

001

Aug

Aug

Cct
Cct

Sep

Feb

3-60 (of

12,

29,

17,

17,

27,
12,
12,

25,
25

31,
31,
29,
29,
20
20,
08,
26,
26,
17,
31,
31,

18,

20,

26

02,

25,

376)
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2008
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2006
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1986
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2008
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2003
2003
2003
2003
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2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-61 (of

CALCI UM CARBONATE; RI SEDRONATE SODI UM

TABLET, TABLET; ORAL
ACTONEL W TH CALCI UM ( COPACKACED)
+ PROCTER AND GAMBLE EQ 500MG BASE, N A; N/ A, 35MG N21823 001 Aug 12,

CALCI UM CHLCORI DE

I NJECTABLE; | NJECTI ON
CALCI UM CHLORI DE 10% I N PLASTI C CONTAI NER
+ HOSPI RA 100M& ML N21117 001 Jan 28,

CALCI UM CHLORI DE; DEXTROSE; GLUTATHI ONE DI SULFI DE; MAGNESI UM CHLORI DE; POTASSI UM

CHLORI DE; SODI UM Bl CARBONATE; SCDI UM CHLORI DE;  SODI UM PHOSPHATE
SCLUTI ON; | RRI GATI ON

BSS PLUS
AT + ALCON 0.154M& M; 0. 92MF M.; 0. 184M5 M_; 0. 2M& M N18469 001
L;0.38MF M; 2. IMZ M_; 7. 14M5J M_; 0. 42M5F M
ENDOSOL EXTRA
AT + AKCRN 0.154M& M; 0. 92M&F M.; 0. 184M5F M_; 0. 2M& M N20079 001 Nov 27,
L;0.38MF M; 2. IMJ M_; 7. 14M5J M_; 0. 42M5F M
NAVSTEL
+ ALCON .154M5 M_; 0. 92MF M; 0. 184M& ML; 0. 2MF M N22193 001 Jul 24,

0
L; 0.38M& M; 2. IME M.; 7. 14M3 M.; 0. 42M3 M
L

CALCI UM CHLORI DE; DEXTROSE; LACTIC ACI D; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE;

SCODI UM Bl CARBONATE; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
PRI SMASCL B22GK 2/ 0 I N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS N A/ 1000M.; 20GM 1000M.; 5. 4GM 1000M-; 3.0 N21703 010 Cet 10,
5GM 1000M; 0. 157GM 1000M_; 2. 21GM 1000M-
; 7.07GV 1000M-

PRI SMASOL B22GK 4/0 | N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS N A/ 1000M_; 20GV 1000M_; 5. 4GM 1000M_; 3.0  N21703 011 Cet 10,
5GM 1000M.; 0. 314GM 1000M.; 2. 21GM 1000M-
; 7.07GV 1000ML

PRI SMASCL B22GK 4/2.5 I N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS 3. 68GM 1000M_; 20GM 1000M-; 5. 4GV 1000M.; N21703 013 Cet 10,
3. 05GM 1000M; 0. 314GM 1000M_; 2. 21GM 100
OM.; 7. 07GM 1000M-

PRI SMASOL BGK 0/ 2.5 | N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS 3. 68GM 1000M.; 20GM 1000M.; 5. 4GM 1000M_; N21703 006 Cct 25,
3. 05GM 1000M_; N/ A/ 1000M_; 3. 09GM 1000M;
6. 46GM 1000ML

PRI SMASCL B&K 2/ 0 | N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS N A/ 1000M_; 20GM 1000M.; 5. 4GM 1000M-; 2. 0 N21703 002 Cct 25,
3GV 1000M.; 0. 157GV 1000M_; 3. 09GM 1000ML
; 6. 466GV 1000ML

PRI SMASOL BGK 2/ 3.5 | N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS 5. 15GM 1000M.; 20GM 1000M_; 5. 4GM 1000M_; N21703 003 Cct 25,
2.03GM 1000M.; 0. 157GM 1000M.; 3. 09GM 100
OM.; 6. 46GM 1000M.

PRI SMASCL B&X 4/0/1.2 I N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS N A/ 1000M_; 20GM 1000M.; 5. 4GM 1000M; 2. 4 N21703 015 Cet 10,
4GM 1000M.; 0. 314GM 1000M.; 3. 09GM 1000M-
; 6. 466GV 1000M-

PRI SMASOL BGK 4/ 2.5 | N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS 3. 68GM 1000M_; 20GM 1000M_; 5. 4GV 1000M.; N21703 004 Cet 25,
3. 05GM 1000M; 0. 314GV 1000M; 3. 09GM 100
OM.; 6. 46GM 1000ML

PRI SMASCL BK 0/0/1.2 I N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS N A/ 1000M; N A/ 1000M.; 5. 4GM 1000M.; 2. 44 N21703 014 Cet 10,
GM 1000M.; NV A/ 1000M_; 3. 09GM 1000M.; 6. 46
GV 1000M-

376)
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2008

2008
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2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CALCI UM CHLCRI DE; DEXTROSE; LACTI C ACI D, MAGNESI UM CHLCRI DE; POTASSI UM CHLORI DE;

SODI UM BI CARBONATE; SCDI UM CHLORI DE

I NJECTABLE; | NJECTI ON
PRI SMASCL BK 0/3.5 I N PLASTI C CONTAI NER

+ GAMBRO RENAL PRODS 5. 15GM 1000M.; N/ A/ 1000M_; 5. 4GM 1000M_; 2
. 03GM 1000M.; N/ A/ 1000M_; 3. 09GM 1000M.; 6
. 46GM 1000M-

N21703

001

3-62 (of 376)

Cct 25, 2006

CALCI UM CHLCRI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM CHLCRI DE; SODI UM ACETATE;

SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
I SOLYTE R I N DEXTROSE 5% I N PLASTI C CONTAI NER

+ B BRAUN 37M& 100M.; 5GM 100M.; 31M& 100M-; 120M¥ 1 N19864 001 Jun 10, 1993
00M.; 330M& 100M.; 88M& 100ML
CALCI UM CHLCORI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE; SODI UM ACETATE;
SODI UM CHLORI DE;  SCDI UM Cl TRATE
I NJECTABLE; | NJECTI ON
I SOLYTE E I N DEXTROSE 5% I N PLASTI C CONTAI NER
+ B BRAUN 35M& 100M.; 5GM 100M.; 30M& 100M.; 74M& 10 N19867 001 Dec 20, 1993
OM.; 640M5 100M.; 500M& 100M.; 74MZ& 100M-
CALCI UM CHLCORI DE; DEXTROSE; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE; SODI UM ACETATE;
SODI UM CHLORI DE;  SCDI UM LACTATE
I NJECTABLE; | NJECTI ON
PLASVA- LYTE M AND DEXTROSE 5% I N PLASTI C CONTAI NER
+ BAXTER HLTHCARE 37M& 100M.; 5GM 100M.; 30M& 100M; 119M&F 1 N17390 001
00M.; 161M& 100M.; 94ME 100M.; 138ME 100ML
CALCI UM CHLORI DE; DEXTROSE; MAGNESI UM CHLORI DE; SODI UM ACETATE; SCDI UM CHLORI DE
SCLUTI ON; | NTRAPERI TONEAL
DI ALYTE CONCENTRATE W DEXTROSE 30% | N PLASTI C CONTAI NER
+ B BRAUN 510M& 100M-; 30GM 100M.; 200M& 100M.; 9. 2G  N18807 001 Aug 26, 1983
M 100M.; 9. 6GM 100M-
+ 510M& 100M.; 30GM 100M.; 200M& 100M; 9. 4G N18807 003 Aug 26, 1983
M 100M.; 11GM 100M-
DI ALYTE CONCENTRATE W DEXTROSE 50% | N PLASTI C CONTAI NER
+ B BRAUN 510M& 100M.; 50GM 100M.; 200M& 100M-; 9. 2G  N18807 002 Aug 26, 1983
M 100M.; 9. 6GM 100M-
+ 510M& 100M.; 50GM 100M.; 200M& 100M; 9. 4G N18807 004 Aug 26, 1983
M 100M.; 11GM 100M-
CALCI UM CHLORI DE; DEXTROSE; MAGNESI UM CHLORI DE; SODI UM CHLORI DE; SODI UM LACTATE
SOLUTI ON; | NTRAPERI TONEAL
DELFLEX W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M.; 1. 5GM 100M.; 15. 2M5& 100M; 5  N18379 002
AT 25. 7M5 100M.; 1. 5GM 100M.; 15. 2M5& 100M; 5 N18883 001 Nov 30, 1984
DELFLEX W DEXTROSE 1.5% LOW MAGNESI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M.; 1. 5GM 100M.; 5. 08MZ 100M.; 5 N18883 004 Nov 30, 1984
DELFLEX W DEXTRCSE 1.5% LOW MAGNESI UM LOW CALCI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 18.4M5 100M.; 1. 5GM 100M.; 5. 08M& 100M_; 5 N20171 001 Aug 19, 1992
DELFLEX W DEXTROSE 2. 5% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M.; 2. 5GM 100M.; 15. 2MZ 100M; 5  N18379 003
AT 25. 7M5 100M.; 2. 5GM 100M.; 15. 2M5& 100M; 5 N18883 002 Nov 30, 1984
DELFLEX W DEXTROSE 2. 5% LOW MAGNESI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M.; 2. 5GM 100M.; 5. 08MZ 100M; 5 N18883 005 Nov 30, 1984




29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

3-63 (of

CALCI UM CHLCRI DE; DEXTROSE; MAGNESI UM CHLORI DE; SODI UM CHLORI DE; SODI UM LACTATE

SOLUTI ON; | NTRAPERI TONEAL
DELFLEX W DEXTRCSE 2. 5% LOW MAGNESI UM LOW CALCI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 18. 4M5 100M.; 2. 5GM 100M_; 5. 08ME 100M; 5 N20171

DELFLEX W DEXTROSE 3. 5% I N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M_; 3. 5GM 100M_; 15. 2M& 100M_; 5 N18379

DELFLEX W DEXTROSE 4.25% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M_; 4. 25GM 100M_; 15. 2M& 100M_; N18379

AT 25. 7M& 100M_; 4. 25GM 100M.; 15. 2M& 100M; N18883

DELFLEX W DEXTROSE 4. 25% LOW MAGNESI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M.; 4. 25GM 100M_; 5. 08M& 100M_; N18883

DELFLEX W DEXTROSE 4. 25% LOW MAGNESI UM LOW CALCI UM | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 18. 4M& 100M.; 4. 25GM 100M.; 5. 08MZ 100M.; N20171

DELFLEX- LM W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M5 100M_; 1. 5GM 100M_; 5. 08M& 100M_; 5 N18379

DELFLEX- LM W DEXTROSE 2. 5% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M& 100M.; 2. 5GM 100M; 5. 08M& 100M.; 5  N18379

DELFLEX- LM W DEXTROSE 3. 5% | N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M& 100M.; 3. 5GM 100M.; 5. 08M¥ 100M.; 5  N18379

DELFLEX- LM W DEXTROSE 4. 25% I N PLASTI C CONTAI NER
AT FRESENI US MEDCL 25. 7M& 100M.; 4. 25GM 100M.; 5. 08ME 100M,; N18379

DI ANEAL 137 W DEXTROSE 1.5% I N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M5 100M_; 1. 5GM 100M_; 15. 2M& 100M_; 5 N17512

DI ANEAL 137 W DEXTROSE 2.5% I N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M& 100M_; 2. 5GM 100M_; 15. 2M& 100M_; 5 N17512

DI ANEAL 137 W DEXTROSE 4.25% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M5 100M.; 4. 25GM 100M_; 15. 2M& 100M_; N17512

DI ANEAL LOW CALCI UM W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 18. 3M& 100M; 1. 5GM 100M.; 5. 08ME 100M.; 5 N20183

DI ANEAL PD-1 W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M5 100M_; 1. 5GM 100M_; 15. 2M& 100M_; 5 N17512

DI ANEAL PD-1 W DEXTROSE 2.5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M& 100M.; 2. 5GM 100M.; 15. 2M& 100M.; 5 N17512

DI ANEAL PD-1 W DEXTROSE 3. 5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M& 100M.; 3. 5GM 100M,; 15. 2M& 100M,; 5 N17512

DI ANEAL PD-1 W DEXTROSE 4. 25% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M& 100M.; 4. 25GM 100M; 15. 2M5 100M,; N17512

DI ANEAL PD-2 W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 18. 3MF 100M.; 1. 5GM 100M.; 5. 08M& 100M; 5 N17512

AT 25. 7M& 100M.; 1. 5GM 100M; 5. 08ME 100M.; 5 N20163

DI ANEAL PD-2 W DEXTROSE 2.5% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M& 100M.; 2. 5GM 100M.; 5. 08ME 100M.; 5 N17512

AT 25. 7M& 100M; 2. 5GM 100M.; 5. 08M& 100M.; 5  N20163

002

007

001

003

006

003

004

005

008

006

001

003

002

001

007

008

010

009

004

001

005

002

Aug

Jun

Aug

Jul

Jul

Jun

Jul

Jul

Jul

Jul

19,

24,

30,

30,

19,

07,

04,

09,

04,

04,

376)

1992

1988

1984

1984

1992

1982

1982

1988

1982

1992

1984

1984

1985

1984

1992

1992
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CALCI UM CHLORI DE; DEXTROSE;

APPROVED DRUG PRODUCTS LI ST

3-64 (of

MAGNESI UM CHLORI DE; SODI UM CHLORI DE; SODI UM LACTATE

SOLUTI ON,

| NTRAPERI TONEAL
DI ANEAL PD-2 W DEXTROSE 3.

5% | N PLASTI C CONTAI NER

AT BAXTER HLTHCARE 25. 7ME 100M_; 3. 5GV 100M.; 5. 08MZ 100M.; 5 N17512 011  Nov 18,
DI ANEAL PD-2 W DEXTROSE 4.25% | N PLASTI C CONTAI NER
AT BAXTER HLTHCARE 25. 7M3 100M_; 4. 25GM 100M_; 5. 08MZ 100M.;  N17512 006
AT 25. 7ME 100M.; 4. 25GM 100M.; 5. 08M¥ 100M.;  N20163 003  Dec 04,
| NPERSOL- LC/ LM W DEXTROSE 1.5% | N PLASTI C CONTAI NER
AT FRESENI US 18. 4MZ 100M.; 1. 5GM 100M.; 5. 08MZ 100M.; 5 N20374 001  Jun 13,
| NPERSOL- LC/ LM W DEXTROSE 2. 5% | N _PLASTI C CONTAI NER
AT FRESENI US 18. 4MG 100M_; 2. 5GM 100M.; 5. 08M¥ 100M.; 5 N20374 002  Jun 13,
| NPERSOL- LC/ LM W DEXTROSE 4. 25% | N_PLASTI C_CONTAI NER
AT FRESENI US 18. 4MG 100M_; 4. 25GM 100M_; 5. 08MZ 100M.;  N20374 004  Jun 13,
DI ALYTE LM DEXTROSE 1.5% | N PLASTI C CONTAI NER
B BRAUN 26M3 100M_; 1. 5GM 100M.; 5M3 100M.; 530MF  N18460 007  Jan 29,
100M_; 450MG 100M.
DI ALYTE LM DEXTROSE 2. 5% | N PLASTI C CONTAI NER
B BRAUN 26M3 100M_; 2. 5GM 100M.; 5M3 100M_; 530M&  N18460 005  Nov 02,
100M.; 450MG 100M.
DI ALYTE LM DEXTROSE 4. 25% | N PLASTI C CONTAI NER
B BRAUN 26M3 100M_; 4. 25GM 100M_; 5M¥ 100M_; 530MG  N18460 009  Jan 29,
/ 100M_; 450M3 100N
DI ANEAL LOW CALCI UM W DEXTROSE 2. 5% I N PLASTI C CONTAI NER
BAXTER HLTHCARE 18. 3M3 100M_; 2. 5GM 100M_; 5. 08M& 100M_; 5 N20183 002  Dec 04,
38ME 100M.; 448MG 100M.
DI ANEAL LOW CALCI UM W DEXTROSE 3.5% I N PLASTI C CONTAI NER
BAXTER HLTHCARE 18. 3MF 100M.; 3. 5GM 100M_; 5. 08M& 100M.; 5 N20183 003  Dec 04,
38M3 100M.; 448M5 100M
DI ANEAL LOW CALCI UM W DEXTROSE 4. 25% | N PLASTI C CONTAI NER
BAXTER HLTHCARE 18. 3MF 100M_; 4. 25GM 100M.; 5. 08MF 100M.;  N20183 004  Dec 04,
538MG 100M.; 448MF 100M
| NPERSOL- LC/ LM W DEXTROSE 3. 5% | N PLASTI C CONTAI NER
FRESENI US 18. 4ME 100M.; 3. 5GM 100M_; 5. 08M& 100M.; 5 N20374 003  Jun 13,
38M& 100M.; 448MG 100M
CALCI UM CHLCRI DE; DEXTROSE; MAGNESI UM SULFATE; POTASSI UM CHLORI DE; SCDI UM
Bl CARBONATE; SODI UM CHLORI DE; SCDI UM PHOSPHATE, DI BASI C, HEPTAHYDRATE
| NJECTABLE; | NTRATHECAL
ELLI OTTS B SOLUTI ON
+ QoL MEDCL 0.2M3 M_; 0. 8M3 M_; 0. 3MF M_; 0. 3MF/ M_; 1.9 N20577 001  Sep 27,
MG M.; 7. 3ME M_; 0. 2M3 M.

CALCI UM CHLORI DE; DEXTROSE; POTASSI UM CHLORI DE; SODI UM ACETATE; SODI UM CHLORI DE

I NJECTABLE; | NJECTI ON
DEXTROSE 5% | N ACETATED RINGER S | N PLASTI C CONTAI NER
+ B BRAUN 20M& 100M.; 5GM 100M.; 30M& 100M.; 380M& 1 N18258 001
00M.; 600ME 100M-
CALCI UM CHLCRI DE; DEXTROSE; POTASSI UM CHLORI DE; SODI UM CHLORI DE
I NJECTABLE; | NJECTI ON
DEXTROSE 5% AND RINGER' S I N PLASTI C CONTAI NER
AP HOSPI RA 33M& 100M.; 5GV 100M.; 30MF 100M.; 860M& 1 N18254 001
DEXTROSE 5% I N RINGER S I N PLASTI C CONTAI NER
AP B BRAUN 33M& 100M.; 5GV 100M.; 30MF 100M.; 860MF 1 N20000 001 Apr 17,
AP BAXTER HLTHCARE 33M& 100M.; 5GV 100M.; 30MF 100M.; 860MF 1 N16695 001

376)
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1994
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1983

1986

1992
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PRESCRI PTI ON DRUG PRODUCT LI ST 3-65 (of 376)

CALCI UM CHLCRI DE; DEXTROSE; POTASSI UM CHLORI DE; SODI UM CHLCORI DE;  SODI UM LACTATE

)>|)>
T 1

1%

13

1%

I NJECTABLE; | NJECTI ON

DEXTROSE 5% AND LACTATED RINGER S I N PLASTI C CONTAI NER

HOSPI RA 20M& 100M.; 5GV 100M.; 30MF 100M.; 600M& 1 N17608 001

DEXTROSE 5% I N LACTATED RINGER S | N PLASTI C CONTAI NER

B BRAUN 20M& 100M.; 5GM 100M.; 30M& 100M.; 600M& 1 N19634 003 Feb

LACTATED RINGER S AND DEXTROSE 5% I N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 30M& 100M.; 600M& 1 N16679 001

POTASSI UM CHLORI DE 15MEQ | N DEXTROSE 5% AND LACTATED RINGER S | N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 254M5 100M.; 600M N19367 006 Apr

POTASSI UM CHLORI DE 20MEQ | N DEXTROSE 5% AND LACTATED RINGER S | N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M; 179M5 100M_; 600MT N19367 004 Apr

20M& 100M.; 5GM 100M.; 328M5 100M.; 600MF N19367 005 Apr

HOSPI RA 20M& 100M.; 5GM 100M.; 179M& 100M_; 600MT N19685 002 Cct

20M& 100M.; 5GM 100M.; 328M5 100M.; 600M N19685 008 Cet

POTASSI UM CHLORI DE 30MEQ | N DEXTROSE 5% AND LACTATED RINGER S | N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 254M5 100M_; 600MS N19367 007 Apr

POTASSI UM CHLORI DE 40MEQ | N DEXTROSE 5% AND LACTATED RINGER S | N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 328M& 100M.; 600M N19367 008 Apr

HOSPI RA 20M& 100M.; 5GM 100M.; 328M5 100M.; 600M N19685 004 Cet

DEXTROSE 2.5% | N HALF- STRENGTH LACTATED RINGER S | N PLASTI C CONTAI NER
B BRAUN 10MZ 100M_; 2. 5GM 100M.; 15M& 100M.; 300MG  N19634 001  Feb

/ 100M.; 160M 100M.
POTASSI UM CHLORI DE 10MEQ | N DEXTROSE 5% AND LACTATED RINGER S | N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 105M5 100M-; 600M N19367 002 Apr
100M.; 310M& 100M-

20M& 100M-; 5GM 100M; 179M5 100M.; 600MS N19367 003 Apr
100M.; 310M& 100M-
POTASSI UM CHLORI DE 5MEQ | N DEXTROSE 5% AND LACTATED RINGER S I N PLASTI C CONTAI NER

BAXTER HLTHCARE 20M& 100M.; 5GM 100M.; 105M5 100M-; 600M N19367 001 Apr
100M.; 310M& 100M-

24,

05,

05,
05,
17,

17,

05,

05,

17,

24,

05,

05,

05,

CALCI UM CHLCRI DE; MAGNESI UM CHLORI DE; PCOTASSI UM CHLORI DE; SODI UM ACETATE; SCDI UM

CHLORI DE

I NJECTABLE; | NJECTI ON

TPN ELECTROLYTES | N PLASTI C CONTAI NER

HOSPI RA 16. 5M& M_; 25. 4ME M; 74. 6ME M_; 121ME M; N18895 001 Jul
16. 1IM& ML

20,

CALCI UM CHLORI DE; MAGNESI UM CHLCORI DE; POTASSI UM CHLORI DE; SCDI UM ACETATE; SODI UM

CHLORI DE; SODI UM ClI TRATE

I NJECTABLE; | NJECTI ON

I SOLYTE E I N PLASTI C CONTAI NER

B BRAUN 35M& 100M.; 30M& 100M.; 74M& 100M; 640M N19718 001 Sep
100M.; 500M& 100M.; 74M 100M-

SCLUTI ON; | RRI GATI ON

BALANCED SALT

29,

AKORN 0.48M& M_; 0. 3MEJ M_; 0. 75MF M_; 3. 9M&F M_; 6 N75503 001 Sep 27,
BSS
+ ALCON 0.48M3 M_; 0. 3MEJ M_; 0. 75M3 M_; 3. 9OME M_; 6 N20742 001 Dec 10,

1988

1985

1985

1985

1988

1988

1985

1985

1988

1988

1985

1985

1985

1984

1989

2006

1997
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CALCI UM CHLCRI DE; MAGNESI UM CHLORI DE; PCOTASSI UM CHLORI DE; SODI UM ACETATE; SCDI UM

CHLORI DE; SCDI UM LACTATE

I NJECTABLE; | NJECTI ON
PLASMA- LYTE R I N PLASTI C CONTAI NER

+ BAXTER HLTHCARE 36. 8M& 100M.; 30. 5MZ 100M.; 74. 6MY 100M.;
640M5 100M-; 496M& 100M_; 89. 6M& 100ML

CALCI UM CHLORI DE; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE; SCDI UM CHLORI DE

N17438

001

SCLUTI ON;  PERFUSI ON, CARDI AC
CARDI OPLEG C | N PLASTI C CONTAI NER

AT BAXTER HLTHCARE 17. 6M5 100M.; 325. 3M& 100M; 119. 3M& 100M  N75323
PLEG SOL | N PLASTI C CONTAI NER
AT + HOSPIRA 17. 6M5 100M; 325. 3M& 100M; 119. 3M5 100M  N18608
CALCI UM CHLCRI DE; POTASSI UM CHLORI DE; SCDI UM CHLORI DE
I NJECTABLE; | NJECTI ON
RINGER S | N PLASTI C CONTAI NER
AP B BRAUN 33M& 100M.; 30M& 100M.; 860ME 100ML N20002
AP BAXTER HLTHCARE 33M& 100M.; 30M& 100M.; 860ME 100M N16693
AP HOSPI RA 33M& 100M.; 30ME 100M.; 860ME 100ML N18251
SOLUTI ON; | RRI GATI ON
RINGER' S | N PLASTI C CONTAI NER
AT B BRAUN 33M& 100M.; 30M& 100M.; 860ME 100ML N18156
AT BAXTER HLTHCARE 33M& 100M.; 30ME 100M.; 860ME 100ML N18495
AT HOSPI RA 33M& 100M.; 30ME 100M.; 860ME 100ML N17635

CALCI UM CHLCRI DE; POTASSI UM CHLORI DE; SCDI UM CHLORI DE; SODI UM LACTATE

I NJECTABLE; | NJECTI ON
LACTATED RINGER S | N PLASTI C CONTAI NER

AP B BRAUN 20M& 100M.; 30M& 100M_; 600M5 100M_; 310MG  N19632
AP BAXTER HLTHCARE 20M& 100M.; 30ME 100M.; 600M& 100M.; 310M5  N16682
AP HOSPI RA 20M& 100M.; 30M& 100M_; 600M5 100M_; 310M5G  N17641
SCLUTI ON; | RRI GATI ON
LACTATED RINGER S I N PLASTI C CONTAI NER
AT B BRAUN 20M& 100M.; 30M& 100M_; 600M& 100M_; 310MG  N18681
AT BAXTER HLTHCARE 20M& 100M.; 30M& 100M_; 600M& 100M_; 310MG  N18494
AT 20M& 100M.; 30M& 100M.; 600M5 100M_; 310MG  N18921
AT 20M& 100M.; 30M& 100M.; 600M& 100M_; 310MG  N19933
AT HOSPI RA 20M& 100M.; 30M& 100M.; 600M& 100M.; 310M5  N19416
CALFACTANT
SUSPENSI ON; | NTRATRACHEAL
| NFASURF PRESERVATI VE FREE
+  ONY 35M& ML N20521
CANDESARTAN CI LEXETI L
TABLET; ORAL
ATACAND
ASTRAZENECA AMG N20838
8MG N20838
16MG N20838
+ 32MG N20838

001

001

001
001
001

001
001
001

001
001

001

001
001
001
001

001

001

001
002
003
004

Feb

Feb

Feb

Jul

Jun
Jun
Jun
Jun

21,

26,

17,

29,

27,

03,
29,

17,

01,

04,
04,
04,
04,

3-66 (of 376)
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PRESCRI PTI ON DRUG PRODUCT LI ST

CANDESARTAN CI LEXETI L; HYDROCHLOROTHI AZI DE

+

TABLET; ORAL

ATACAND HCT
ASTRAZENECA

CAPECI TABI NE

CAPREOWYCI N SULFATE

+

TABLET; ORAL

XELCDA
HLR

I NJECTABLE
CAPASTAT SULFATE

+

LILLY

CAPTCPRI L

AB
AB
AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

+

TABLET; ORAL

CAPOTEN
PAR PHARM

CAPTOPRI L
EG S PHARMS

KALI LABS

MYLAN

SANDCZ

STASON

TEVA

TORPHARM

WATSON LABS

I NJECTI ON

16MG 12. 5MG
32M5 12. 5MG
32M5 25MG

150MG
500MG

EQ 1GM BASE/ VI AL

12. 5MG
25M5
50MG
100M5

12. 5MG
25M5
50MG
100MG
12. 5MG
25M5
50MG
100M5
12. 5MG
25M5
50MG
100M5
12. 5MG
25M5
50MG
100M5
12. 5MG
25W5
50MG
100M5
12. 5MG
12. 5MG
25M5
25M5
50MG
50MG
100M5
100M5
12. 5MG
25M5
50M5
100MG
12. 5MG
12. 5MG
25M5
25M5
50MG

N21093
N21093
N21093

N50095

001
002
003

001
002

001

005
002
001
003

004
002
001
003
001
002
003
004
001
002
003
004
001
002
003
004
004

001
003
001
001
002
002
003
003
004
004
001
002
003
004
001
001
002
002
003

Sep
Sep

Apr
Apr

Jan

Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Cct

Cct

Cct

Qct

May
Feb
May
Feb

3-67 (of

05
05
16

30
30

17,

29,
29,
29,
29,
13,
13,
13,
13,
13,
13,
13,
13,
09,
09,
09,
09,
30,
30,
30,
30,
13,
13,
13,
13,
13,
13,
13,
13,
28,
28,
28,
28,
23,
13,
23,
13,
23,
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2000
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1998
1998
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1997
1997
1997
1996
1996
1996
1996
1996
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1996
1996
1995
1995
1995
1995
1997
1997
1997
1997
1996
1996
1996
1996
1996
1996
1996
1996
1998
1998
1998
1998
1996
1996
1996
1996
1996
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CAPTCPRI L

TABLET; ORAL
CAPTOPRI L

AB WATSON LABS

AB

AB

AB VEST WARD

AB

AB

AB

AB WOCKHARDT

AB

AB

AB

50M3
100MG
100MG
12. 5MG
25M5
50M5
100M5
12. 5MG
25M5
50MG
100M5

CAPTOPRI L; HYDROCHLOROTHI AZI DE

TABLET; ORAL
CAPQZI DE 25/ 15
AB APOTHECON 25M5 15MG
CAPQZI DE 25/ 25
AB + APOTHECON 25MG 25MG
CAPQZI DE 50/ 15
AB + APOTHECON 50MG 15MG
CAPCZI DE 50/ 25
AB APOTHECON 50MG 25MG
CAPTCPRI L_AND HYDROCHLOROTHI AZI DE
AB I VAX PHARVS 25MG;, 15MG
AB 25MG 25MG
AB 50MG 15MG
AB 50MG, 25MG
AB MYLAN 25MG 15MG
AB 25MG 25MG
AB 50MG 15MG
AB 50MG 25MG
AB TEVA 25MG, 15MG
AB 25MG 25MG
AB 50MG 15MG
AB 50MG, 25MG
CARBACHOL
SOLUTI ON; | NTRACCULAR
M OSTAT
+ ALCON 0.01%

CARBAVAZEPI NE

CAPSULE, EXTENDED RELEASE;
CARBATROL
SHI RE

+

EQUETRO
VALI DUS PHARMS | NC

+

SUSPENSI ON; ORAL
CARBAVAZEPI NE

AB MORTON GROVE
TEGRETOL

AB + NOVARTIS
TERI L

AB TARO

ORAL
100MG
200MG
300MG
100MG

200MG
300MG

100M& 5ML
100M& 5ML

100M& 5ML

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N16968

N75714
N18927

N76729

003
004
004
001
002
003
004
001
002
003
004

001
002
004
003

001
002
004
003
001
002
004
003
001
002
004
003

001

003
001
002

001
002
003

001
001

001

3-68 (of

Feb
May
Feb
Feb
Feb
Feb
Feb

Sep
Sep
Sep

13

23,
13

13,
13,
13

13,
28,
28,
28,
28,

12,

12,

12,

12,

18

18,
18

18,
29,
29,
29,
29,
29,
29,
29,
29,

30
30
30

10
10
10
05

18,

20,

376)

1996
1996
1996
1996
1996
1996
1996
1997
1997
1997
1997

1984
1984
1984
1984

1998
1998
1998
1998
1997
1997
1997
1997
1997
1997
1997
1997

1997
1997
1997

2004
2004
2004
2002

1987

2004



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CARBAVAZEPI NE

TABLET; ORAL
CARBAMAZEPI NE
AB ACTAVI S ELI ZABETH
AB APOTEX | NC
AB CARACO
AB | NVOOD LABS
AB TARO
EPI TOL
AB TEVA
TEGRETOL
AB + NOVARTIS
TERI L
AB TARO
CARBAMAZEPI NE
CARACO

TABLET, CHEWABLE; ORAL
CARBAVAZEPI NE

AB CADI STA PHARMS
AB CARACO
AB TARO PHARM | NDS
EPI TOL
AB TEVA
TEGRETOL

AB + NOVARTIS
CARBAMAZEPI NE

+ TARO PHARM | NDS
TABLET, EXTENDED RELEASE;
TEGRETOL- XR
NOVARTI S

+

200MG
200MG
200MG
200MG
200MG

200MG

100MG
300MG
400MG

100MG

200MG
ORAL

100MG
200MG
400MG

CARBENI CI LLI N I NDANYL SQODI UM

TABLET; ORAL
GECCI LLIN
+ PFI ZER

CARBI DOPA

TABLET; ORAL
LODOSYN
+ BRI STOL MYERS SQUI BB

EQ 382MG BASE

25MG

CARBI DOPA; ENTACAPONE; LEVODGOPA

TABLET; ORAL
STALEVO 100
ORI ON
STALEVO 125
ORI ON
STALEVO 150
ORI ON
STALEVO 200
+ ORION
STALEVO 50
+ ORION
STALEVO 75
ORI ON

25MG; 200MG, 100MG

31. 25M5 200M5, 125MG

37. 5M5 200MG; 150MG

50MG; 200MG, 200M5

12. 5MG, 200MG, 50MG

18. 75MG, 200MG5; 75MG

N20234
N20234
N20234

N50435

N17830

N21485

N21485

N21485

N21485

N21485

N21485

001
001
002
001
001

001
001
001

001
003
004

001
001
001

001
001
002
001

002
003

001

001

002
006
003
004
001

005

Sep

Sep

Dec
Dec
Dec

Feb
Jul
Qct

Jul

Jul

Jun

Aug

Jun

Aug

Jun

Aug

3-69 (of

09,
27,
07,
14,
03,

17,

26,

07,
07,
07,

01,
05,
24,

29,

29,

25,
25,
25,

11,

29,

11,

02,

11,

29,

376)

1987
2002
2005
1986
1996

1986

2003

2005
2005
2005

1988
2001
2000

1992

2002

1996
1996
1996

2003
2008
2003
2007
2003

2008



CARBI DOPA; LEVODOPA

29TH EDI TI ON -
PRESCRI PTI ON DRUG PRODUCT LI ST

AB
AB

AB

AB
AB

AB

AB

AB

AB

AB
AB
AB
AB
AB

AB

AB
AB
AB

AB

AB
AB
AB

AB
AB
AB

CARBI NOXAM NE MALEATE

TABLET; ORAL
CARBI DOPA AND LEVODOPA

+

ACTAVI S ELI ZABETH

APOTEX | NC

SANDCZ

SUN PHARM | NDS

TEVA

S| NEMET
BRI STOL MYERS SQUI BB

TABLET, EXTENDED RELEASE;
CARBI DOPA AND LEVODOPA

I MPAX LABS

MYLAN

SUN PHARM | NDS

TORPHARM

SI NEMET CR

+

+

BRI STOL MYERS SQUI BB

CARBI DOPA AND LEVODOPA

KV PHARM

RANBAXY

+

MYLAN

PARCOPA
SCHWARZ PHARNA

B4E

B4ES

SOLUTI ON; ORAL
CARBI NOXAM NE MALEATE

+

BOCA PHARMVA
M KART

TABLET; ORAL
CARBI NOXAM NE MALEATE

+

BOCA PHARMVA
M KART

10MG, 100MG
25MG, 100MG
25MG, 250MG
10MG, 100MG
25MG, 100MG
25MG, 250MG
10MG 100MG
25MG, 100MG
25M5 250MG
10M5 100MG
25M5 100MG
25M5 250MG
10M5 100MG
25M5 100MG
25M5 250MG

10M5 100MG
25M5 100MG
25MG;, 250MG

ORAL

25M5 100MG
50MG, 200MG
25MG, 100MG
50MG, 200MG
25M5 100MG
50MG, 200MG
25MG, 100MG
50M5 200MG

25MG, 100MG
50MG 200MG

50MG; 200MG

TABLET, FOR SUSPENSI ON, ORAL
CARBI LEV

10MG, 100MG
25MG; 100MG
25MG; 250MG

TABLET, ORALLY DI SI NTEGRATI NG, ORAL
CARBI DOPA AND LEVODOPA

10M5 100MG
25M5 100MG
25MG;, 250MG

10MG, 100MG
25M5 100MG
25MG;, 250MG

4ME 5ML
4ME 5ML

2009 -

APPROVED DRUG PRODUCTS LI ST

N73586
N73587
N73620

N76643
N76643
N76643

N78893
N78893
N78893

N76699
N76699
N76699

001
002
003
001
002
003
001
001
001
001
002
003

001
001

001
003
002

001
002
002
001
001
002
001
002

002
001

001

001
002
003

001
002
003

001
002
003

001
001

002
001

3-70 (of

Sep
Sep
Sep
Jun
Jun
Jun
Jun
Jun
Jun
Cct
Cct
Cct
Aug
Aug
Aug

May
May
Apr
Sep
Aug
Aug
Jun
Jun

Dec
May

Jun

Jun
Jun
Jun

Sep
Sep
Sep

Aug

Aug
Aug

Feb
Apr

Mar

03,
03,
03,
02,
02,
02,
29,
29,
29,
28,
28,
28,
28,
28,
28,

14,
14,
21,
30,
23,
23,
16,
16,

24,
30,

24,

10,
10,
10,

18,
18,
18,

27,
27,
27,

26,
25,

30,
19,

376)

1993
1993
1993
2008
2008
2008
1995
1995
1995
2008
2008
2008
1992
1992
1992

2004
2004
2000
1999
2007
2007
2004
2004

1992
1991

2004

2005
2005
2005

2008
2008
2008

2004
2004
2004

2008
2003

2008
2003



29TH EDI TI ON -

2009 -

PRESCRI PTI ON DRUG PRODUCT LI ST

CARBOPLATI N
I NJECTABLE; | NJECTI ON

AP
AP

AP

AP

AP

AP
AP

AP

AP

AP

AP
AP

AP
AP

AP

AP

AP

AP

+

I NJECTABLE;

CARBOPLATI N
ABRAXI S PHARM

BEDFCORD

PHARMACHEM E

PLI VA

SANDCOZ

WATSON LABS

IV (1 NFUSI ON)

CARBOPLATI N

+ + 4+ +

ABRAXI S PHARM

BEDFCORD LABS

DABUR ONCOLOGY PLC

EBEVE PHARVA

GENERAMEDI X

HOSPI RA

PHARVACHEM E

PLI VA LACHENMA

SPECTRUM PHARMS

SUN PHARM | NDS

TEVA PARENTERAL

50M& VI AL
150M% VI AL
450M5 VI AL
50M& VI AL
150M% VI AL
450M5 VI AL
50M& VI AL
150M% VI AL
450M5 VI AL
50M& VI AL
150M5 VI AL
450M5 VI AL
50M& VI AL
150M5 VI AL
450M5 VI AL
50M& VI AL
150M% VI AL
450M5 VI AL

EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. (10MT M)

EQ 450M3 45M. ( 10MG M)

EQ 450M3 45M. ( 10ME M)

EQ 600MY 60M. ( 10ME M)

EQ 50M% 5M. (10MEJ M)
EQ 150MF 15M. (10ME M)

EQ 450M% 45M. ( 10MG M)

EQ 600MT 60M. ( 10MT M)

EQ 50M% 5M. (10ME M)
EQ 150MF 15M. ( 10ME M)

EQ 450M3 45M. (10MG M)

EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. (10MT M)

EQ 450M% 45M. ( 10MG M)

EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. (10ME M)

EQ 450M3 45M. ( 10ME M)

EQ 50MF 5M. ( 10MF M)
EQ 150M3 15M. (10MT M)

EQ 450M3 45M. ( 10MG M)

EQ 600MT 60M. ( 10MT M)

EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. (10MT M)

EQ 450M3 45M. ( 10MG M)

EQ 600MF 60M. ( 10ME M)

EQ 50M% 5M. (10ME M)
EQ 150MF 15M. (10ME M)

EQ 450M3 45M. ( 10MT M)

EQ 600M% 60M. ( 10ME M)

EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. ( 10ME M)

EQ 450M% 45M. (10ME M)

EQ 50MF 5M. ( 10MF M)
EQ 150MT 15M. ( 10ME M)

EQ 450MF 45M. (10MT M)

EQ 50MF 5M. (10ME M)
EQ 50MF 5M. ( 10MF M)
EQ 150MF 15M. (10ME M)

EQ 150M3F 15M. (10ME M)

APPROVED DRUG PRODUCTS LI ST

001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003

001
002
003
003
004
001
002
003
004
001
002
003
001
002
003
001
002
003
001
002
003
001
001
002
003
004
001
002
003
004
001
002
003
001
002
003
001
001
002
002

Feb
Feb
Cct
Feb
Feb
Cct
Cct
Cct
Jan
Sep
Sep
Sep
May
May
May
Apr

Sep

3-71 (of

14,
14,
14,
14,
14,
14,
14,
14,
14,
16,
16,
16,
18,
18,
18,
27,
27,
27,

15,
15,
21,
15,
15,
15,
15,
15,
20,
29,
29,
29,
08,
08,
08,
24,
24,
24,
14,
14,
14,
23,
14,
14,
14,
28,
02,
02,
02,
02,
14,
14,
14,
19,
19,
19,
21,
30,
21,
30,

376)

2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2005
2005
2005
2006
2006
2006

2006
2006
2004
2006
2006
2004
2004
2004
2006
2006
2006
2006
2008
2008
2008
2007
2007
2007
2004
2004
2004
2004
2004
2004
2004
2007
2008
2008
2008
2008
2005
2005
2005
2008
2008
2008
2005
2007
2005
2007



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CARBOPLATI N
| NJECTABLE; |V (I NFUSI ON)
CARBOPLATI N
AP + TEVA PARENTERAL
AP
AP +
AP WATSON LABS
AP
AP
AP
PARAPLATI N
AP + BRISTOL MYERS SQUI BB
AP+
AP+
AP+

CARBOPROST TROVETHAM NE

I NJECTABLE; | NJECTI ON
HEMABATE
+ PHARMACI A AND UPJOHN

CARI SOPRCODOL

TABLET; ORAL
CARI SOPRODOL

ACTAVI S TOTOMA
ADVENT PHARMS
CONCORD LABS NJ
COREPHARVA
MJTUAL PHARM
SANDCOZ
SUN PHARM I NDS LTD
VI NTAGE PHARMS
WATSON LABS

VEST WARD
SOVA
+ MEDA PHARMS

SOVA
MEDA PHARMS

IZIZIZIZIZIBIZIZIZIZIZIZ

1%

CARMUSTI NE

| MPLANT; | NTRACRANI AL
GLI ADEL
+ EI SAl MEDCL RES

I NJECTABLE; | NJECTI ON
Bl CNU
+ BRI STQL

CARTEOLOL HYDROCHLCRI DE

EQ 450M% 45M. ( 10M& M)

EQ 450M3 45M. ( 10MG M)

EQ 600M 60M. ( 10MG M)

EQ 50MF 5M. (10MJ M)
EQ 150M 15M. ( 10MG M)

EQ 450M3 45M. ( 10MG M)

EQ 600MT 60M. ( 10ME M)

EQ 50MF 5M. ( 10MF M)
EQ 150M3 15M. (10MT M)

EQ 450M% 45M. ( 10ME M)

EQ 600MF 60M. ( 10MG M)

EQ 0. 25M5 BASE/ M.

350MG
350MG
350MG
350MG
350MG
350MG
350MG
350MG
350MG
350MG
350MG
350MG

350MG

250MG

100M& VI AL

SCLUTI ON/ DROPS; OPHTHALM C

CARTEOLOL HYDROCHLORI DE

AT ALCON
AT BAUSCH AND LOVB
AT NOVEX

OCUPRESS
AT + NOVARTIS

1%
1%
1%

1%

N17989

N20637

003
003
004
001
002
003
004

001
002
003
004

001

001
001
001
001
001
001
001

001
001
001
001

001

004

001

001

001
001
001

001

3-72 (of

Sep
Mar
Sep
Jan
Jan
Jan
Jan

Jul
Jul
Jul
Jan

Jun
Cct
Sep
Cct
Apr
Feb
Sep
Dec

Apr

Jan

Sep

Sep

Jan
Jan
Feb

21,
30,
21,
18,
18,
18
18,

14,
14,
14,
15,

07,
07,
22,
21,
17,
13,
27,
08,
03,

20
24,

13,

23

03
20
06,

23,

376)

2005
2007
2005
2007
2007
2007
2007

2003
2003
2003
2004

1997
2005
2008
2000
1991
1989
2007
1997
1996

1982
1996

2007

1996

2000
2000
2002

1990



29TH EDI TI ON -

CARVEDI LOL

AB
AB

AB

AB

AB

AB
AB

AB

AB

AB

AB
AB

AB
AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

AB

AB
AB

AB

AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

AB

AB
AB

AB
AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB

AB
AB

AB

AB

TABLET; ORAL

CARVEDI LOL
ACTAVI S ELI ZABETH

APOTEX | NC

AUROBI NDO PHARNA

CARACO

DR REDDYS LABS LTD

GLENMARK GENERI CS

HI KMA

LUPI N

MYLAN

PLI VA HRVATSKA DCO

RANBAXY

SANDCZ

TARO

TEVA

WATSON LABS

3. 125M5
6. 25MG
12. 5MG
25MG

3. 125MG
6. 25MG
12. 5MG
25M5

3. 125M5
6. 25MG
12. 5MG
25MG

3. 125MG
6. 25MG
12. 5MG
2515

3. 125MG
6. 25MG
12. 5MG
25M5

3. 125MG
6. 25MG
12. 5MG
2515

3. 125MG
6. 25MG
12. 5MG
25M5

3. 125M5
6. 25MG
12. 5MG
25M5

3. 125MG
6. 25MG
12. 5MG
250G

3. 125M5
6. 25MG
12. 5MG
2515

3. 125M5
6. 25MG
12. 5MG
2515

3. 125M5
6. 25MG
12. 5MG
2515

3. 125M5
6. 25MG
12. 5MG
250G

3. 125MG
6. 25MG
12. 5MG
25M5

3. 125M5
6. 25MG
12. 5MG
25M5

ZYDUS PHARMS USA INC 3. 125MG

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

001
002
003
004
001
002
003
004
001
002
003
004
001
001
002
003
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
004

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Cct
Cct
Cct
Cct
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

3-73 (of

05

05,
05

05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
07,
07,
07,
07,
05,
05,
05,
05,
05,
05,
05,
05,
30,
30,
30,
30,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,
05,

376)

2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007
2007



29TH EDI TI ON -

CARVEDI LOL
TABLET; ORAL

CARVEDI LOL
AB ZYDUS PHARMS USA I NC 6. 25MG
AB 12. 5MG
AB 25M5

COREG
AB SM THKLI NE BEECHAM 3. 125M5
AB 6. 25MG
AB + 12. 5MG
AB 25M5

CARVEDI LOL PHOSPHATE

+

CAPSULE, EXTENDED RELEASE;

COREG CR
SB PHARMCO

CASPCFUNG N ACETATE

| NDECTABLE; |V (1 NFUSI ON)
CANCI DAS
+ MERCK
+
CEFACLOR
CAPSULE; ORAL
CEFACLOR
AB HKVA
AB
AB MARSAM PHARMVS LLC
AB
AB RANBAXY
AB +
AB YUNG SHI N PHARM
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

+

+

+

FOR SUSPENSI ON; ORAL

CEFACLOR
CEPH | NTL

MARSAM PHARMS LLC

RANBAXY

TABLET, CHEWABLE; ORAL

RANI CLOR
RANBAXY

TABLET, EXTENDED RELEASE

CEFACLOR
PAR PHARM
TEVA

ORAL

10MG
20MG
40MG
80MG

50M& VI AL
70ME VI AL

EQ 250MG

2009 -

BASE
BASE

EQ 500MG

EQ 250MG

BASE
BASE

EQ 500MG

EQ 250MG

BASE
BASE

EQ 500MG

EQ 250MG

BASE

EQ 500MG

EQ 125MG

BASE

BASE/ 5ML

EQ 187MG

BASE/ 5ML

EQ 250MG

BASE/ 5M.

EQ 375MG

BASE/ 5ML

EQ 125MG

BASE/ 5M.

EQ 187MG

BASE/ 5ML

EQ 250MG

BASE/ 5M.

EQ 375MG

BASE/ 5ML

EQ 125MG

BASE/ 5ML

EQ 187MG

BASE/ 5ML

EQ 250MG

BASE/ 5ML

EQ 375MG

BASE/ 5M.

EQ 125MG
EQ 187MG
EQ 250MG
EQ 375MG

ORAL

EQ 500MG

BASE
BASE
BASE
BASE

BASE
BASE

EQ 500MG

N22012
N22012
N22012
N22012

N21227
N21227

N65350
N65350
N64148
N64148
N64156
N64156
N65146
N65146

N65092
N65092
N65092
N65092

N65057
N65058

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

001
002
003

004
003
002
001

001
002
003
004

001
002

001
002
001
002
001
002
001
002

001
003
002
004
001
001
001
001
001
001
001
001

001
002
003
004

001
002

Sep
Sep
Sep

Sep
Sep
Sep

Cct
Cct
Cct
Cct

Jan
Jan

Apr
Apr

May
Aug
Aug
Jan
Jan

Apr

Apr
Feb
Feb
Feb
Feb
Cct
Cct
Cct
Cct

Jan
Sep

3-74 (of

05
05,
05

29,
14,
14,
14,

20
20
20
20

26
26

03
03,
23
23
28
28
22,
22,

20

20
18
18,
18,
18
02,
02,
02,
02,

22,
22,
22,
22,

05
04,

376)

2007
2007
2007

1997
1995
1995
1995

2006
2006
2006
2006

2001
2001

2007
2007
1996
1996
1997
1997
2004
2004

1988

1988
1998
1998
1998
1998
1997
1997
1997
1997

2003
2003
2003
2003

2001
2002



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CEFACLOR
TABLET, EXTENDED RELEASE; ORAL
CEFACLOR
TEVA EQ 375MG BASE

CEFADROXI L/ CEFADROXI L HEM HYDRATE
CAPSULE; ORAL

CEFADROXI L
AB AURCBI NDO PHARMA EQ 500M5 BASE
AB HKMA EQ 500MG BASE
AB + |VAX PHARMG EQ 500MG BASE
AB LUPI N EQ 500MG BASE
AB ORCHI D HLTHCARE EQ 500M5 BASE
AB RANBAXY EQ 500MG BASE
AB SANDCZ EQ 500MG BASE
AB TEVA PHARVS EQ 500M5 BASE
FOR SUSPENSI ON; ORAL
CEFADROXI L
AB LUPI N EQ 250M5 BASE/ 5M.
AB EQ 500MG BASE/ 5M.
AB ORCHI D HLTHCARE EQ 250M5 BASE/ 5M.
AB EQ 500M5 BASE/ 5M.
AB RANBAXY EQ 250MG BASE/ 5M.
AB EQ 500MG BASE/ 5M.
AB TEVA PHARVG EQ 250M5 BASE/ 5M.
AB EQ 500MG BASE/ 5M.
DURI CEF
AB VWARNER CHI LCOTT EQ 250M5 BASE/ 5M.
AB + EQ 500M5 BASE/ 5M.
CEFADROXI L
+  RANBAXY EQ 125MG BASE/ 5M.
TABLET; ORAL
CEFADROXI L
AB HI KVA EQ 1GM BASE
AB + |VAX PHARMS EQ 1GM BASE
AB ORCHI D HLTHCARE EQ 1GM BASE
AB RANBAXY EQ 1GM BASE

CEFAZOLI N SCDI UM
I NJECTABLE; | NJECTI ON

ANCEF
AP + GLAXOSM THKLI NE EQ 1GM BASE/ VI AL
AP+ EQ 10GM BASE/ VI AL
CEFAZOLI N
AP ORCHI D HLTHCARE EQ 1GM BASE/ VI AL
AP EQ 10GM BASE/ VI AL

CEFAZOLI N SOCDI UM

AP + ABRAXI S PHARM EQ 500M5 BASE/ VI AL
AP+ EQ 1GM BASE/ VI AL
AP+ EQ 10GM BASE/ VI AL
AP+ EQ 20GM BASE/ VI AL
AP ACS DOBFAR EQ 500MG BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP EQ 10GM BASE/ VI AL
AP AUROBI NDO PHARNA EQ 500MG BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP GLAXOSM THKLI NE EQ 1GM BASE/ VI AL
AP HANFORD GC EQ 500M5 BASE/ VI AL
AP EQ 500MG BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP EQ 1GM BASE/ VI AL

AP EQ 10GM BASE/ VI AL

N65058

N65260
N62774
N65301
N65018

001

001
001
001
001
001
001
001
001

001
002
002
003
002
003
001
002

003
001

001

001
001
001
001

003
005

001
001

001
002
001
002
001
002
001
001
002
001
001
001
001
001
001

Sep

Jan
Feb

May
Sep

Jun

Jan

Feb
Feb

Aug
Aug

Aug
Aug

3-75 (of

04,

25
07,
03
29,
18
22,

20

21,
21,
16
16
26,
26,
20,
20,

26,

30
08
18
23,

12,
12,

14,
14,
18
18,
22,
22,
22,
08,
08,
31,
27,
27,
27,
27,
27,

376)

2002

2007
2006
1987
2007
2006
1999

2006

2008
2008
2006
2006
2003
2003
2006
2006

2003

2006
1987
2006
1999

2005
2005

1998
1998
1998
1998
2008
2008
2008
2008
2008
1993
1991
1991
1991
1991
1991



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

CEFAZOLI N SCDI UM

I NJECTABLE; | NJECTI ON
CEFAZOLI N SOCDI UM

AP H KMA FARMACEUTI CA

AP

AP

AP ORCHI D HLTHCARE

AP

AP SANDOZ
AP

AP

AP

KEFZOL
AP ACS DOBFAR

AP

AP

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 10GM BASE/ VI AL
EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 10GM BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 10GM BASE/ VI AL

ANCEF | N PLASTI C CONTAI NER

+ BAXTER HLTHCARE
+

CEFAZOLI N AND DEXTROSE

+ B BRAUN

CEFAZOLI N SCDI UM
+ SAMSON MEDCL
+

CEFDI NI R
CAPSULE; ORAL

CEFDI NI R
AB AURCBI NDO PHARMA
AB LUPI N
AB ORCHI D HLTHCARE
AB SANDCZ
AB TEVA PHARMS

OWNI CEF

AB + ABBOTT
FOR SUSPENSI ON, ORAL

CEFDI NI R
AB AURCBI NDO PHARMA
AB
AB LUPI N
AB
AB ORCHI D HLTHCARE
AB
AB SANDCZ
AB
AB TEVA PHARMS
AB
OWNI CEF
AB ABBOTT
AB +

CEFDI TOREN PI VOXI L

TABLET; ORAL
SPECTRACEF
CORNERSTONE

+

CEFEPI ME HYDROCHLORI DE
| NJECTABLE; | NJECTI ON

CEFEPI ME HYDROCHLORI DE

AP ACS DOBFAR

EQ 10MG BASE/ M.
EQ 20MG BASE/ M.

EQ 1GM BASE/ VI AL

EQ 100GM BASE/ VI AL
EQ 300GM BASE/ VI AL

300MG
300MG
300MG
300MG
300MG

125M5 5M
250M5 5ML
125M5 5ML
250M5 5ML
125M5 5ML
250M5 5ML
125M5 5ML
250M5 5MC
125M5 5ML
250M5 5ML

125M5 5ML
250M5 5MC

200MG
400MG

EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL

PRESCRI PTI ON DRUG PRODUCT LI ST

N63002
N63002

N50779

N65141
N65141

N21222
N21222

N65441
N65441

001
002
001
001
002
001
002
001
003

002
003
004

001
002

002

001
002

001
001
001
001
001

001

001
002
001
002
001
002
001
002
001
002

001
002

001
002

001
002

Sep
Sep
Cct
Apr
Apr
Dec

May
Sep

Jan
May
Jul

Jul
Jul
Apr
Apr
May

Dec

Jul

Aug
Jul

3-76 (of

18,
18,
18,
21,
21,
09,
09,
09,
25,

28,
28,

27,

29,
29,

07,
19,
18,
06,
09,

04,

14,
14,
31,
07,
18,
18,
06,
06,
04,
04,

04,
29,

29,
21,

20,
20,

376)

2001
2001
2004
2005
2005
1988
1988
2007
1992

1991
1991

2000

2006
2006

2008
2006
2007
2007
2007

1997

2007
2007
2006
2007
2007
2007
2007
2007
2007
2007

1997
2004

2001
2008

2008
2008



29TH EDI TI ON -

2009 -

PRESCRI PTI ON DRUG PRODUCT LI ST

CEFEPI ME HYDROCHLORI DE

| NJECTABLE; | NJECTI ON
CEFEPI ME HYDROCHLORI DE
AP ORCHI D HLTHCARE EQ 500MG BASE/ VI AL
AP EQ 1GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL
MAXI PI NE
AP + BRI STOL MYERS SQUI BB EQ 500MG BASE/ VI AL
AP+ EQ 1GM BASE/ VI AL
AP + EQ 2GM BASE/ VI AL
CEFEPI ME | N PLASTI C CONTAI NER
+ BAXTER HLTHCARE EQ 1GM BASE/ 50M. ( EQ 20M5 BASE/ M)
+ EQ 2GM BASE/ 100M. ( EQ 20MG BASE/ M.)
CEFI XI VE
SUSPENSI ON; ORAL
SUPRAX
LUPI N PHARVS 100M¥ 5M
+ 200M¥ 5M
TABLET; ORAL
SUPRAX
+ LUPIN 400MG

CEFOTAXI ME SODI UM

| NDECTABLE; | NJECTI ON
CEFOTAXI ME
AP ABRAXI'S PHARM
AP
AP
AP
AP H KMA
AP
AP
AP
AP WOCKHARDT
CEFOTAXI ME_SODI UM
AP LUPI N
AP
AP
AP ORCHI D HLTHCARE
AP
AP
AP
AP
AP
AP WOCKHARDT
AP
CLAFCRAN
AP + SANOFI AVENTIS US
AP+
AP
AP+
AP
AP+
CEFOTAXI ME

+ ABRAXI S PHARM

CLAFORAN | N DEXTROSE 5%
+ SANOFI AVENTI S US
+

EQ 500MG BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 10GM BASE/ VI AL
EQ 500M5 BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 10GM BASE/ VI AL
EQ 1GM BASE/ VI AL

EQ 500MG BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 500MG BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 10GM BASE/ VI AL
EQ 500M5 BASE/ VI AL
EQ 2GM BASE/ VI AL

EQ 500MG BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 10GM BASE/ VI AL

EQ 20GM BASE/ VI AL
I'N PLASTI C CONTAI NER
EQ 20MG BASE/ M.
EQ 40MG BASE/ M.

N65130

APPROVED DRUG PRODUCTS LI ST

001
002
003

001
002
003

001
002

001
001

001

001
002
003
001
001
002
003
001
001

001
002
003
001
002
001
003
002
001
002
003

001
002
001

002

o
o
IS

002

002
004

Jun
Jun
Jun

Jan
Jan
Jan

Aug
Aug

Feb
Apr

Feb

Sep
Sep
Sep
Aug
Aug
Aug
Aug
Aug
Aug
Jun
Jun

3-77 (of

18,
18,
18,

18,
18,
18,

05,
05,

23,
10,

24,
24,
24,
24,
20,
20,
20,
20,
29,

24,
24,
24,
11,
11,
10,
11,
10,
10,
20,
20,

13,

13,
29,

24,

20,
20,

376)

2007
2007
2007

1996
1996
1996

2008
2008

2004
2007

2004

2000
2000
2000
2000
2002
2002
2002
2002
2006

2003
2003
2003
2006
2006
2006
2006
2006
2006
2008
2008

1987

1987
1983

2000

1985
1985



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CEFOTETAN DI SODI UM

I NJECTABLE; | NJECTI ON
CEFOTETAN
+ ABRAXI S PHARM
+
+

CEFOTETAN AND DEXTROSE | N DUPLEX CONTAI NER

+ B BRAUN
+

CEFOXI TI N SCDI UM
I NJECTABLE; | NJECTI ON

EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 10GM BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL

CEFOXI TI N
AP + ABRAXI S PHARM EQ 1GM BASE/ VI AL
AP+ EQ 2GM BASE/ VI AL
AP+ EQ 10GM BASE/ VI AL
AP BAXTER HLTHCARE EQ 1GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL
AP EQ 10GM BASE/ VI AL
AP ORCHI D HLTHCARE EQ 1GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL
AP EQ 10GM BASE/ VI AL

CEFOXI TI N AND DEXTROSE | N DUPLEX CONTAI NER
AP B BRAUN EQ 1GM BASE/ VI AL
AP EQ 2GM BASE/ VI AL

MEFOXI N | N PLASTI C CONTAI NER

+ BI ONI CHE PHARVA
+
CEFPCDOXI ME PROXETI L

FOR SUSPENSI ON, ORAL
CEFPODOXI ME PROXETI L

AB AUROBI NDO PHARMVA
AB
AB RANBAXY
AB
AB SANDOZ
AB

VANTI N
AB PHARMACI A AND UPJOHN
AB +

TABLET; ORAL

CEFPODOXI ME_PROXETI L
AB AURCBI NDO PHARVA
AB
AB ORCHI D HLTHCARE
AB
AB RANBAXY
AB
AB SANDCZ
AB

VANTI N
AB PHARMACI A AND UPJOHN
AB +
CEFPROZI L

FOR SUSPENSI ON; ORAL
CEFPROZI L

AUROBI NDO PHARNA

AB
AB
AB LUPI N
AB

EQ 20MG BASE/ M.
EQ 40MG BASE/ M.

EQ 50M5G BASE/ 5ML

EQ 100M5 BASE/ 5M.

EQ 50M5 BASE/ 5ML

EQ 100MG BASE/ 5M.

EQ 50MG BASE/ 5M

EQ 100M5 BASE/ 5M.

EQ 50M5 BASE/ 5ML

EQ 100MG BASE/ 5M.

EQ 100M5 BASE
EQ 200MG BASE
EQ 100MG BASE
EQ 200MG BASE
EQ 100M5 BASE
EQ 200MG BASE
EQ 100MG BASE
EQ 200MG BASE

EQ 100M5 BASE
EQ 200MG BASE

125M5 5M

250M5 5ML

125M5 5ML
250MF 5ML

N65381
N65381
N65261
N65261

001
002
001

001
002

001
002
001
001
002
001
001
002
001

001
002

001
002

001
002
001
002
001
002

001
002

001
002
001
002
001
002
001
002

001
002

001
002
001
002

3-78 (of

Aug
Aug
Aug

Aug
Aug

Jul
Jul
Jul
Sep
Sep
Sep
Jan
Jan
Feb

Jan
Jan

Jun
Jun

May
Jan
Jan

Aug
Aug

Aug
Aug

09,
09,
09,

09,
09,

03,
03,
03,
11,
11,
11,
23,
23,
13,

10,
10,

25,
25,

08,
08,
31,
31,
14,
14,

07,
07,

11,
11,
14,
14,
20,
20,
28,
28,

07,
07,

30,
30,
19,
19,

376)

2007
2007
2007

2007
2007

2000
2000
2000
2000
2000
2000
2006
2006
2006

2006
2006

1993
1993

2007
2007
2002
2002
2009
2009

1992
1992

2007
2007
2007
2007
2003
2003
2008
2008

1992
1992

2007
2007
2005
2005



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-79 (of 376)
CEFPROZI L
FOR SUSPENSI ON; ORAL
CEFPROZI L
AB ORCHI D HLTHCARE 125M3 5M. N65284 002  Dec 30, 2005
AB 250M3 5M N65284 001  Dec 30, 2005
AB RANBAXY 125M 5M N65202 001  Jun 30, 2006
AB 250MG 5M N65202 002  Jun 30, 2006
AB SANDOZ 125M 5M N65257 001  Dec 08, 2005
AB 250M3 5M N65257 002  Dec 08, 2005
AB TEVA PHARMS 125MG 5M N65236 001  Dec 08, 2005
AB 250M3 5M N65236 002  Dec 08, 2005
CEFZIL
AB BRI STOL MYERS SQUI BB 125M% 5M. N50665 001  Dec 23, 1991
AB + 250Md SM. N50665 002  Dec 23, 1991
TABLET; ORAL
CEFPROZI L
AB APOTEX | NC 250M5 N65327 001  Mar 26, 2008
AB 500MG N65327 002  Mar 26, 2008
AB AURCBI NDO PHARMA LTD 250MG N65340 001  May 24, 2007
AB 500MG N65340 002  May 24, 2007
AB LUPI N 250M5 N65276 001  Dec 08, 2005
AB 500MG N65276 002  Dec 08, 2005
AB ORCHI D HLTHCARE 250MG N65267 001  Dec 19, 2005
AB 500MG N65267 002  Dec 19, 2005
AB RANBAXY 250M5 N65198 001  Dec 13, 2006
AB 500MG N65198 002  Dec 13, 2006
AB SANDOZ 250MG N65235 001  Nov 14, 2005
AB 500MG N65235 002  Nov 14, 2005
AB TEVA 250MG N65208 001  Dec 06, 2005
AB 500MG N65208 002  Dec 06, 2005
AB WOCKHARDT 250MG N65428 001  Jun 14, 2007
AB 500MG N65428 002  Jun 14, 2007
CEFZI L
AB BRI STOL MYERS SQUI BB 250MG N50664 001  Dec 23, 1991
AB + 500MG N50664 002  Dec 23, 1991
CEFTAZI DI ME
| NJECTABLE; | NJECTI ON
CEFTAZI DI ME
AP ACS DOBFAR 500MF VI AL N62640 001  Nov 20, 1985
AP 1GM VI AL N62640 002  Nov 20, 1985
AP 2GM VI AL N62640 003  Nov 20, 1985
AP 6GM VI AL N62640 004  Feb 03, 1992
AP WOCKHARDT 1GM VI AL N65196 001  Qct 15, 2008
FORTAZ
GLAXOSM THKLI NE 500M VI AL N50578 001  Jul 19, 1985
AP + 1GM VI AL N50578 002  Jul 19, 1985
AP + 2GM VI AL N50578 003  Jul 19, 1985
AP + 6GM VI AL N50578 004  Jul 19, 1985
TAZ| CEF
AP HOSPI RA 500M5 VI AL N62662 001  Mar 06, 1986
AP 1GM VI AL N62662 002  Mar 06, 1986
AP 2GM VI AL N62662 003  Mar 06, 1986
AP B6GM VI AL N62662 004  Mar 06, 1986

CEFTAZI DI ME SODI UM

I NJECTABLE; | NJECTI ON
FORTAZ | N PLASTI C CONTAI NER
+ GLAXOSM THKLI NE EQ 20M5G BASE/ M. N50634 002 Apr 28, 1989
+ EQ 40M5 BASE/ ML N50634 003 Apr 28, 1989




29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

CEFTI BUTEN DI HYDRATE

CAPSULE; ORAL

+

CEDAX

SClI ELE PHARMA | NC

FOR SUSPENSI ON, ORAL

+

CEDAX

SClI ELE PHARMA | NC

CEFTRI AXONE SODI UM

I NJECTABLE; I M IV
CEFTRI AXONE

AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP
AP

ABRAXI S PHARM

AUROBI NDO PHARNA

BEDFCORD

CEPHAZONE PHARNMA

HANFCORD GC

H KMA FARMACEUTI CA

LU TPOLD

LUPI N

ORCHI D HLTHCARE

SANDCOZ

TEVA

TEVA PARENTERAL

WOCKHARDT

I NJECTABLE; | NJECTI ON

AP
AP

AP

CEFTRI AXONE

ABRAXI S PHARM
ACS DOBFAR

EQ 400MG BASE

EQ 90M5 BASE/ 5M.

EQ 250MG BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250M5 BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250M5 BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500M5G BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250M5G BASE/ VI AL

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 250MG BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL

PRESCRI PTI ON DRUG PRODUCT LI ST

N50685

N50686

N65252
N65329
N65329

002

001

001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
001
002
003
004
001
002
003

001
001
002

3-80 (of

Feb
Feb
Feb
Feb
Jul
Jul
Jul
Jul
Aug
Aug
Aug

Feb
Feb
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Sep
Sep
Sep
Sep
Aug
Aug
Aug
Aug

Feb
Jul
Jul

20,

20,

15,
15,
15,
15,
31,
31,
31,
31,
18,
18,
18,
18,
26,
26,
26,
26,
28,
28,
10,
10,
10,
10,
11,
11,
11,
11,
30,
30,
30,
30,
02,
02,
02,
02,
09,
09,
09,
09,
29,
29,
15,
15,
15,
15,
12,
12,
12,

15,
24,
24,

376)

1995

1995

2006
2006
2006
2006
2008
2008
2008
2008
2008
2008
2008
2008
2007
2007
2007
2007
2007
2007
2008
2008
2008
2008
2008
2008
2008
2008
2003
2003
2003
2003
2005
2005
2005
2005
2005
2005
2005
2005
2006
2006
2007
2007
2007
2007
2007
2007
2007

2006
2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CEFTRI AXONE SODI UM
I NJECTABLE; | NJECTI ON

CEFTRI AXONE
AP ACS DOBFAR
AP
AP AUROBI NDO PHARVA
AP BEDFORD
AP HANFORD GC
AP LUPI N
AP ORCHI D HLTHCARE
AP
AP
AP SANDOZ
AP
AP
AP TEVA
AP \OCKHARDT

CEFTRI AXONE AND DEXTROSE | N DUPLEX CONTAI NER

EQ 2GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 10GM BASE/ VI AL

EQ 1GM BASE/ VI AL

AP + B BRAUN
AP+

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

CEFTRI AXONE | N PLASTI C CONTAI NER

AP BAXTER HLTHCARE

ROCEPHI N
AP + HLR
AP+
CEFUROXI ME AXETI L
FOR SUSPENSI ON; ORAL

CEFTI N
AB GLAXOSM THKLI NE
AB +

CEFUROXI ME_AXETI L
AB RANBAXY
AB

TABLET; ORAL

CEFTI N
AB GLAXOSM THKLI NE
AB
AB +

CEFUROXI ME_AXETI L
AB  APOTEX INC
AB
AB  AURCBI NDO PHARMA LTD
AB
AB
AB LUPI N
AB
AB ORCHI D HLTHCARE
AB
AB
AB RANBAXY
AB
AB
AB
AB
AB
AB SANDOZ
AB
AB TEVA
AB
AB  WOCKHARDT

EQ 20M5 BASE/ ML

EQ 40MG BASE/ M.

EQ 500MG BASE/ VI AL

EQ 1GM BASE/ VI AL

EQ 125MG BASE/ 5M

EQ 250M5 BASE/ 5M.

EQ 125M5 BASE/ 5ML

EQ 250MG BASE/ 5M.

EQ 125MG BASE
EQ 250MG BASE
EQ 500MG BASE

EQ 250M5 BASE
EQ 500MG BASE
EQ 125MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 125MG BASE
EQ 250M5 BASE
EQ 500MG BASE
EQ 125MG BASE
EQ 125MG BASE
EQ 250M5 BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 500M5 BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 125MG BASE

N50672
N50672

N65323
N65323

003
001
001
001
001
001
001
002
001
001
002
001
001
001

001
002

001
002

002
003

001
002

001
002

001
002
003

001
002
001
002
003
001
002
001
002
003
003
001
002
002
001
003
001
002
001
002
001

3-81 (of

Jul
Jul
Jul
Aug
Feb
Sep
Aug
Aug
Aug

May
May
May
May

Apr
Apr

Aug
Aug

Aug
Aug

Jun

Apr

Feb
Feb

Jul

Jul

Feb
Feb
Feb
Feb
Apr
Feb
Apr
Feb
Apr
Cct
Cct
Cct
Cct
Jul

24,
24,
31,
18,
28,
12,
02,
02,
02,
03,
03,
17,
01,
12,

20
20

23
23

13,
13

30
29,

05,
05

28
28
28

02,
02,
29,
29,
29,
25
25,
15,
15,
15,
15,
25,
15,
25,
15,
25,
28,
28,
18,
18,
29,

376)

2008
2008
2008
2008
2007
2006
2005
2005
2005
2005
2005
2005
2006
2006

2005
2005

2005
2005

1993
1993

1994
1997

2008
2008

1987
1987
1987

2002
2002
2006
2006
2006
2003
2003
2008
2008
2008
2002
2003
2002
2003
2002
2003
2003
2003
2004
2004
2005



29TH EDI TI ON

- 2009 -

PRESCRI PTI ON DRUG PRODUCT LI ST

CEFUROXI ME_ AXETI L

TABLET; ORAL
CEFUROXI ME_ AXETI L
AB WOCKHARDT EQ 250MG BASE
AB EQ 500MG BASE
CEFUROXI ME SODI UM
I NJECTABLE; I M IV
CEFUROXI ME_SOCDI UM
AB ABRAXI S PHARM EQ 750MG BASE/ VI AL
AB HANFCORD GC EQ 750M5 BASE/ VI AL
AB H KMA FARMACEUTI CA EQ 750MG BASE/ VI AL
AB MARSAM PHARMS LLC EQ 750M5 BASE/ VI AL
AB TEVA EQ 750M5 BASE/ VI AL
ZI NACEF
AB + GLAXOSM THKLI NE EQ 750M5 BASE/ VI AL
CEFUROXI ME_SODI UM
AP ORCHI D HLTHCARE EQ 750M5 BASE/ VI AL

I NJECTABLE; | NJECTI ON

CEFUROXI ME AND DEXTROSE | N DUPLEX CONTAI NER

AP + B BRAUN EQ 750MG BASE/ VI AL
AP+ EQ 1. 5GM BASE/ VI AL
CEFUROXI ME SCDI UM
AP ABRAXI S PHARM EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
AP HANFORD GC EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
AP H KMA FARMACEUTI CA EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
AP MARSAM PHARMS LLC EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
AP ORCHI D HLTHCARE EQ 1. 5GM BASE/ VI AL
AP EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
AP TEVA EQ 1. 5GM BASE/ VI AL
AP EQ 7. 5GM BASE/ VI AL
ZI NACEF
AP+ GLAXCSM THKLI NE EQ 1. 5GM BASE/ VI AL
AP + EQ 7. 5GM BASE/ VI AL

ZI NACEF | N PLASTI C CONTAI NER
+ GLAXOSM THKLI NE

EQ 15M5G BASE/ ML

+ EQ 30MG BASE/ M
CELECOXI B
CAPSULE; ORAL
CELEBREX
GD SEARLE 50MG
100MG
200MG
+ 400MG
CEPHALEXI N
CAPSULE; ORAL
CEPHALEXI N
AB AURCBI NDO PHARMA LTD EQ 250MG BASE
AB EQ 500MG BASE
AB BELCHER EQ 250MG BASE
AB EQ 500MG BASE
AB CEPH | NTL EQ 250MG BASE
AB EQ 500MG BASE
AB HI KMA EQ 250MG BASE

AB EQ 500MG

BASE

N65001
N64125
N65048
N64035
N64192

N20998
N20998
N20998
N20998

N65253
N65253
N62713
N62713
N62118
N62118
N65215
N65215

APPROVED DRUG PRODUCTS LI ST

002
003

001
001
001
001
002

002

001

001
002

002
001
002
001
002
001
002
001
002
001
001
001
001

003
004

001
002

004
001
002
003

001
002
001
002
001
002
001
002

Jul
Jul

May
May
Jan
Feb

Apr

Feb
Feb

Cct
Cct

Apr
Apr

Jan
Jan

3-82 (of

29,
29,

30
30
09,
26
16

19,

15,

21,
21,

30
28

30

09,
09,
26,
26,
15

15,
15,
16,
16,

19,
23,

28,
28,

15

31,
31,
29,

16
16
15
15

24,
24,

376)

2005
2005

2001
1997
2004
1993
1998

1983

2008

2001
2001

2001
1998
1997
1997
2004
2004
1993
1993
2008
2008
2008
1998
1998

1983
1986

1989
1989

2006
1998
1998
2002

2005
2005
1988
1988

2006
2006



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CEPHALEXI N

AB
AB
AB
AB

AB
AB
AB

AB

AB

AB

AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

CAPSULE; ORAL

CEPHALEXI N
I VAX PHARMS

LUPI N
ORCHI D HLTHCARE
RANBAXY

STEVENS J
SUN PHARM | NDS (I N)

TEVA

YUNG SHI N PHARM

KEFLEX
LEX PHARMS

KEFLEX
+ LEX PHARMS

FOR SUSPENSI ON, ORAL

CEPHALEXI N
CEPH | NTL

LUPI N

ORCHI D HLTHCARE
RANBAXY

TEVA

YUNG SHI N PHARM

TABLET; ORAL

CEPHALEXI N
TEVA
+

PANI XI NE DI SPERDOSE
RANBAXY
+

EQ 250M5 BASE
EQ 500M5 BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 250MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 250MG BASE
EQ 500MG BASE

EQ 250M5 BASE
EQ 500MG BASE

EQ 750MG BASE

EQ 125MG BASE/ 5M

EQ 250M5 BASE/ 5M.

EQ 125MG BASE/ 5M.

EQ 250M5 BASE/ 5M.

EQ 125M5 BASE/ 5M.

EQ 250MG BASE/ 5M.

EQ 125M5 BASE/ 5ML

EQ 250M5 BASE/ 5M.

EQ 125MG BASE/ 5M.

EQ 250MG BASE/ 5M.

EQ 125MG BASE/ 5M.

EQ 250M5 BASE/ 5M.

EQ 250MG BASE
EQ 500MG BASE

TABLET, FOR SUSPENSI ON; ORAL

EQ 125M5 BASE
EQ 250MG BASE

CETI Rl ZI NE HYDROCHLORI DE

IZIZIZIZIZIE

12

SYRUP; ORAL

CETI Rl ZI NE HYDROCHLORI DE

APOTEX | NC
CYPRESS PHARM
PERRI GO | SRAEL
RANBAXY
TARO
TEVA PHARMS
ZYRTEC
+ MCNEI L CONSUMER

CETRORELI X

I NJECTABLE; | NJECTI ON

CETROTI DE
+ EMD SERONO

5M& 5M.
5M& 5ML
5M& 5M.
5MF 5M
5M& 5ML
5M& 5M.

5M& 5M.

EQ 0. 25M5 BASE/ M.

N61969
N61969
N65229
N65229
N65248
N65248
N65007
N65007
N62870
N62791
N62791
N62702
N62702
N65152
N65152

N50405
N50405

N50405

001
002
001
002
001
002
001
002
001
001
002
001

001
002

002
003

005

002
003
001
002
001
002
001
002
001
002
001
002

001
001

002
001

001
001
001
001
001
001

001

001

3-83 (of

Jun
Jun
Feb
Feb
Feb
Feb

May

Aug
Aug
Jul
Jul
Jul
Jul
Feb
Feb
Jul
Jul

Jan
Jan

Sep
Sep

Jun
Cct
Jun
Jun
Jun
May

Sep

Aug

25
25,
28,
28
16
16
17,
11,
11,
13,
13,
24,
24,

12,

17,
17,
10
10,
27,
27,
13,
13,
25,
25,

12,
12,

11,
11,

18
06,
17,
18
20,
27,

27,

11,

376)

2005
2005
2005
2005
1999
1999
1988
1987
1987
1987
1987
2005
2005

2006

2005
2005
2006
2006
2001
2001
1987
1987
2007
2007

1989
1989

2003
2003

2008
2008
2008
2008
2008
2008

1996

2000



29TH EDI TION - 2009 -

PRESCRI PTI ON
CETRORELI X
| NJECTABLE; | NJECTI ON
CETROTI DE
+ EMD SERONO EQ 3MG BASE/ M.

CEVI MELI NE HYDROCHLORI DE

CAPSULE; ORAL
EVOXAC
+ DAII CH SANKYO CO EQ 30MG BASE

CHLORAMBUCI L

TABLET; ORAL
L EUKERAN
+ SM THKLI NE BEECHAM 2MG

CHLORAMPHENI COL

O NTMENT; OPHTHALM C
CHLORAMPHENI CCL
+ ALTANA 1%

CHLORAMPHENI COL  SODI UM SUCCI NATE

I NJECTABLE; | NJECTI ON
CHLORAMPHENI COL  SODI UM SUCCI NATE
+ ABRAXI S PHARM EQ 1GM BASE/ VI AL

CHLORDI AZEPOXI DE HYDROCHL ORI DE

CAPSULE; ORAL
CHLORDI AZEPOXI DE HYDROCHL ORI DE

AB BARR 5MG
AB —
AB 25M5
AB USL PHARMA 10MG
AB WATSON LABS 5MG
AB 10M5
AB 25MG
LI BRI UM
AB VALEANT PHARM INTL  5MG
AB 10Ms
AB + 25M5

CHLORHEXI DI NE. GLUCONATE

SCLUTI ON;  DENTAL
CHLORHEXI DI NE GLUCONATE

AT ACTAVIS M D ATLANTIC 0. 12%
AT H TECH PHARMA 0. 12%
AT JOHN O BUTLER CO 0.12%
AT MORTON GROVE 0.12%
AT NOVEX 0. 12%
AT TEVA 0. 12%
PERI DEX
AT + 3M 0. 12%
PERI OGARD
AT COLGATE 0.12%
TABLET: DENTAL
PERI OCHI P
+ DEXCEL PHARMA 2. 5MG

CHLOROPROCAI NE HYDROCHL ORI DE

| NJECTABLE; | NJECTI ON
CHLOROPROCAI NE_HYDROCHLOR! DE
AP BEDFORD 2%

APPROVED DRUG PRODUCTS LI ST

DRUG PRODUCT LI ST

N21197

N20989

N10669

N62365

N40273

002

002

002

001

001

001
001
001
001
001
001
001

001
001
001

001
001
001
001
001
001

001

001

001

001

3-84 (of 376)

Aug

Jan

Aug

Aug

Jan

Sep

11,

11,

25,

28,
07,
29,
03,
14,
15,

13,

14,

15,

09,

2000

2000

1982

1995
1996
2005
2004
2000
1995

1986

1994

1998

1998



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CHLOROPROCAI NE HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON

CHLOROPROCAI NE HYDROCHL ORI DE

AP BEDFORD
AP HOSPI RA
AP

NESACAI NE
AP APP_PHARNB

NESACAI NE- MPF
AP + APP PHARMB
AP+

NESACAI NE

+ APP PHARMVB

CHLOROQUI NE PHOCSPHATE

TABLET; ORAL
ARALEN
+ SANOFI AVENTI S US

CHLOROQUI NE PHOSPHATE
I MPAX LABS

B3

+ VEST WARD

IRIZIBIZ

CHLOROTHI AZI DE
SUSPENSI ON; ORAL

DI URI L

+ SALI X PHARMS
TABLET; ORAL
CHLOROTHI AZI DE
MYLAN

AB

AB VEST WARD

AB

CHLOROTHI AZI DE SODI UM

I NJECTABLE; | NJECTI ON
Dl URI L
+ OVATI ON PHARMS

CHLORPHENI RAM NE POLI STI REX; HYDROCODONE POLI STI REX

3%

EQ 300MG BASE

EQ 150MG BASE
EQ 300MG BASE
EQ 150MG BASE
EQ 300MG BASE

250M5 5M

EQ 500MG BASE/ VI AL

CAPSULE, EXTENDED RELEASE; ORAL

TUSSI CAPS
TYCO HLTHCARE
+

EQ 4MG MALEATE; EQ 5MG Bl TARTRATE
EQ 8MG MALEATE; EQ 10MG BI TARTRATE

SUSPENSI ON, EXTENDED RELEASE; ORAL

TUSSI ONEX PENNKI NETI C
+ UCB INC

EQ 8MG MALEATE/ 5M.; EQ 10MG

Bl TARTRATE/ 5M.

CHLORPROVAZI NE_ HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON

CHLORPROVAZI NE HYDROCHLORI DE

+ BAXTER HLTHCARE
TABLET; ORAL

25M5 ML

CHLORPROMAZI NE HYDROCHL ORI DE

BP SANDOZ
BP

BP

BP +

BP

10MG
25MG
50MG
100MG
200MG

N40273
N87447
N87446

N09435

N09435
N09435

N09435

N11870

N11145

N77273
N77273

N19111

N83329

N80439
N80439
N80439
N80439
N80439

002
001
001

002

006
007

001

001

001
001
001
002

001

001
001
001
001

005

002
001

001

001

001
002
003
004
005

3-85 (of 376)

Sep 09, 1998
Apr 16, 1982
Apr 16, 1982

May 02, 1996
May 02, 1996

Aug 29, 2003

Sep 17, 1999

Jul 14, 1982
Jul 14, 1982

Sep 24, 2007
Sep 24, 2007

Dec 31, 1987



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

CHLORPROVAZI NE HYDROCHL ORI DE

TABLET; ORAL
CHLORPROVAZI NE HYDROCHLORI DE

BP
BP
BP
BP
BP

USL PHARNA

CHL ORPROPAM DE

TABLET; ORAL
CHLORPROPAM DE

A8
AB

AB

AB

AB
AB +

MYLAN
PLI VA
SANDOZ

WATSON LABS

DI ABI NESE
PFI ZER

CHLORTHALI DONE

TABLET; ORAL

AB
AB +
AB
AB

+

CHLORTHAL| DONE
MYLAN

PLI VA

THALI TONE
MONARCH PHARMS

10MG
25MG
50MG
100MG
200MG

25MG

15MG

CHLORTHALI DONE; CLONI DI NE HYDROCHLORI DE

TABLET; ORAL

+

CLORPRES
MYLAN

CLORPRES
MYLAN

CHLORZOXAZONE
TABLET; ORAL

IZIBIZIBIZIZIZIZIZIZ

AA +

CHOL

CHLORZOXAZONE
ACTAVI S TOTOM

BARR
OHM LABS

SANDCOZ

TEVA
WATSON LABS

PARAFON FORTE DSC

ORTHO MCNEI L JANSSEN

ESTYRAM NE

PONDER; ORAL

&

CHOLESTYRAM NE
PAR PHARM

250MG
500MG
500MG
250MG
500MG
250MG
500MG
500MG
500MG
500MG

EQ 4GM RESI N PACKET

PRESCRI PTI ON DRUG PRODUCT LI ST

N71323
N71324

N71325

N77204

001
001
001
001
001

001
001
001
001
001
001
001
001

003
006

001
001
001
001

001

001
001

001

001
001
001
001
001
001
001
001
001
001

002

001

Jun
Jun
Apr
Apr
Aug
Aug
Sep
Sep

Sep
Sep

Feb
Feb

Feb

May
Sep

Aug
Aug

Jun

Aug

01,
01,
12,
12,
31,
31,
26,
26,

19,
19,

20,

09,
09,

09,

08

29,
04,
29,
29,
04,
04,
04,
09,
22,

15

26

3-86 (of 376)

1984
1984
1985
1985
1984
1984
1984
1984

1985
1985

1988

1987
1987

1987

1987
1995
1988
1993
1993
1988
1988
1988
1996
1989

1987

2005



29TH EDI TI ON -

PRESCRI PTI ON DRUG PRODUCT LI ST

CHOLESTYRAM NE

POWDER, ORAL

CHOLESTYRAM NE
AB PAR PHARM
AB SANDCZ
AB

CHOLESTYRAM NE LI GHT
AB PAR PHARM
AB
AB SANDCZ
AB

LOCHOLEST
AB SANDCZ
AB

LOCHOLEST LI GHT
AB SANDCZ
AB

PREVALI TE
AB UPSHER SM TH
AB

QUESTRAN
AB + BRISTOL MYERS
AB

QUESTRAN LI GHT
AB BRI STOL MYERS
AB

CHOLI NE FENCFI BRATE

CAPSULE, DELAYED RELEASE;

TRI LI PEX
ABBOTT LABS
+

CHORI OGONADOTROPI N ALFA

I NJECTABLE; SUBCUTANEQUS
OvI DREL
+ EMD SERONO

CHROM C CHLORI DE
I NJECTABLE; | NJECTI ON

EQ 4GV RESI N SCOOPFUL
EQ 4GM RESI N SCOOPFUL
EQ 4GM RESI N PACKET

EQ 4GM RESI N SCOOPFUL
EQ 4GM RESI N PACKET
EQ 4GM RESI N SCOOPFUL
EQ 4GM RESI N PACKET

EQ 4GV RESI N SCOOPFUL
EQ 4GM RESI N PACKET

EQ 4GM RESI N PACKET
EQ 4GM RESI N SCOOPFUL

EQ 4GM RESI N PACKET
EQ 4GM RESI N SCOOPFUL

EQ 4GM RESI N PACKET
EQ 4GM RESI N SCOOPFUL

EQ 4GM RESI N SCOOPFUL
EQ 4GV RESI N/ PACKET

ORAL

EQ 45MG FENCFI BRI C ACI D
EQ 135M5G FENCFI BRI C ACI D

EQ 0. 25M5 /0. 5M.

CHROM C CHLORI DE I N PLASTI C CONTAI NER

+ HOSPI RA

CHROM C PHOSPHATE P 32

I NJECTABLE; | NJECTI ON
PHOSPHOCOL P32
+ MALLI NCKRODT

Cl CLESONI DE

EQ 0. 004MG CHROM UM ML

5mCi / ML

AEROCSOL, METERED; | NHALATI ON

ALVESCO
NYCOMED US
+

SPRAY, METERED; NASAL
OWNARI S
+ NYCOMVED US

Cl CLOPI ROX

CREAM TOPI CAL
Cl CLOPI ROX
AB  ALTANA

0. 08MF | NH
0. 16M& | NH

0. 05M& | NH

0.77%

N22224
N22224

N21149

N18961

N17084

N21658
N21658

N22004

N76435

2009 - APPROVED DRUG PRODUCTS LI ST

002
002
001

002
001
002
001

002
001

001
002

001
002

001
003

003
001

001
002

002

001

001

002
003

001

001

3-87 (of

Aug
Aug
Aug

Aug
Aug
Aug
Aug

Aug
Aug

Aug
Aug

Feb
Cct

Dec

Jun

Jan
Jan

26,
15,
15,
26,
26,
15,
15,

15,
15,

15,
15,

22,
30,

05,
05,

15,
15,

06,

26,

10,
10,

20,

29,

376)

2005
1996
1996
2005
2005
1996
1996

1996
1996

1996
1996

1996
1997

1988
1988

2008
2008

2003

1986

2008
2008

2006

2004



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

Cl CLOPI ROX
CREAM TOPI CAL
Cl CLOPI ROX
AB PERRI GO 0. 77%
AB TARO 0. 77%
LOPROX
AB + MEDICIS 0. 77%
GEL; TOPI CAL
Cl CLOPI ROX
AB NYCOMVED US 0. 77%
AB PADDOCK 0. 77%
LOPROX
AB + MEDICS 0. 77%
SHAMPOO, TOPI CAL
LOPROX
+ MEDICIS 1%
SOLUTI O\, TOPI CAL
Cl CLOPI ROX
AT ACTAVIS M D ATLANTIC 8%
AT APOTEX CORP 8%
AT G AND W LABS 8%
AT H TECH PHARMA 8%
AT PERRI GO NEW YORK 8%
AT SYNERX PHARMA 8%
AT TARO PHARM | NDS 8%
AT TEVA PHARMG 8%
AT TOLMAR 8%
AT WATSON LABS 8%
PENLAC
AT + SANCFI AVENTIS US 8%
SUSPENSI ON; TOPI CAL
Cl CLOPI ROX
AB ALTANA 0. 77%
AB PERRI GO NEW YORK 0. 77%
AB TARO 0. 77%
LOPROX
AB + MEDICS 0. 77%
Cl DOFOVI R
| NJECTABLE; | NJECTI ON
VI STI DE
+ @ LEAD EQ 75M5 BASE/ M.

ClI LASTATI N SODI UM

| M PENEM

I NJECTABLE; | NJECTI ON

PRI MAXI N
+ MERCK
+
Cl LOSTAZOL
TABLET; ORAL
Cl LOSTAZOL
AB ACTAVI S TOTOMA
AB ALPHAPHARM
AB
AB APOTEX | NC
AB
AB COREPHARMA

EQ 250MG BASE/ VI AL; 250M5 VI AL
EQ 250MG BASE/ VI AL; 250M5& VI AL
EQ 500M5 BASE/ VI AL; 500M& VI AL
EQ 500MG BASE/ VI AL; 500M& VI AL
EQ 500MG BASE/ VI AL; 500M& VI AL

100M5
50M5
100M5
50MG
100M5
50MG

N77896
N78266

N20519

N21159

N76422
N77676
N77092

N19824

N20638

001
001

001

001
001

001

001

001
001
001
001
001
001
001
001
001
001

001

001
001
001

001

001

001
001
002
001
002

002
001
002
001
002
001

3-88 (of

Jun
Jan

Jul

Feb

Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep
Sep

Aug
Dec
Aug

Jun

03
12,

30,

10,
07,

21,

28,

18,
18,
18,
18
18,
18
18,
18,
18,
18,

17,

06,
15
10

30,

26

26
08
26
14,
08

26
23
23
10,
10,
11,

376)

2006
2005

1982

2008
2009

1997

2003

2007
2007
2007
2007
2007
2007
2007
2007
2007
2007

1999

2004
2006
2005

1988

1996

1985
1987
1985
1990
1987

2004
2004
2004
2004
2004
2005



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-89 (of 376)
Cl LOSTAZOL
TABLET; ORAL
O LOSTAZOL
AB COREPHARVA 100MG N77022 001  Nov 23, 2004
AB | VAX PHARVS 100MG N77020 002  Mar 01, 2005
AB MYLAN 50MG N77323 002  Apr 20, 2006
AB 100MG N77323 001  Apr 20, 2006
AB PLI VA HRVATSKA DOO  50MG N77898 001  Oct 29, 2007
AB 100MG N77898 002  Oct 29, 2007
AB ROXANE 50MG N77024 001  May 17, 2005
AB 100MG N77024 002  May 17, 2005
AB SANDOZ 50MG N77310 001  Nov 08, 2005
AB 100MG N77021 001  Nov 23, 2004
AB TEVA 50MG N77027 001  Nov 24, 2004
AB 100MG N77027 002  Nov 24, 2004
PLETAL
AB + OTSUKA 50MG N20863 001  Jan 15, 1999
AB + 100MG N20863 002  Jan 15, 1999
G METI DI NE
TABLET; ORAL
Cl METI DI NE
AB CLONMVEL HLTHCARE 300MG N74340 001  Jun 23, 1995
AB 400MG N74340 002  Jun 23, 1995
AB 800MG N74339 001  Jun 23, 1995
AB | VAX PHARVS 200MG N74424 001  Jul 28, 1995
AB 300MG N74424 002  Jul 28, 1995
AB 400MG N74424 003  Jul 28, 1995
AB 800MG N74424 004  Jul 28, 1995
AB LEK PHARMS 300MG N74250 002  Jun 29, 1995
AB 400MG N74250 003  Jun 29, 1995
AB 800MG N74250 004  Jun 29, 1995
AB MYLAN 200M5 N74246 001  May 17, 1994
AB 300MG N74246 002  May 17, 1994
AB 400MG N74246 003  May 17, 1994
AB 800MG N74246 004  May 17, 1994
AB PLI VA 200MG N74568 001  Feb 27, 1997
AB 300MG N74568 002  Feb 27, 1997
AB 400MG N74568 003  Feb 27, 1997
AB 800MG N74566 001  Feb 27, 1997
AB SANDOZ 200MG N74100 001  Jan 31, 1995
AB 200MG N74506 001  Jan 24, 1996
AB 300MG N74100 002  Jan 31, 1995
AB 300MG N74506 002  Jan 24, 1996
AB 400MG N74100 003  Jan 31, 1995
AB 400MG N74506 003  Jan 24, 1996
AB 800MG N74100 004  Jan 31, 1995
AB 800MG N74506 004  Jan 24, 1996
AB TEVA 200MG N74151 001  May 17, 1994
AB 300MG N74151 002  May 17, 1994
AB 400MG N74151 003  May 17, 1994
AB 800MG N74463 001  May 17, 1994
AB TORPHARM 200MG N74890 001  Dec 18, 1998
AB 300MG N74890 002  Dec 18, 1998
AB 400MG N74890 003  Dec 18, 1998
AB 800MG N74890 004  Dec 18, 1998
AB WATSON LABS 200MG N74349 001  Aug 30, 1996
AB 300MG N74349 002  Aug 30, 1996
AB 400MG N74349 003  Aug 30, 1996
AB 800MG N74316 001  Feb 28, 1996
TAGANET
AB GLAXOSM THKLI NE 200MG NL7920 002

AB 300MG N17920 003



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

Cl METI DI NE
TABLET; ORAL
TAGAMET
AB GLAXOSM THKLI NE 400MG
AB + 800MG

ClI METI DI NE HYDROCHLORI DE

AP
AP

AP

I NJECTABLE; | NJECTI ON

+

Cl METI DI NE_ HYDROCHLORI DE
CLONMEL HLTHCARE EQ 300MG BASE/ 2ML
HOSPI RA EQ 300MG BASE/ 2ML
EQ 300MG BASE/ 2ML
EQ 300M5 BASE/ 2M.

TEVA PARENTERAL

N17920
N17920

Cl METI DI NE HYDROCHLORI DE I N SODI UM CHLORI DE 0. 9% I N PLASTI C CONTAI NER

HOSPI RA EQ 6MG BASE/ ML

SCLUTI ON; ORAL

+

Cl METI DI NE HYDROCHL ORI DE
H TECH PHARVA

EQ 300MG BASE/ 5M.

AA
AA MORTON GROVE EQ 300MG BASE/ 5M_
AA NOVEX EQ 300MG BASE/ 5M_
AA PHARM ASSCOC EQ 300MG BASE/ 5M_
AA TEVA EQ 300MG BASE/ 5M_
Cl NACALCET HYDROCHLORI DE
TABLET; ORAL
SENSI PAR
AMGEN EQ 30MG BASE
EQ 60MG BASE
+ EQ 90MG BASE
Cl PROFLOXACI N
FOR SUSPENSI ON; ORAL
Cl PRO
BAYER HLTHCARE 250M3 5M
+ 500M/ 5M.

I NJECTABLE; | NJECTI ON

+
+

+
+

Cl PRO
BAYER HLTHCARE 200M& 20M. (10ME M)
400MF 40M. (10ME M)
Cl PRO | N DEXTROSE 5% | N PLASTI C CONTAI NER
BAYER HLTHCARE 200M& 100ML

400M& 200ML

Cl PROFLOXACI N
BEDFORD LABS 400MF 40M. (10MF M)
200MT 20M. (10MT M)
CLAR' S LI FESCIENCES  200M& 20M. ( 10M& M)
400MF 40M_ (10MT M)
HOSPI RA 400MF 40M_ (10MT M)
200MT 20M. (10MT M)
400MF 40M_ (10MT M)
200MT 20M. ( 10MT M)
Cl PROFLOXACI N | N DEXTROSE 5% | N PLASTI C CONTAI NER
ACS DOBFAR | NFO SA  200MF 100M.

TEVA PARENTERAL

400M& 200ML
BAXTER HLTHCARE 200M5 100M
400M& 200ML
BEDFORD 200M& 100ML
400M& 200ML
CLARI'S LI FESCI ENCES  200M& 100ML
400M& 200M-
HOSPI RA 200M5 100ML

N74269

N21688
N21688
N21688

N20780
N20780

N19847
N19847

004
005

001
001
001
001

001

001
001
001
001
001

001
002
003

001
002

002
001

001
002

002
001
001
002
002
001
002
001

001
002
001
002
001
002
001
002
001

3-90 (of

Apr

Cct
Cct

Jan
Sep

Sep
Sep

Aug
Aug
Apr
Apr
Aug
Aug
Aug
Aug

14,
30,

25,
31,
31,
26,

27,

28,
17,
15,
27,
26,

08,
08,
08,

26,

26,
26,

26,
26,

28,
28,
29,
29,
28,
28,
28,
28,

18,
18,
18,
18,
18,
18,
18,
18,
18,

376)

1983
1986

1996
1995
1995
1997

1994

1997
1997
2000
1997
1996

2004
2004
2004

1997
1997

1990
1990

1990
1990

2006
2006
2008
2008
2006
2006
2006
2006

2008
2008
2008
2008
2008
2008
2008
2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

Cl PROFLOXACI N
I NJECTABLE; | NJECTI ON

AP
AP
AP

AT

Cl PROFLOXACI N | N DEXTROSE 5% | N PLASTI C CONTAI NER

HOSPI RA
TEVA PARENTERAL

Cl PROFLOXACI N
BEDFORD LABS

Cl PROFLOXACI N
FDC LTD

400M% 200M-
200M& 100ML
400M& 200ML

1200MF 120M. ( 10MT M.)

SCLUTI ON/ DROPS; OPHTHALM C

EQ 0. 3% BASE

Cl PROFLOXACI N HYDROCHLCRI DE

AT
AT
AT
AT
AT
AT

AB
AB
AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

+

+

+

O NTMENT; OPHTHALM C

Cl LOXAN
ALCON

Cl LOXAN
ALCON

EQ 0. 3% BASE

SOLUTI OV DROPS; OPHTHALM C

EQ 0. 3% BASE

Cl PROFLOXACI N HYDROCHL ORI DE

AKORN | NC
BAUSCH AND LOVB
H TECH PHARMVA
NEXUS PHARMS
NOVEX
PHARVAFORCE

TABLET; ORAL

Cl PRO
BAYER HLTHCARE

EQ 0. 3% BASE
EQ 0. 3% BASE
EQ 0. 3% BASE
EQ 0. 3% BASE
EQ 0. 3% BASE
EQ 0. 3% BASE

EQ 100M5 BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE

Cl PROFLOXACI N HYDROCHL ORI DE

AUROBI NDO PHARNA

CARLSBAD

COBALT

DR REDDYS LABS LTD

GENPHARM

HI KMA

I VAX PHARMVS

RANBAXY

SANDOZ

EQ 250MG BASE
EQ 500M5 BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 750MG BASE
EQ 100MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 100MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 100MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500M5 BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500MG BASE

N19992

N76555
N76754
N76673
N77689
N75928
N78598

002
001
002

001

001

001

001

001
001
001
001
001
001

001
002
003
004

001
002
003
002
003
004
001
002
003
004
002
003
004
001
001
002
003
004
002
003
004
002
003
004
001
002
003
002
003

3-91 (of

Jun

Apr
Cct
Cct
Cct

Apr
Apr
Apr
Jun
Jun
Jun
Feb
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun

18
18
18

28,

30

30

31,

11,
09,
21,
13
09,
16

08

22,
22,
22,

26

26

26

09,
09,
09,
10,
09,
09,
09,
09,
09,
09,
09,
25,
09,
09,
09,
09,
09,
09,
09,
09,
09,
09,
09,
09,
09,
09,

376)

2008
2008
2008

2006

2008

1998

1990

2008
2004
2005
2006
2004
2008

1996
1987
1987
1987

2007
2007
2007
2004
2004
2004
2005
2004
2004
2004
2004
2004
2004
2004
2007
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004



29TH EDI TION - 2009 -

Cl PROFLOXACI N HYDROCHLCRI DE

TABLET; ORAL
Cl PROFLOXACI N HYDROCHLORI DE
AB SANDOZ EQ 750MG BASE
AB TARO EQ 100MG BASE
AB EQ 250MG BASE
AB EQ 500MG BASE
AB EQ 750MG BASE
AB TEVA EQ 250MG BASE
AB EQ 500MG BASE
AB EQ 750MG BASE
AB TORPHARM EQ 250MG BASE
AB EQ 500MG BASE
AB EQ 750MG BASE
AB UNI QUE PHARM LABS EQ 250MG BASE
AB EQ 500MG BASE
AB EQ 750MG BASE
Cl PROFLOXACI N HYDROCHLOR! DE
BX PLI VA EQ 100MG BASE
BX EQ 250MG BASE
BX EQ 500MG BASE
BX EQ 750MG BASE
TABLET, EXTENDED RELEASE; ORAL
PROQUI N XR

+ DEPOVED I NC EQ 500M5G BASE

Cl PROFLOXACI N HYDROCHLCRI DE; HYDROCCRTI

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

SONE

SUSPENSI ON DROPS; OTI C
Cl PRO HC

+ ALCON EQ 0. 2% BASE; 1%

Cl PROFLOXACI N;  Cl PROFLOXACI N HYDROCHLORI DE

TABLET, EXTENDED RELEASE; ORAL

Cl PRO XR
AB + BAYER HLTHCARE 212. 6M5 EQ 287. 5MG BASE
AB + 425. 2M5, EQ 574. 9MG BASE
Cl PROFLOXACI N EXTENDED RELEASE
AB DR REDDYS LABS LTD 212. 6M5 EQ 287. 5MG BASE
AB 425. 2MG, EQ 574. 9MG BASE
AB MYLAN 212. 6M5 EQ 287. 5MG BASE
AB 425. 2M5 EQ 574. 9MG BASE
Cl PROFLOXACI N; DEXAMETHASONE
SUSPENSI ON DROPS; OTI C
Cl PRODEX
+ ALCON 0.3%0. 1%
Cl SATRACURI UM BESYLATE
I NJECTABLE; | NJECTI ON
NI MBEX
+ ABBOTT EQ 2M5 BASE/ ML
NI MBEX PRESERVATI VE FREE
+ ABBOTT EQ 2M5 BASE/ ML
+ EQ 10M5G BASE/ M.
Cl SPLATI N
I NJECTABLE; | NJECTI ON
Cl SPLATI N
AP ABRAXI S PHARM 1ME M
AP BEDFORD 1ME ML
AP PHARMACHEM E 1ME Mo

N21744

N20805

N20551

N20551
N20551

004
001
002
003
004
001
002
003
001
002
003
001
002
003

001
002
003
004

001

001

001
002

001
001
001
002

001

001

003
002

001
001
001

Jun
Feb

Jun
Jun
Jun
Jun

May

Feb

Jul

Jul

May

3-92 (of

09,
18
06
06
06,
09,
09,
09,
04,
04,
04,
10,
10,
10,

15,
15,
15,
15,

19,

10

13,
28,

31,
26,
22,
22,

18

15

15
15

16
07,
16

376)

2004
2005
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004

2005
2005
2005
2005

2005

1998

2002
2003

2007
2007
2007
2007

2003

1995

1995
1995

1999
2000
2000



29TH EDI TI ON -

Cl SPLATI N

+

+
+

I NJECTABLE; | NJECTI ON

Cl SPLATI N
TEVA PARENTERAL

PLATI NOL- AQ

BRI STOL MYERS
PLATI NOL

BRI STOL MYERS

Cl TALOPRAM HYDROBROM DE

IZIZIZIZ B

AB
AB
AB

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

+

+

+

CAPSULE; ORAL

Cl TALOPRAM HYDROBROM DE
ALPHAPHARM

SOLUTI ON, ORAL

CELEXA
FOREST LABS

Cl TALOPRAM HYDROBROM DE
APOTEX | NC
AURCBI NDO PHARMA LTD
ROXANE
SI LARX

TABLET; ORAL

CELEXA
FOREST LABS

Cl TALOPRAM HYDROBROM DE
ACTAVI S ELI ZABETH

AKYMA PHARMS

ALPHAPHARM

AWNEAL PHARMS NY

APOTEX | NC

AUROBI NDO

COBALT

COREPHARNMA

DR REDDYS LABS LTD

I N\VAGEN PHARMS

1M& ML

1M& ML

2009 -

10M& VI AL
50M& VI AL

EQ 10MG
EQ 20MG
EQ 40MG

EQ 10MG

BASE
BASE
BASE

BASE/ 5M.

EQ 10MG

BASE/ 5M.

EQ 10MG

BASE/ 5ML

EQ 10MG

BASE/ 5ML

EQ 10MG

BASE/ 5M.

BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE

EQ 20MG

EQ 40MG

BASE
BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE
BASE
BASE

EQ 20MG

EQ 40MG

BASE
BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE

EQ 20MG

EQ 40MG

BASE
BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE
BASE

EQ 20MG

EQ 40MG

BASE
BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE
BASE
BASE

EQ 20MG

EQ 40MG

BASE
BASE

EQ 10MG

EQ 20MG

BASE
BASE

EQ 40MG

EQ 10MG

BASE

EQ 20MG

BASE

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N74814
N18057

N18057
N18057

001
004

001
002

001
002
003

001

001
001
001
001

001
002
003

001
002
003
003
002
001
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002

May

Feb
Feb
Feb

Jun

Apr
Jul
Jul

3-93 (of

16

08,

28
28
28

22,

15,
28,
13
15

27,
17,
17,

28,
28
28
29,
29,
29,
05,
05,
05,
30,
30,
30,
24,
24,
24,
28,
28,
28,
12,
12,
12,
30,
30,
30,
28,
28,
28,
28,
28,
28,
03,
03,

376)

2000

1988

2007
2007
2007

1999

2005
2006
2004
2006

2000
1998
1998

2004
2004
2004
2005
2005
2005
2004
2004
2004
2006
2006
2006
2004
2004
2004
2004
2004
2004
2004
2004
2004
2005
2005
2005
2004
2004
2004
2004
2004
2004
2006
2006



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-94 (of

Cl TALOPRAM HYDROBROM DE

TABLET; ORAL
Cl TALOPRAM HYDROBROM DE
AB I'NVAGEN PHARMS EQ 40MG BASE N77534 003  COct 03,
AB | VAX PHARVS EQ 10MG BASE N77048 001  Nov 16,
AB EQ 20MG BASE N77048 002  Nov 16,
AB EQ 40MG BASE N77048 003  Nov 16,
AB MATRI X LABS | NC EQ 10MG BASE N77042 001  Nov 05,
AB EQ 20MG BASE N77042 002  Nov 05,
AB EQ 40MG BASE N77042 003  Nov 05,
AB MYLAN EQ 10MG BASE N77039 001  Feb 03,
AB EQ 20MG BASE N77039 002  Feb 03,
AB EQ 40MG BASE N77039 003  Feb 03,
AB NATCO PHARMA LTD EQ 20MG BASE N77141 002  Apr 10,
AB EQ 40MG BASE N77141 001  Apr 10,
AB PLI VA EQ 10MG BASE N77232  Oct 31,
AB EQ 20MG BASE N77232 002  Oct 31,
AB EQ 40MG BASE N77232 003  Oct 31,
AB SANDOZ EQ 10MG BASE N77035 001  Oct 28,
AB EQ 20MG BASE N77035 002  Oct 28,
AB EQ 40MG BASE N77035 003  Cct 28,
AB TEVA PHARMS EQ 10MG BASE N77213 001  Mar 31,
AB EQ 20MG BASE N77213 002  Mar 31,
AB EQ 40MG BASE N77213 003  Mar 31,
AB TORRENT PHARMG EQ 10MG BASE N78216 001  Mar 27,
AB EQ 20MG BASE N78216 002  Mar 27,
AB EQ 40MG BASE N78216 003  Mar 27,
AB WATSON LABS EQ 10MG BASE N77044 001  Nov 05,
AB EQ 20MG BASE N77044 002  Nov 05,
AB EQ 40MG BASE N77044 003  Nov 05,

CITRIC ACI D, GLUCONOLACTONE; MAGNESI UM CARBONATE
SOLUTI ON; | RRI GATI ON

RENACI DI N
+ UNI TED GUARDI AN 6. 602GM 100M.; 198MZ 100M.; 3. 177GM 100M.  N19481 001  Oct 02,
CLADRI BI NE
| NUECTABLE; | NJECTI ON
CLADR! BI NE
AP ABRAXI S PHARM MG M N76571 001  Apr 22,
AP BEDFORD MG M N75405 001  Feb 28,
LEUSTATI N
AP + ORTHO Bl OTECH MG M N20229 001  Feb 26,
CLARI THROWCI N
FOR SUSPENSI ON; ORAL
BI AXI N
AB ABBOTT 125M5 5M. N50698 001  Dec 23,
AB + 250M5 5M. N50698 002  Dec 23,
CLARI THROWCI N
AB RANBAXY 125M5 5M. N65382 001  Aug 30,
AB 250M3 5M N65382 002  Aug 30,
AB SANDCZ 125M5 5M. N65283 002  Sep 04,
AB 250M3 5M N65283 003  Sep 04,
TABLET; ORAL
BI AXI N
ABBOTT 250MG N50662 001  Cct 31,
AB + 500MG N50662 002  Cct 31,
CLARI THROWCI N
AB APOTEX CORP 250MG N65384 001  Aug 20,
AB 500MG N65384 002  Aug 20,

AB GENPHARM 250MG N65195 001 Mar 11

376)

2006
2004
2004
2004
2004
2004
2004
2005
2005
2005
2008
2008
2005
2005
2005
2004
2004
2004
2006
2006
2006
2007
2007
2007
2004
2004
2004

1990

2004
2000

1993

1993
1993

2007
2007
2007
2007

1991
1991

2007
2007
2005



29TH EDI TI ON -

2009 -

PRESCRI PTI ON DRUG PRODUCT LI ST

CLARI THROMYCI N

TABLET; ORAL

CLARI THROMYCI N
AB GENPHARM 500M5
AB | VAX PHARVS 250MG
AB 500MG
AB RANBAXY 250MG
AB 500MG
AB ROXANE 250MG
AB 500MG
AB SANDCZ 250MG
AB 500MG
AB TEVA 250MG
AB S00M5
AB WOCKHARDT 250MG
AB 500M3

TABLET, EXTENDED RELEASE; ORAL

BI AXI N XL
AB + ABBOTT 500M5

CLAR! THROMYCI N
AB TEVA 500M5
AB WATSON LABS FLORIDA  500MG

CLAR! THROMYCI N EXTENDED RELEASE
AB SANDCZ 500MG

CLARI THROMYCI N

+  RANBAXY 1GMm

CLAVULANATE POTASSI UM TI CARCI LLI N DI SCDI UM

I NJECTABLE; | NJECTI ON
TI MENTI N
+ GLAXOSM THKLI NE
+

+

EQ 1GM BASE/ VI AL; EQ 30GM BASE/ VI AL

EQ 100MG
EQ 100MG
EQ 200MG

TI MENTI N I N PLASTI C CONTAI NER

+ GLAXOSM THKLI NE

CLEMASTI NE FUVARATE

SYRUP; ORAL

CLEMASTI NE_ FUMARATE
ACTAVI S M D ATLANTI C
MORTON GROVE
NOVEX
S| LARX
TEVA

TABLET; ORAL
CLEMASTI NE_FUMARATE

AB SANDOZ

AB + TEVA

IZIZIZIZIZ

CLEVI DI PI NE BUTYRATE

EMULSI ON; | NTRAVENOUS
CLEVI PREX

+ MEDS CO

+

CLI NDAMYCI N HYDROCHLORI DE

CAPSULE; ORAL
CLECCI N HYDROCHL ORI DE

EQ 100MG

EQ 0. 5MG

BASE/ VI AL; EQ 3GM BASE/ VI AL
BASE/ VI AL; EQ 3GM BASE/ VI AL
BASE/ VI AL; EQ 3GM BASE/ VI AL

BASE/ 100M_; EQ 3GM BASE/ 100M.

BASE/ 5ML

EQ 0. 5MG

BASE/ 5ML

EQ 0. 5MG

BASE/ 5M.

EQ 0. 5MG

BASE/ 5M.

EQ 0. 5MG

BASE/ 5ML

2. 68MG
2. 68MG

25M% 50M. (0. 5MI M.)
50MF 100M. (0. 5M& M)

AB PHARVACI A AND UPJOHN EQ 75MG BASE
EQ 150MG

BASE

N50775

N65154
N65145

N65250

N65210

N22156
N22156

APPROVED DRUG PRODUCTS LI ST

002
001
002
001
002
002
001
001
001
001
002
001
002

001

001
001

001

001

003
001
001
002

001

001
001
001
001
001

001
001

001
002

001
002

3-95 (of

Aug

May
May
May

May
Jun

Aug

Jan

Aug
Apr
Dec
Apr

Cct
Jan

Aug
Aug

11,
31,
31,
24,
24,
25
25,
18,
25,
31,
31,
31,
31,

03,

18,
24,

25

26,

18

01,
19,
01,

15

31,
13
27,
17,
30,

31,
31,

01,
01,

376)

2005
2005
2005
2004
2004
2004
2004
2005
2005
2005
2005
2006
2006

2000

2005
2004

2005

2005

1987
1985
1986
1985

1989

1993
1998
2000
1997
1994

1993
1992

2008
2008



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST 3-96 (of

CLI NDAMYCI N HYDROCHLORI DE

CAPSULE; ORAL
CLEOCI N HYDROCHLORI DE

AB + PHARVACI A AND UPJOHN EQ 300MG BASE N50162 003 Apr 14,
CLI NDAMYCI N HYDROCHL ORI DE
AB COREPHARVA EQ 150MG BASE N65194 001 Mar 22
AB EQ 300MG BASE N65194 002 Mar 22,
AB LANNETT EQ 75MG BASE N65242 001 Aug 12
AB EQ 150MG BASE N65242 002 Aug 12
AB EQ 300MG BASE N65243 001 Aug 12
AB RANBAXY EQ 150MG BASE N65061 001 Feb 02
AB EQ 300MG BASE N65061 002 Feb 02,
AB TEVA EQ 150MG BASE N63029 001 Sep 20
AB EQ 300MG BASE N63029 002 Aug 05
AB WATSON LABS EQ 150MG BASE N63083 001 Jul 31,
AB EQ 300MG BASE N63083 002 Mar 18
AB ZYDUS PHARMS USA EQ 75MG BASE N65217 001 Jan 31
AB EQ 150M5G BASE N65217 002 Jan 31
AB EQ 300MG BASE N65217 003 Jan 31

CLI NDAMYCI N PALM TATE HYDROCHLORI DE

FOR SOLUTI ON; ORAL
CLECCI N
+ PHARVACI A AND UPJOHN EQ 75MG BASE/ 5M. N62644 001 Apr 07

CLI NDAMYCI N PHOSPHATE

AERCSCL, FOAM TOPI CAL
EVOCLI N
+ STIEFEL LABS | NC 1% N50801 001 Cct 22,
CREAM VAG NAL
CLECCI N
AB + PHARVACI A AND UPJOHN EQ 2% BASE N50680 002 Mar 02
CLI NDAMYCI N PHOSPHATE
AB ALTANA PHARVA EQ 2% BASE N65139 001 Dec 27
CLI NDESSE
+ KV PHARM EQ 2% BASE N50793 001 Nov 30
GEL; TOPI CAL
CLECCIN T
AB + PHARVACI A AND UPJOHN EQ 1% BASE N50615 001 Jan 07
CLI NDAMYCI N PHOSPHATE
AB ALTANA EQ 1% BASE N64160 001 Jan 28
CLI NDAGEL
BT GALDERVA LABS LP EQ 1% BASE N50782 001 Nov 27

I NDECTABLE; | NJECTI ON
CLEOCCI N PHOSPHATE

AP + PHARMACI A AND UPJOHN EQ 150M5 BASE/ ML N50441 001

AP EQ 150M5 BASE/ ML N62803 001 Cct 16,
CLECCI N PHOSPHATE | N DEXTROSE 5% I N PLASTI C CONTAI NER

AP+ PHARMACI A AND UPJOHN EQ 6MG BASE/ ML N50639 001 Aug 30

AP+ EQ 12M5 BASE/ ML N50639 002 Aug 30

AP+ EQ 18M5 BASE/ ML N50639 003 Apr 10
CLI NDAMYCI N PHOSPHATE

AP ABRAXI S PHARM EQ 150MG BASE/ ML N65346 001 Mar 29

AP EQ 150M5 BASE/ ML N65347 001 May 09

AP BAXTER HLTHCARE EQ 150MG BASE/ ML N62889 001 Apr 25

AP BEDFCORD EQ 150MG BASE/ ML N65206 001 Sep 24,

AP HOSPI RA EQ 150MG BASE/ ML N62800 001 Jul 24,

AP EQ 150M5 BASE/ ML N62801 001 Jul 24,

AP EQ 150M5 BASE/ ML N62943 001 Sep 29

CLI NDAMYCI N PHOSPHATE | N DEXTROSE 5%
AP + ABRAXI S PHARM EQ 900M5 BASE/ 100M. N50635 001 Dec 22

376)

1988

2004
2004
2005
2005
2005
2001
2001
1989
2005
1991
2003
2005
2005
2005

1986

2004

1998
2004

2004

1987
2000

2000

1987

1989
1989
1991

2007
2007
1988
2004
1987
1987
1988

1989



29TH EDI TI ON -

CLI NDAMYCI N PHOSPHATE

LOTI ON, TOPI CAL
CLECCIN T

AB + PHARMACI A AND UPJOHN
CLI NDAMYCI N_PHOSPHATE
AB ALTANA
SOLUTI ON;  TOPI CAL
CLECCIN T
AT + PHARMACI A AND UPJOHN
CLI NDA- DERM
AT PADDOCK
CLI NDAMYCI N_PHOSPHATE
AT ACTAVI S M D ATLANTI C
AT ALTANA
AT FOUGERA
AT MORTON GROVE
AT PERRI GO NEW YORK
AT TARO PHARM | NDS

SUPPGSI TORY; VAG NAL
CLECCI N
+ PHARMVACI A AND UPJOHN

SWAB; TOPI CAL
CLECCI N

AT PHARMACI A AND UPJCHN
CLI NDAMYCI N PHOSPHATE
AT PERRI GO NEW YORK
CLI NDETS
AT PERRI GO

EQ 1% BASE

EQ 1% BASE

EQ 1% BASE
EQ 1% BASE
EQ 1% BASE
EQ 1% BASE
EQ 1% BASE
EQ 1% BASE

EQ 1% BASE
EQ 1% BASE

100MG

EQ 1% BASE
EQ 1% BASE

EQ 1% BASE

CLI NDAMYCI N PHOSPHATE; TRETI NO N

GEL; TOPI CAL
ZI ANA
+ MEDICIS

CLOBETASCOL PROPI ONATE

AERCSCL, FOAM TOPI CAL
CLOBETASCL PROPI ONATE

AB PERRI GO | SRAEL
aux

AB + CONNETICS
OLUX E

+ STIEFEL LABS INC

CREAM TOPI CAL
CLOBETASOL PROPI ONATE

1.2% 0. 025%

0. 05%
0. 05%

0. 05%

ABL ~ ACTAVIS M D ATLANTIC 0.05%

ABL  FOUGERA 0.05%

ABL  TARO 0. 05%

ABL  TEVA PHARVB 0. 05%
CORMAX

ABL ~ HEALTHPOI NT 0. 05%
TEMOVATE

ABL + ALTANA 0. 05%
CLOBETASOL PROPI ONATE ( EMOLLI ENT)

AB2 ~ ALTANA 0.05%

AB2  TARO 0. 05%
EMBELI NE E

AB2 ~ HEALTHPOI NT 0. 05%
TEMWVATE E

AB2 + ALTANA 0. 05%

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N50767

N50802

001

001

001
001

001
001
001
001
001
001

001

002
001

001

001

001
001

001

001
001
001
001
001
001

001
001

001

001

3-97 (of

May

Jan

Aug

Feb

Sep

May
Jan
Aug
Sep
Jul

Feb

May

31,

31,

30,
01,
05,
15

30
31,

13,

22,

25,

30,

07,

10
26,
12,
03,
30
08
16,
16,

27,

26
17,

24,

17,

376)

1989

2002

1992

1988
2006
1997
1997
1995
2004

1999

1994
2000

1996

2006

2008
2000
2007
1994
1996

1996
1994

1997
1985

1999
2000

1998

1994



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CLOBETASCL PROPI ONATE
GEL; TOPI CAL
CLOBETASOL PROPI ONATE
AB ALTANA 0. 05%
AB PERRI GO 0.05%
AB TARO 0.05%
EMBEL| NE
AB HEALTHPOI NT 0. 05%
TEMOVATE
AB + ALTANA 0. 05%

LOTI ON, TOPI CAL

AB +
a

AB +

CLOBETASOL PROPI ONATE
ACTAVIS M D ATLANTIC 0. 05%

CLOBEX
GALDERVA LABS LP 0. 05%
NTMENT; TOPI CAL

CLOBETASOL PROPI ONATE
ACTAVIS M D ATLANTIC 0. 05%

FOUGERA 0. 05%

TARO 0. 05%

TEVA PHARMS 0. 05%
EMBELI NE

HEALTHPO NT 0. 05%
TEMOVATE

ALTANA 0. 05%

SHAMPOO, TOPI CAL

CLOBEX

GALDERMA LABS 0. 05%

+

SCLUTI ON; TOPI CAL

AT +

CLOBETASCOL PROPI ONATE
ACTAVIS M D ATLANTIC 0. 05%

ALTANA 0. 05%
MORTON GROVE 0. 05%
TARO 0. 05%
0. 05%
TOLMAR 0. 05%
EMVBELI NE
DPT 0. 05%
TEMOVATE
ALTANA 0. 05%
SPRAY; TOPI CAL
CLOBEX
GALDERMA LABS LP 0. 05%

+

CLOCORTOLONE PI VALATE

CREAM TOPI CAL

+

CLODERM
CORI A 0. 1%

CLOFARABI NE
| NDECTABLE; 1V (I NFUSI ON)

+

CLOLAR
GENZYME 20M& 20M. (1ME M)

CLOFAZI M NE
CAPSULE, ORAL

+

LAMPRENE
NOVARTI S 50MG

N75368
N75027
N75279

N76141

N20337

N21835

N17765

N21673

N19500

001
001
001

001

001

001
001
001
001

001
001

001

001

001

001
001
001
001
001
001

001

001

001

001

001

002

Feb

Jul

Aug
Feb
Jul

Feb

Feb

3-98 (of

15
31,
28
12,

29,

04,
24,
03,
23,

12,
16

31,

27,

05,

15,
08
13
16
29,
05,

06,

22,

27,

376)

2000
1997
1999

2002

1994

2008
2003
1994
1996

1996
1994

1995

1985

2004

1995
1999
1998
1998
2000
2005

1995

1990

2005

Dec 28, 2004

Dec

15

1986



29TH EDI TI ON -

2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST

CLOFI BRATE

CAPSULE; ORAL
CLCFI BRATE
+ USL PHARMA 500MG

CLOM PHENE CI TRATE

TABLET; ORAL
CLOM D

AB + SANOFI AVENTIS US  50MG
CLOM PHENE CI TRATE

AB PAR PHARM 50MG
M LOPHENE

AB M LEX S0Mz
SEROPHENE

AB EMD SERONO 50MG

CLOM PRAM NE HYDROCHLORI DE
CAPSULE; ORAL

ANAFRANI L
AB TYCO HLTHCARE 25MG
B + 50MG
AB 750G

CLOM PRAM NE HYDROCHLORI DE
AB MYLAN 25MG
AB 50MG
AB 75MG
AB SANDCZ 25MG
AB 250G
AB 50MG
AB 50MG
AB 75MG
AB 75M5
AB  TARO 250G
AB 50MG
AB 75MG
AB  TEVA 250G
AB 50MG
AB 750G
CLONAZEPAM

TABLET; ORAL

CLONAZEPAM
AB ACTAVI S ELI ZABETH 0. 5M5
AB MG
AB 2MG
AB ALPHAPHARM 0. 5MG
AB e
AB 2MB
AB CARACO 0.5MG
AB MG
AB 2M5
AB KALI LABS 0. 5MG
AB MG
AB 2MG
AB MYLAN 0. 5MG
AB MG
AB 2MG
AB SANDOZ 0. 5MG
AB MG
AB 2MG
AB TEVA 0.5M5
AB 1MG

N70531

N19906
N19906
N19906

001

002
001
001

001

001
002
003

001
002
003
001
001
002
002
003
003
001
002
003
001
002
003

001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002
003
001
002

3-99 (of

Jun

Aug

Sep

16

30

20,

22,

29,
29,
29,

30

30

30

29,
25,
29,
25,
29,
25,
31,
31,
31,
26,
26,
26,

31,
31,
31,
30
30,
30,
27,
27,
27,
02,
02,
02,
05,
05,
05,
29,
29,
29,
10,
10,

376)

1986

1999
1988

1982

1989
1989
1989

1998
1998
1998
1996
1997
1996
1997
1996
1997
1996
1996
1996
1997
1997
1997

1996
1996
1996
1997
1997
1997
2001
2001
2001
2005
2005
2005
1998
1998
1998
1997
1997
1997
1996
1996



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-100 (of 376)
CLONAZEPAM
TABLET; ORAL
CLONAZEPAM
AB TEVA 2MG N74569 003  Sep 10, 1996
AB TORPHARM 0. 5M3 N75468 001  Oct 06, 2000
AB 1MG N75468 002  Qct 06, 2000
AB 2MG N75468 003 ~ Qct 06, 2000
AB VI NTAGE PHARMS 0. 5M5 N77856 001  Jun 28, 2006
AB MG N77856 002  Jun 28, 2006
AB 2MG N77856 003  Jun 28, 2006
AB WATSON LABS 0. 5M3 N74964 001  Dec 30, 1997
AB 1MG N74964 002  Dec 30, 1997
AB 2MG N74964 003  Dec 30, 1997
KLONOPI N
AB ROCHE 0. 5MG N17533 001
AB + 1M N17533 002
AB 2Ms N17533 003
TABLET, ORALLY DI SI NTEGRATI NG ORAL
CLONAZEPAM
AB BARR 0. 125M5 N77194 001  Aug 10, 2005
AB 0. 25MG N77194 002  Aug 10, 2005
AB 0. 5MG N77194 003  Aug 10, 2005
AB MG N77194 004  Aug 10, 2005
AB 2MG N77194 005  Aug 10, 2005
AB KALI LABS 0. 125M3 N77171 001  Aug 03, 2005
AB 0. 25MG N77171 002  Aug 03, 2005
AB 0. 5MG N77171 003  Aug 03, 2005
AB 1MG N77171 004  Aug 03, 2005
AB 2M5 N77171 005  Aug 03, 2005
KLONOPI N RAPI DLY DI SI NTEGRATI NG
AB ROCHE 0. 125M3 N20813 001  Dec 23, 1997
AB 0. 25MG N20813 002  Dec 23, 1997
AB 0. 5MG N20813 003  Dec 23, 1997
AB + IMG N20813 004  Dec 23, 1997
AB 2MG N20813 005  Dec 23, 1997
CLONI DI NE

FI LM EXTENDED RELEASE; TRANSDERNMAL
CATAPRES- TTS- 1

BOEHRI NGER | NGELHEI M 0. 1M& 24HR N18891 001 Cct 10, 1984
CATAPRES- TTS- 2

BOEHRI NGER | NGELHEI M 0. 2M& 24HR N18891 002 Cct 10, 1984
CATAPRES- TTS- 3

+ BOEHRI NGER | NGELHEI M 0. 3M¥ 24HR N18891 003 Cct 10, 1984

CLONI DI NE HYDROCHLORI DE
I NJECTABLE; | NJECTI ON

DURACLON
XANCDYNE PHARM 0. IM¥ M. N20615 001  Oct 02, 1996
+ 0. 5M3 M. N20615 002  Apr 27, 1999
TABLET; ORAL
CATAPRES
AB BOEHRI NGER | NGELHEI M 0. 1MG NL7407 001
AB 0.2MG NL7407 002
AB + 0.3MG NL7407 003
CLONI DI NE_HYDROCHLORI DE
AB ACTAVI S ELI ZABETH 0. 1MG N70974 001  Dec 16, 1986
AB 0.2MG N70975 001  Dec 16, 1986
AB 0.3MG N70976 001  Dec 16, 1986
AB CLONMEL HLTHCARE 0. 1IMG N71783 001  Apr 05, 1988
AB 0.2MG N71784 001  Apr 05, 1988
AB 0.3MG N71785 001  Apr 05, 1988




29TH EDI TI ON -

CLONI DI NE HYDRCCHLCRI DE

TABLET; ORAL

CLONI DI NE_ HYDROCHLORI DE

MUTUAL PHARM

MYLAN

SANDCZ

VI NTAGE

WATSON LABS

CLOPI DOGREL BI SULFATE

1&1%

&

TABLET; ORAL

CLOPI DOGREL Bl SULFATE

APOTEX | NC
DR REDDYS LABS | NC

PLAVI X

+

SANCOFI AVENTI S US

PLAVI X
SANCFI AVENTI S US

CLORAZEPATE DI POTASSI UM

AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB

AB
AB
AB

AB
AB
AB

+

CAPSULE; ORAL
CLORAZEPATE DI POTASSI UM

SANDCOZ

TABLET; ORAL
CLORAZEPATE DI POTASSI UM

+

MYLAN

RANBAXY

SANDCOZ

TARO

WATSON LABS

GEN- XENE
ALRA

TRANXENE
OVATI ON PHARMS

TRANXENE SD
OVATI ON PHARMS

5

5

5

5

5

5

5

5

0. 3MG

5

5

5

5

5

5

EQ 75MG BASE
EQ 75MG BASE

EQ 75MG BASE

EQ 300M5G BASE

3. 75MG

3. 75MG
7. 5MG
15M5
3. 75MG
7. 5MG
15M5
7. 5MG
15M5
3. 75MG
7. 5MG
15M5
3. 75MG
7. 5MG
15M5

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N76274
N76273

N20839

N20839

N72219

001
001
001
001
001
001
001
001
001
001
002
003
001
001
001

001
001

001

002

001

001
001
001
001
002
003
001
001
003
002
001
001
001
001

001
001
001

006
007
008

005
004

Sep
Sep
Sep
Jun
Jun
Jun
Aug
Aug
Aug
Mar

Mar
Jul
Jul
Jul

Jan
Jan

Sep

Aug

Jul
Jul
Jul

Sep

Feb
Feb

Apr
Apr
Apr

3-101 (of

04,
04,
04,
09,
09,
09,
31,
31,
31,
09,
09,
09,
08,
08,
08,

20
14,

17,

20

26

17,
17,
17,
29,

29,
11,
11,
27,
27,
27,
09,
09,
09,

26,
26
26,

376)

1987
1987
1987
1987
1987
1987
1988
1988
1988
2007
2007
2007
1986
1986
1986

2006
2008

1997

2007

1988

1987
1987
1987
2004
2004
2004
1990
1990
2000
2000
2000
1988
1988
1988

1988
1988
1988



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST

PRESCRI PTI ON DRUG PRODUCT LI ST 3-102 (of 376)
CLOTRI MAZOLE
CREAM TOPI CAL
CLOTRI MAZOLE
AB NYCOVED US 1% N78338 001  Sep 02, 2008
AB + TARO 1% N72640 001  Aug 31, 1993
SOLUTI ON;  TOPI CAL
CLOTRI MAZOLE
AT TARO 1% N74580 001  Jul 29, 1996
AT TEVA 1% N73306 001  Feb 28, 1995
MYCELEX
AT + BAYER HLTHCARE 1% N18181 001
TROCHE/ LOZENGE; ORAL
CLOTRI MAZOLE
AB PADDOCK 10MG N76763 001  CQct 28, 2005
AB ROXANE 10MG N76387 001  Jul 29, 2004
MYCELEX
AB + BAYER HLTHCARE 10MG N18713 001  Jun 17, 1983
CLOXACI LLI N SODI UM
CAPSULE; ORAL
CLOXAPEN
GLAXOSM THKLI NE EQ 250MG BASE N61806 001
+ EQ 500MG BASE N61806 002
CLQOZAPI NE
TABLET; ORAL
CLOZAPI NE
AB CARACO 25MG N75713 001  Nov 15, 2002
AB 50MG N75713 003  Aug 19, 2005
AB 100MG N75713 002  Nov 15, 2002
AB GOLDLI NE 50MG N76809 003  Dec 16, 2005
AB 100MG N76809 002  Dec 16, 2005
AB | VAX PHARVS 25MG N74949 001  Nov 26, 1997
AB 50MG N74949 004  Apr 25, 2005
AB 100MG N74949 002  Nov 26, 1997
AB MYLAN 25MG N75417 001  May 27, 1999
AB 100MG N75417 002  May 27, 1999
CLOZARI L
AB NOVART! S 25MG N19758 001  Sep 26, 1989
AB + 100MG N19758 002  Sep 26, 1989
CLOZAPI NE
GOLDLI NE 200MG N76809 001  Dec 16, 2005
| VAX PHARVS 12. 5MG N74949 003  Jul 31, 2003
TABLET, ORALLY DI SI NTEGRATING ORAL
FAZACLO ODT
AZUR PHARMA | NTL 12. 5MG N21590 004  May 30, 2007
25MG N21590 001  Feb 10, 2004
+ 100MG N21590 002  Feb 10, 2004

CODEI NE PHOSPHATE; PHENYLEPHRI NE HYDROCHLORI DE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PROVETH HYDROCHLORI DE, PHENYLEPHRI NE HYDROCHLORI DE W CODEI NE PHOSPHATE
AA VI NTAGE 10M& 5M; 5M& 5M.; 6. 25M& 5ML N40660 001 Dec 07, 2006
PROVETH VC W CODEI NE
AA + ACTAVIS M D ATLANTIC 10M& 5M.; 5M& 5M.; 6. 25M& 5ML N88764 001 Cct 31, 1984

CODEI NE PHOSPHATE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PROVETH W CODEI NE
AA + ACTAVIS M D ATLANTIC 10M& 5M.; 6. 25M5 5ML N88763 001 Cct 31, 1984




29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

CODEI NE PHOSPHATE; PROVETHAZI NE HYDROCHLORI DE

SYRUP; ORAL
PROVETHAZI NE HYDROCHLORI DE AND CODEI NE PHOSPHATE

AA H TECH PHARVA 10M& 5M.; 6. 25M5 5ML

AA PHARM ASSCC 10M& 5M.; 6. 25M5 5M.
PROVETHAZI NE W CODEI NE

AA MORTON GROVE 10M& 5M.; 6. 25M5 5M.
PROVETHAZI NE W TH CODEI NE

AA VI NTAGE 10M& 5M.; 6. 25M5 5ML

N40151
N89647

N88875

N40650

001
001

001

001

Aug
Dec

Dec

Jan

CODEI NE PHOSPHATE; PSEUDOEPHEDRI NE HYDROCHLCRI DE; TRI PROLI DI NE HYDROCHLORI DE

SYRUP; ORAL
TRIACIN-C

+ STAT- TRADE 10M& 5M.; 30M& 5M.; 1. 25M5 5ML

COLCHI CI NE; PROBENECI D

TABLET; ORAL
COL- PROBENECI D
AB + WATSON LABS 0. 5M5 500MG
PROBENECI D AND COLCHI CI NE
AB CONCORD LABS NJ 0. 5M5 500MG
PROBENECI D AND COLCHI CI NE
BP I VAX PHARMS 0. 5MG, 500MG

COLESEVELAM HYDROCHLORI DE

TABLET; ORAL
WEL CHOL
+ DAIICH SANKYO 625MG

COLESTI POL HYDROCHLORI DE
GRANULE; ORAL

COLESTI D

AB PHARVACI A AND UPJOHN  5GM SCOOPFUL

AB + 5GV PACKET
COLESTI POL_HYDROCHLORI DE

AB I MPAX LABS 5GV SCOOPFUL

AB 5GM PACKET

FLAVORED COLESTI D
PHARMACI A AND UPJOHN 5GM PACKET
5GV SCOOPFUL
TABLET; ORAL
COLESTI D
AB + PHARVACIA AND UPJOHN 1GM

COLESTI POL  HYDROCHL ORI DE
AB I MPAX LABS 1GM

COLI STI METHATE

| NJECTABLE; | NJECTI ON
COLI STI METHATE
AP " APP PHARMB

EQ 150M5 BASE/ VI AL

COLI STI METHATE SCDI UM

I NJECTABLE; | NJECTI ON
COLI STI METHATE
AP PADDOCK
AP X GEN PHARVS
COLY- MYCIN M
AP + JHP PHARMS

EQ 150MG BASE/ VI AL
EQ 150M5 BASE/ VI AL

EQ 150M5 BASE/ VI AL

N88704

N84279
N40618

N83734

N21176

N65364

N65177
N64216

N50108

001

001
001

001

001

003
004

001
002

001
002

001

001

001

001
001

002

May

May

Sep
Sep

May
May

Jul

Apr

Mar
Feb

3-103 (of

26,
22,

17,

31,

22,

13,

26,

22,
22,

02,
02,

19,

24,

17,

19,
26,

376)

1997
1988

1984

2006

1985

2008

2000

1995
1995

2006
2006

1994

2006

2008

2004
1999



29TH EDI TION - 2009 - APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

COLI STI N SULFATE; HYDROCORTI SONE ACETATE; NEOWYCI N SULFATE; THONZONI UM BROM DE

3-104 (of 376)

SUSPENSI ON DROPS; OTI C
COLY- MYCIN S

+ JHP PHARMS
BASE/ M_; 0. 5M& ML

CONI VAPTAN HYDROCHLORI DE
| NJECTABLE; 1V (1 NFUSI ON)

VAPRI SOL
+ ASTELLAS 20MF 4M. (5ME M)
VAPRI SOL | N 5% DEXTROSE | N PLASTI C CONTAI NER
+ ASTELLAS 20MF 100M (0. 2M& M)
COPPER

I NTRAUTERI NE DEVI CE; | NTRAUTERI NE
PARAGARD T 380A
+ DURAMED PHARMS BARR  309MF COPPER

CORTI CORELI N OVI NE TRI FLUTATE

I NJECTABLE; | NJECTI ON
ACTHREL
+ FERRI NG EQ 0. 1MG BASE/ VI AL

CORTI COTROPI N

I NJECTABLE; | NJECTI ON
H P. ACTHAR GEL
+ QUESTCOR PHARMS 80 UNI TS/ M.

CORTI SONE ACETATE

TABLET; ORAL
CORTI SONE ACETATE
+ VEST WARD 25MG

COSYNTROPI N

I NJECTABLE; | NJECTI ON
CORTROSYN
+ AWMPHASTAR 0. 25M5 VI AL

SOLUTI ON; | NTRAVENOUS
COSYNTROPI N
SANDCZ 0. 25M5 M. (0. 25M3 M)
CROMOLYN SODI UM

AEROSOL, METERED; | NHALATI ON

I NTAL
+ KI NG PHARMS 0. 8M& | NH
CONCENTRATE; ORAL
GASTROCROM
+ AZUR PHARNA 100M& 5ML

SCLUTI ON; | NHALATI ON
CROMOLYN SODI UM
AN ACTAVIS M D ATLANTIC 10M& ML

AN BAUSCH AND LOMB 10MF M.
AN DEY 10M M
AN + |VAX PHARMS 10M M
AN MORTON GROVE 10M M.
AN NOVEX 10ME M
AN PHARMASCI ENCE | NC 10MT M

AN RESPI RARE 10M& ML

EQ 3MG BASE/ M; 10M& M.; EQ 3. 3MG

N50356

N21697

N21697

N18680

N20162

NO8372

N80776

N16750

N22028

N18887

N20479

001

001

002

001

001

008

002

001

001

001

001

001
001
001
001
001
001
001
001

Dec

Nov

May

Feb

Feb

Jun

29,

08,

15,

23,

21,

05,

29,

19,
21,
26,
18,
25,
30,
21,
17,

2005

2008

1984

1996

2008

1985

1996

1999
2000
1994
2000
1999
2002
2000
2005



29TH EDI TI ON -

CROMCLYN SODI UM

SCLUTI ON/ DROPS; OPHTHALM C
CROLOM

AT BAUSCH AND LOVB 4%
CROMOLYN SODI UM
AT AKORN 2%
AT ALCON 4%
AT NOVEX a
OPTI CROM
AT + ALLERGAN 4%
CROTAM TON
CREAM TOPI CAL
EURAX
+  RANBAXY 10%
LOTI ON; TOPI CAL
CROTAN
AT SUMVERS 10%
EURAX
AT + RANBAXY 10%

CUPRI C CHLORI DE
I NJECTABLE; | NJECTI ON

2009 -

CUPRI C CHLORI DE | N PLASTI C CONTAI NER

+ HOSPI RA

CYANOCOBALAM N

I NJECTABLE; | NJECTI ON
CYANOCOBALAM N
LU TPOLD
VI Bl SONE
AP + ABRAXI S PHARM

SPRAY, METERED; NASAL
CALOM ST

+ FLEM NG
NASCOBAL

+ QoL MEDCL

AP+

CYCLOBENZAPRI NE  HYDROCHLORI DE
CAPSULE, EXTENDED RELEASE; ORAL

AMRI X
ANESTA 15MG
+ 30MG
TABLET; ORAL

CYCLOBENZAPRI NE HYDROCHL ORI DE

AB ACTAVI S TOTOMA 5MG
AB 10M5
AB AVNEAL PHARM 10MG
AB AURCBI NDO PHARVA 5MG
AB 10M5
AB CADI STA PHARMS 5MG
AB 10M5
AB MJUTUAL PHARM 5MG
AB 10M5
AB MYLAN 5MG
AB 10M5
AB PLI VA 10MG
AB RANBAXY 5MG
AB 7.5MG
AB 10M5
AB SANDOZ 5MG

1IME M

EQ 0. 4M5 COPPER/ M.

25UGM SPRAY

0. 5M& SPRAY

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

N74443

N74706
N75282
N75615

N18155

N06927

N87204

N09112

N18960

N22102

N21642

001

001
001
001

001

001

001

003

001

001

003

001

001

001
002

001
001
001
001
002
001
002
002

002
001
001

003
002

3-105 (of

Jan

Apr
Jun
Jan

Jun

Jul

Jan

Feb
Feb

Feb
Cct
Apr
Sep
Sep
Apr
Apr
Apr
May
Feb
May
Sep
May

May
Feb

30

29,
16,
26

03,

26

27,

31,

01,
01,

03

04,
18

26

26

19,
19,
06,
23,
03,
30,
29,
12,
12,
12,
03,

376)

1995

1998
1999
2001

1984

1986

2007

2005

2007
2007

2006
2005
2008
2008
2008
2006
2006
2006
1995
2006
1991
1995
2008
2008
2008
2006



29TH EDI TI ON -

CYCLOBENZAPRI NE  HYDROCHLORI DE

2009 -

APPROVED DRUG PRODUCTS LI ST
PRESCRI PTI ON DRUG PRODUCT LI ST

TABLET; ORAL
CYCLOBENZAPRI NE_HYDROCHLOR! DE
AB SANDCZ 10MG N72854
AB VI NTAGE PHARVB 5MG N77797
AB 10MG N77797
AB WATSON LABS 5MG N71611
AB 7.5MG N71611
AB 10MG N71611
FLEXERI L
AB MCNEI L PED 5MG NL7821
AB + 10M3 NL7821
CYCLOPENTCOLATE HYDROCHLORI DE
SOLUTI ON/ DROPS; OPHTHALM C
AKPENTOLATE
AT AKORN 1% N40164
AT 2% NA0165
CYCLOGYL
AT + ALOCON 0.5% N84109
AT + 1% N84110
AT + 2% N84108
PENTOLAI R
AT BAUSCH AND LOVB 1% N40075
CYCLOPENTOLATE HYDROCHLORI DE; PHENYLEPHRI NE HYDROCHLORI DE
SOLUTI ON/ DROPS; OPHTHALM C
CYCLOWDRI L
+  ALCON 0.2% 1% N84300
CYCLOPHOSPHAM DE
| NJECTABLE; | NJECTI ON
CYCLOPHOSPHAM DE
AP 