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DRUG PRODUCTS FOR WHICH THE FOOD AND DRUG ADMINISTRATION HAS MADE

A FINDING THAT ABBREVIATED NEW DRUG APPLICATIONS ARE ACCEPTABLE

I. PREFACE

Background

The List of Drug Products Suitable for Abbreviated New Drug
Appl ications (the List) Identifies prescription drug products
for which the Food and Drug Administration (FDA) has made a
finding that abbreviated new drug appl ications (ANDAs) are
sufficient. As a result of that finding, ANDAs are acceptable
In place of ful l new drug applications (NDAs) for the l isted
drug products. (21 CFR 314.1(a)). FDA has determined that
when properly manufactured, tested and labeled, the drug
products Identified In the List are safe and effective for
their Indicated uses: either FDA has evaluated them under the

Drug Efficacy Study Implementation (DESI) project or has
determined that they are sufficiently simi lar or related to an
effective DESI drug product that the same conclusions of safety
and efficacy apply. Drug products Identical to products on the
List wl 1 1 be approved as safe and effective If they are
suitably formulated, manufactured, labeled and If
bioaval tabi I ity requirements are met. The products listed are
not al l marketed at the present time for various reasons, the
most common one being that newer drugs are being uti l ized by
the medical profession and have replaced previous drugs of
choice. Hence, these older drugs have fal len Into disuse and
firms are no longer marketing them.

Through the DESI project, FDA Is reviewing the effectiveness of
al l drug products approved for marketing between 1938 and
1962.* The first DESI notices announcing effectiveness
determinations were publ ished In the FEDERAL REGISTER In 1968,
DESI is an ongoing project, with over 95 percent of the review
having been completed and the effectiveness conclusions
announced In the FEDERAL REGISTER. For drug products
determined to be effective, these notices state the conditions
under which the approved products may continue to be marketed.

The Federal Food, Drug, and Cosmetic Act requires that new
^  drugs be shown to be both safe and effective before they are

approved, through the new drug application procedures, for
^  marketing (21 U.S.C. 355), Before October 10, 1962, the act

required proof of safety, but not of efficacy. The Drug
Amendments of 1962 required that an efficacy review of those
drugs approved for safety only be undertaken.



These notices also state whether a ful l NDA (21 CFR 314.1(c))
or an ANDA (21 CFR 314.1(f), recently reviewed and recodlfled
as 5 314.2 (48 FR 2751, January 21, 1983)) Is required for the
marketing by other firms of drug products that are Identical to
the products described In the notices. Because these notices
are not codified and are not readi ly retrievable, FDA has
prepared this l ist as a convenient reference to identify drug
products suitable for ANDAs.

The drug products on this List have been screened to confirm
their el igibi l ity and to assure that the Information on active
Ingredient(s), potency or strength, dosage form, and route(s)
of administration Is accurate. The drug products are arranged
alphabetical ly by the nonproprletarry name of the active
Ingredlent(s). For products with more than one ingredient, the
Ingredients appear alphabetical ly. For example, a product
containing meprobamate with aspirin would be l isted as
"ASP IRIN; MEPROBAMATE."

Under the nonproprIetary Ingredient name(s) of each drug, al l
acceptable dosage forms and routes of administration are given,
fol lowed by the various strengths for each dosage form.

Definitions and Explanations

Identical Drug Products. A drug product Is considered to be
Identical to a product on the List, and thus suitable for
submission of an ANDA, If It Is the same In active
Ingredlent(s) (Including the same salt or ester), dosage form,
strength, and route(s) of administration. Product labeling
must be consistent with DESI FEDERAL REGISTER notices and
agency guide I Ines.

(General ly, dosage forms, strengths and routes of administration
for products on the List are l imited to those of the
innovator's product reviewed In the DESI program. Label ing
guidel ines for ANDA suitable drug products are avai lable from
the Division of (Seneric Drug Monographs (HFN-530), In those
cases where additional Indications (post-1962) are Included In
the current label ing of the Innovator's product, cl inical data
or l iterature reports must be submitted by each ANDA appl icant
to demonstrate effectiveness of the drug products for that
Indication unless FDA has publ ished a notice In the FEDERAL
REGISTER permitting the Indication In the labeling.

Parenteral Drug Products. Parenteral dosage forms, represented
by the term "Injectable," Include aqueous or oi ly solutions,
aqueous or oi ly suspensions, emulsions, and dry sol ids for
reconstitutlon. Routes of administration for parenteral dosage
forms are represented by the broad term "Injection". It Is the
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manufacturer's responsibility to give more specific Infcxmatlon
In the product's label and package label ing. The formulat on
of a drug product Is a critical factor and must be appropriate
for the routes stated In the product's label ing.

Strengths. In preparing this List. FDA noted variations In the
way applicants have expressed simi lar strengths
most commonly accepted strength was used In ^ug +
less than 1 percent variation In strength. Drug products with
more than a 1 percent variation In strength were reviewed
Individual ly and where possible the Innovator's strength was
chosen to represent the drug product's strength on the List.
For example, Butabarbltal Sodium El ixir has approved
appl ications for the fol lowing strengths: 33.3 mg/5 mL,
33 mg/5 mL, and 30 mg/5 mL, al l represent ng
strengths. The strength chosen for the List was 30 mg/5 mL.
In some cases the label ing expressed strengths In the
apothecary system (grains, etc.). Those strengths were
converted to the metric system (mi l l igrams, etc.).

In the List, the strength of a drug that Is a
expressed In terms of the active moiety, as, ^
where the term base refers to the active moiety of the <''""9'
for exarrple, Methotrexate Sodium Injection EQ 20 ;"gj;?5e/vlal
means that the Ingredient Is the sodium salt In an amount
equivalent to'20 mg Methotrexate.

The Division of Generic Drug Monographs wi l l accept and approve
ANDAs only for drug products at strengths stated on the List.

Status of Prescription Drug FVoducts Belnq Marketed as
Ovfir-the-Counter Drug Products. Some Ingredients of
orescrlption drug products, such as antlhi staminas and
Tydroco^tlsone In topical preparations, are under review In the
ongoing study of over-the-counter (OTC) drugs (21 CFR Part 330)
and the subject of a proposal that would change them from
orescrlption to OTC status. These changes are proposed and
wil l not official ly go Into effect unless a final OTC monograph
Is published for the specific Ingredient. Nevertheless, many
firms, anticipating that a regulation wi l l be final ized as
proposed, are now marketing these as OTC products. The
regulation (21 CFR 330.13) covering Interim OTC marketing of
such products specifical ly states that marketing after
publication of a proposed monograph but t>efore f Inal Izatlon of
the OTC monograph Is subject to the risk that the Commlssloner
of Food and Drugs may not accept the review panel s
recommendation and may Instead adopt a different
may require relabel ing, recal l, or other regulatory action.

Ill



Since these products technical ly are sti l l prescription
products, they are Included on the List. The Division of
Generic Drug Monographs wi l l accept an ANDA If the product Is
labeled for prescription use but wi l l not accept an ANDA If the
product Is labeled for QIC use. When an OTC final monograph Is
publ ished, approval of NDAs or ANDAs for products that come
under the monograph wil l be withdrawn.

Drug Products Excluded from the List

DESI "Paragraph XIV" Drug Products. This term Is used to

describe certain drug products that were exempted from a
regulatory schedule establ ished by court order In American
Publ ic Health Ass'n v. Veneman, 349 F. Supp, 1311 (D.D.C.
1972). Paragraph XIV of the order permitted a l imited number
of drug products, for which there Is compel l ing justification
of medical need, to remain on the market pending completion of
scientific studies to determine whether the drugs are
effective. These drug products were Initial ly classified as
less-than-effective and further action on them was deferred

unti l a determination could be made on the results of the

effectiveness studies. Unti l FDA determines that, for the drug
products remaining In Paragraph XIV, the studies provide
substantial evidence of effectiveness, these drugs are excluded
from the LIst.

Conditional ly Approved Drug Products. These are drug products
that are Identical, simi lar, or related to DESI paragraph XIV
drug products. Conditional approval of an ANDA has been
granted to certain drug products In the fol lowing classes:
coronary vasodi lators, antlchol Inerglcs-antlspasmodlcs,
monoamlne oxidase Inhibitors, and anabolic steroids. Whi le
efficacy studies are ongoing or under review, these products
may be marketed If they are the subject of conditional ly
approved ANDAs. If a DESI paragraph XIV drug product Is
reclassifled to effective status, a FEDERAL REGISTER notice
wi l l be Issued which sets forth the conditions (Including
bloaval labi I Ity/bloequIvalence requirements) for obtaining ful l
approval. If the DESI paragraph XIV drug product Is not found
effective, FDA wi l l publ ish in the FEDERAL REGISTER a notice
proposing to withdraw approval of the NDA for the DESI drug and
the conditional approval of the ANDAs for Identical, simi lar,
or related products. Because efficacy Is an unresolved Issue

S-i.-\ tbls time, the agency Is excluding conditional ly approved
products from the List.
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Antibiotics. Antibiotic drug products are not Included on the
List because they are governed by publ ished monographs, which
ful ly describe the drug products that are suitable for approval
through the antibiotic procedures.

Medical Devices. Although some medical devices, approved in
earl ier years through the new drug application procedures, were
reviewed under DESI and determined to be suitable for ANDAs,
these articles are now subject to the device provisions of the
statute. Therefore, none of these products Is Included on the
List.

Oral Vitamin Preparations. Oral vitamin A and vitamin D
preparations offered for treatment or prevention of vitamin A
or vitamin D deficiencies are no longer regulated as new
drugs. (21 U.S.C. 350). Therefore, they are not required to
have approved new drug appl ications and are not Included on the
List.

Drugs with Subsequent Safety Issues. If a drug product that
has been determined to be effective under DESI and suitable for
ANDAs Is subsequently shown, on the basis of new evidence, to
present risks that outweigh Its benefits, FDA wi l l take action
to remove It from the market. Products that have been removed
or that are In the process of removal from the market for such
reason are excluded from the List.

Simi lar or Related Drug Products

The agency has made a number of findings of ANDA suitabi lity
for drug products that are simi lar or closely related to
certain products found to be effective In the DESI project.
These drug products are Included on the List to notify
Interested persons that the agency wi l l accept ANDA submissions
for them.

BIoavaI I at11 1ty/BIoequIvaIence RequIrements

For many DESI drug products. In vivo bloaval labi I Ity/
bIoequI valence testing Is required before FDA wi l l approve an
application. Applicants can determine from the List whether
In vivo bloaval lab 1 11ty/bIoequ1 valence studies must be Included
In the ANDA. The In vivo test wi l l be waived for some drug
products if adequate product dissolution Is demonstrated.

If "BIO" Is printed next to the dosage form or strength on the
List under the Ingredient heading, there Is a bloaval labI IIty
requirement and an In vivo study J_s necessary. However, If



"BIO*" Is printed then in vivo bioavai labi IIty must be
demonstrated only if the product fal ls to achieve adequate
dissolution when compared to the test drug product* The code
"DEF" identifies a drug product for which there Is a
bioavai labi 1 ity requirement, but which does not currently
require In vivo bioavai labi IIty/bioequlvalance studies for
approval; I.e., the requirement Is deferrred. If none of the
above terms appear, then no in vivo bioavai labi 1 Ity study Is
necessary.

The "BIO," "BIO*," and "DEF" codes are used to Identify those
pre-1962 drugs determined by FDA to have a known or potential
bioequivalence problem. For more information about these
determinations, see 21 CFR 320.21 and 320.22, as wel l as the
FDA Approved Prescription Drug Products with Therapeutic
Equivalence Evaluations l ist.

Updating Procedure

The List wi l l be updated and publ ished annual ly to include (1)
corrections or omissions from the previous List; (2) DESI
products that have been publ ished In the FEDERAL REGISTER
during the interim as effective if FDA made a finding that
ANDAs are sufficient; and (3) simi lar or related products
determined to be suitable for ANDAs since the previous List.
In the interim period between printings of the List, there wl l I
be publ ished In the FEDERAL REGISTER, about every three months,
a list of al l DESi drug products and any simi lar or related
drug products determined to be suitable for ANDAs since the
previous List was pub I Ished. It wi l l also Include any
corrections or omissions from the previous List.

Aval labi I Ity

Additional copies of the List may be purchased from National
Technical Information Service (NTIS), 5285 Port Royal Road,
Springfield, VA 22161, Sales Desk No. 703-487-4650.

Questions

More Information about a specific product, procedure, or
requirements for submission and approval of ANDAs may be
obtained by writing or cal ling: David Rosen, Consumer Safety
Officer, Division of Generic Drug Monographs CHFN-530),
National Center for Drugs and Biologies, Food and Drug
Administration, 5600 Fishers Lane, Rockvl l le, MD 20857
(301-443-4080).
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II. FORMAT GUIDE: LIST OF DRUG PRODUCTS SUITABLE FOR ANDAs

The l ist of drug products suitable for an ANDA submission Is
composed of the fol lowing four (4) data elements: active
Ingredlent(s), dosage formCs), route(s) of administration, and
strength(s) of each suitable product. For those drug products
determined by FDA to have a known or potential bloequivalence
problem an indicator "BIO" or "DBF" Is displayed. A "BIO*" Is
displayed In cases where In vivo bloaval labi IIty must be
demonstrated only if a product fai ls to achieve adequate
dissolution when compared to the test product. (See
RIOAVAILABILITY/ BIOEQUIVALENCE REQUIREMENTS, above.) The
absence of a "SiO," a "BIO»^," or a "bth," I.e., a blank.
Indicates the bloavai labI Iity/bloequivalence requirement Is
waived for that particular product(s). (See FORMAT EXAMPLE
below for explanation of the format used In the List.)

Active Ingredients are l isted alphabetical ly by their
nonproprietary names and are underl ined. If a product has
multiple active ingredients, the ingredients are l isted
alphabetical ly within the ingredient field (e.g., Meprobamate
with Aspirin is l isted under ASPIRIN; MEPROBAMATE).

Terminology to represent dosage form(s), route(s) of
administration, and strength(s) are standardized and. In some
cases, may differ from terminology used in labels and labeling
for drug products already marketed. For the purpose of the
List, al l parenteral dosage forms are represented by the term
"INJECTABLE". The term "INJECTION" has been selected as an
al l-incluslve term for the various routes of administration of
parenteral products. Each acceptable strength, or combination
of strengths for multiple Ingredient products, is listed on a
separate l ine. Strengths of multiple Ingredient products are
separated by a semi-colon and appear In the same sequence as
the Ingredients.

.-.-•.'Lwi

viil



FORMAT EXAMPLE: LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

ASPIRIN; MEPROBAMATE-*

1
TABLET; ORAL-^

325MG;200MG-^

■MULTIPLE ACTIVE INGREDIENTS IN DRUG PRODUCT

DOSAGE FORM; ROUTE OF ADMINISTRATION
INDICATES SUITABLE STRENGTHS, READ AS: 325MG ASPIRIN AND 200MG MEPROBAMATE

INDICATES IN VIVO BIOAVAILABILITY/BIOEQUIVALENCE STUDY WAIVED (BLANK)

DEXAMETHASONE ACETATE-^ SINGLE ACTIVE INGREDIENT IN DRUG PRODUCT

DEF

BIO

t

INJECTABLE; INJECTION
EQ 8HG BASE/ML

INJECTABLE; INJECTION
EQ 16MG BASE/ML

INDICATES IN VIVO BIOAVAILABILITY/BIOEQUIVALENCE STUDY REQUIRED (BIO)

HYDROXYZINE HYDROCHLORIDE

BIO* TABLET; ORAL
lOMG
25MG
50MG
lOOMG

•IN VIVO BIOAVAILABILITY MUST BE DEMONSTRATED ONLY IF PRODUCT FAILS TO
ACHIEVE ADEQUATE DISSOLUTION WHEN COMPARED TO THE TEST PRODUCT (BIO*)

PREDNISOLONE

DEF TABLET; ORAL
IMG
2.5MG-^
5MG ^

■IDENTIFIES THREE SUITABLE STRENGTHS FOR THIS PRODUCT

INDICATES IN VIVO BIOAVAILABILITY/BIOEQUIVALENCE STUDY DEFERRED (DEF)

IX
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LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

ACENOCOUMAROL

BIO tablet; ORAL
AMG

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE; OXYCODONE TEREPHTHALATE

tablet; oral

325KG;4.5MG;0.36«G

acetaminophen; codeine phosphate

capsule; oral

300MG;30M6

300MG;60nG

325MG;15MS

325MG;30MG

325M6;60MG

elixir; oral
120MG/5ML;12MG/5ML

suspension; oral

120MG/5ML;l2MG/5nL

tablet; oral

300MG;7.5MS

300MG;15MG

300MG;30NG

300MG;60MG

325MG;7.5MG

325HG;15MG

325MG;30MG

325MG;<>5MG

325MG;60MG

650M6;30M6

acetaminophen; PROPQXYPHENE HYDROCHLORIDE

tablet; oral

325MG;32MG

650M6;65MG

acetazolamide

BIO CAPSULE,

BIO

CONTROLLED RELEASE; ORAL
500MG

tablet; oral

125MG

250MG

ACETAZOLAMIDE SODIUM

injectable; injection
500MG/VIAL

ACETIC ACID, glacial

SOLUTION; OTIC

zv.

acetaminophen; hydpocoddne bitartrate

capsule: oral

500t16;5M6

tablet; oral

5Q0MG:5MG

acetaminophen; oxycodone hydrochloride

tablet; oral

325MG;5MG

500MG;2.5MG

500MG;5MG

acetaminophen; oxycodone hydrochloride; OXYCODONE TEREPHTHALATE

capsule; oral

500MG;4.5MG;0.38MG

ACETIC ACID, glacial; ALUMINUM ACETATE

SOLUTION; OTIC

2X;0.79X

ACETIC ACID, glacial; hydrocortisone

SOLUTION; otic

zv.wv.

ACETOPHENAZINE MALEATE

BIO tablet; oral

20MG

ACETOSULFONE SODIUM

BIO tablet; oral

500MG



ACETRIZOATE SODIUM

solution; iktrautctine

sy/.

solution; ureteral
107.

solution; uretnral
BOX

acetyldigitoxin

BIO tablet; oral
O.IMG

O.ZHG

alcohol; dextrose

injectable; injection

SML/100ML;5Gtt/100ML

alcohol; dextrose; sodium chloride

injectable; injection

5MU100ML;56M/100ML;900MG/100ML

ALKAVERVIR

BIO tablet; oral

IMG

2MS

IMG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

AMINOHIPPURATE SODIUM

injectable; injection
SOX

aminopentamide

elixir; oral

O.IMG/ML

tablet; oral

0.5MG

amindphylline

injectable; injection
S5M6/ML

liquid: oral

105MG/5ML

bio suppository; rectal
lOOMG

SBOMG

BOOMS

DEF tablet; oral
lOOMG

SOOMG

BIO tablet* controlled release; oral
S25MG

DEF TABLET* ENTERIC COATED; ORAL
100M6

SOOMG

ALSEROXYLON

BIO tablet; oral

SMG

ALUMINUM NICOTINATE

tablet; ORAL

6S5MG

AMBENONIUM CHLORIDE

BIO tablet; oral
10M6

S5MG

aminophylline; sodium chloride

injectable; injection

0.5MG/ML;0.45X

img/ml;o.«x

EMG/ML;0.45X

AMINOSALICYLIC ACID

powder; oral

lOOX

BIO tablet; oral

500MG

IGM



AMINOSALICYLIC ACID

BIO TABLET, ENTERIC COATED; ORAL
SOOHG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

AMOBARBITAL SODIUH

injectable; injection

250MG/AMP

500MG/AMP

AhlNOSALICYLIC ACID; ISONIAZID

BIO tablet; ORAL

500M6;l2.5n6

500MG;20N6

ANODIAQUINE HYDROCHLORIDE

TABLET; ORAL

EQ ZOOMS BASE

AMINOSALICYLIC ACID; SQOIUtI AMINOSALICYIATE

BIO TABLET; ORAL

11ZMG:646M6

AMOPIAQUINE HYDROCHLORIDE; PRIMAQUINE PHOSPHATE

TABLET, CHEWABLE; ORAL

EQ 150MG BASE;EQ 15KG BASE

AMINOSALICYLIC ACID RESIN COMPLEX

BIO ponder; ORAL

EQ 500M6 6ASE/GM

AMITRIPTYLINE HYDROCHLORIDE

CONCENTRATE; ORAL

«jOMS/ML

injectable; injection

lOMG/ML

solution; oral

50MG/5ML

DEF tablet; oral

lOMG

Z5M3

50MG

75MG

100M6

150M6

AMMONIUM CHLORIDE

injectable; injection

O.AMEQ/ML

3MEQ/ML

5MEQ/ML

AMPHETAMINE ADIPATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE

adipate; dextroamphetamine sulfate

capsule; oral

1.25HG;1.25MG;1.25MG;1.25MG
2.5MG;2.5MG;2.5MG;2.5MG

3.75MG;3.75MG;3.75MG;3.75MG

5MG;5Mg;5mg;5MG

tablet; oral

1.25MG;125MG;125MG;1.25MG
2.5tlG;2.5MG;2.5MG;2.5MG

3.75MG;3.75MG;3.75MG;3.75M6
5Mg;5Mg;5Mg;5mg

AMPHETAMINE RESIN COMPLEX; DE)rrROAMPHETAMINE RESIN COMPLEX

BIO CAPSULE, controlled RELEASE; ORAL
EQ 3.75MS BASE;EQ 3.75 BASE

EQ 6.25M6 BASE;EQ 6.25MG BASE
EQ lOMG BASE;EQ 10M6 BASE

AMPHETAMINE SULFATE

BIO CAPSULE, CONTROLLED RELEASE; WAL
15MG

tablet; ORAL

5MG

lOMG

AMMONIUM chloride; SODIUM CHLORIDE

injectable; injection

900MG/100ML;900MG/100ML

ANILERIDINE HYDROCHLORIDE

tablet; ORAL

EQ 25MG BASE



ANILERIDINE PHOSPHATE

injectable; injection
EQ zsm BASE/TIL

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

ASPIRIN; MEPROBANATE

TABLET; ORAL
325K6;200nG

ANISINDIONE

BIO TABLET; ORAL

50MG

ANISOTROPINE NETNYLBROtllDE

elixir; oral

lOMG/SML

tablet; oral

lOMG

sons

aspirin; butalbital

Bio« capsule; oral
325MG;50MG

650t1G:50M6

BIO* tablet; oral
325MG;50M6

650KG;50N6

aspirin; butalbital; caffeine

BIO* capsule; oral

325M6;50KS;40N6

650MG;50MG;40K6

BIO* tablet; oral
325MG;50MG;^0MG

650NG;50KG;<t0KG

aspirin; methocarbamql

bio* tablet; oral
325MG;^00MG

aspirin; oxycodone hydrochloride; oxycodone terephthalate

tablet; oral

325MG;2.25MG;0.19MG

325NG;4.5MG;0.38MG

aspirin; propoxyphfne hydrochloride

tablet; oral

325MG;32MS

325MG;65MG

ATROPiNE sulfate; diphenoxylate hydrochloride

capsule; oral

0.02SMG;2.5MG

liquid; oral

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

tablet; oral

0.025MG:2.5t1G

ATROPINE sulfate; HYOSCYAHINE HYDRQBROtllDE; SCOPOLANINE
HYDRQBROMIDE

tablet; ORAL

0.0372HG;0,^507MG;0.0119MG

aspirin; caffeine; carisoprodol

BIO* tablet; oral
160HG;32M6;200M6

aspirin; caffeine; carisoprodol; codeine phosphate

bio* tablet; oral
160MG;32Ms;200mg;16HG

ATROPINE sulfate; WEPERIDINE HYDROCHLORIDE

injectable; injection
o.<»mg/ml;50HG/ml

0.<»MG/ML;75MG/t1L

o.amg/«l;ioohg/ml

A2URESIN

GRA^}ULE; ORAL

egm/packet



BELLADONNA ALKALOIDS

tablet; oral

0.<»MG

BENDROFLUMETHIAZIDE

BIO tablet; oral

2.5MG

5MG

BENQXINATE HYOROCHLORIDE

solution; ophtnalmic

o.^x

LIST of drug products SUITABLE FOR ANDAS

BENZTROPINE NESYLATE

injectable; injection

IMG/ML

tablet; oral

0.5MG

2KG

BENZYL BENZOATE

emulsion; topical

SOX

lotion; topical

25X

SOX

benzocaine; benzyl benzoate; chlorophenothane

lotion; topical

20MG/ML;125MG/ML;10MG/ML

BETAINE; HERSALYL sodium: -mEOPHYLLINE

injectable; injection
59.1MG/ML;100M3/ML;S0MG/ML

benzonatate

capsule; oral

50MG

100M6

BENZOYLPAS CALCIUM

ponder; oral

lOOX

BIO tablet; oral

500MG

BETAMETNASQNE

syrup; oral

0.6MG/5HL

BIO tablet; oral

0.6MG

BETAMETHASONE SODIUM PHOSPHATE

injectable; injection

EQ 3MG base/ml

BENZPHETAMINE HYPROCHLORIDE

tablet; oral

25HG

50M6

BENZTHIAZIDE

DEF tablet; oral

25MG

50M6

BETAZOLE HYOROCHLORIDE

injectable; injection
50MG/ML

bethanechol chloride

injectable; injection
5HG/ML

tablet; oral

5MG

lOMG

25M3

50MG



BIALAMICOL HYPWOCHLORIDE

tablet; oral

250M6

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

BUSULFAN

BIO tablet; ORAL

2MG

BIPERIDEN HYDROCHLORIDE

tablet; oral

2t1G

BIPERIDEN LACTATE

injectable; ihjection
5HG/ML

BROMODIPHENHYDRAMINE HYDROCHLORIDE

capsule; oral

25MG

elixir; oral

12.5MG/5ML

injectable; injection

5MG/ML

SYRUP; ORAL

12.5MG/5ML

butabapbital sodium

capsule; oral

15MG

30MS

5or:G

100M6

elixir: oral

30riG/5ML

injectable; injection
125MG/ML

tablet; oral

15MG

30MG

50MG

lOOMG

BUTETtiAMlNE HYDROCHLORIDE; EPINEPHRINE; PROCAINE HYDROCHLORIDE

injectable; injection

1.25X ; 0. 0I5^riG/ML; 2X

BROMPHENIRAMINE MALEATE

elixir; oral

2MG/5ML

injectable; injection

lOMG/ML

100M6/ML

tablet; oral

AtlG

BIO tablet, controlled release; oral
BHG

izm

RtlCLTZlNE HYDROCHLORIDE

tablet; oral
25M6

SONG

CAFFEINE; ERGOTAMINE TARTRATE

BIO suppository; rectal
ioomg;2MG

tablet; oral

ioonG;iMG

calcium aminosalicylate

bio capsule; oral
500MG

bio granule; oral
A.25GM/PACKET

85X

powder; oral

85X

bio tablet; oral

500MG



CALCIUM GLUCEPTATE

INJECTABLEJ INJECTION
EQ 90MG CALCIUn/AKP

CARBINQXAMINE MALEATE

elixir; oral

^MG/5ML

tablet; oral

AMG

carisoprodol

capsule; oral

250nG

tablet; oral

350riG

CHLOPHEDIANOL HYDROCHLORIDE

syrup; oral

25MG/5ML

CHLQPAMBUCIL

BIO tablet; oral
2MG

chloramine-t; sulfanilamide

solution; ophthalmic

0.13X;0,AX

CHLORCYCLIZINE HYDROCHLORIDE

tablet; oral

50MG

chlordiazepqxide

BIO tablet; ORAL

5M6

lOMG

25MG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

CHinRDTAZEPOXIOE HYDROCHLORIDE

BIO capsule; oral
5MG

lOMG

25MG

injectable; injection
lOOMG/AMP

chlormezanone

tablet; oral

lOOMS

ZOOMS

CHLOROPRQCAINE HYDROCHLORIDE

injectable; injection

IX

2X

3X

CHLOROQUINE HYDROCHLORIDE

injectable; injection

EQ '>OMG BASE/ML

CHLOROQUINE PHOSPHATE

tablet; oral

EQ 75HG BASE
EQ 150MG BASE

EQ 300MG BASE

CHL0R0THIA2IDE

BIO suspension; oral
250MG/5ML

BIG* tablet; oral
250MG

BIO TABLET; ORAL
500MG

chlorothiazide; reserpine

DEF tablet; oral
250MG;0.125MG

500NG;0.125MG



CHLOROTHIAZIDE SODIUM

injectable; imjection
EQ SOOtIG BASE/VIAL

LIST OF DRUG PRODUCTS SUITABLE FOR ANOAS

CHLORPROHAZINE

BIO SUPPOSITORY; RECTAL

25MG

loortG

CHL0R0TRIANI5ENE

capsule; oral

12M6

25M&

7£MG

CHLOROTPIANISENE: METWYLTESTOSTERONE

BIO capsule; oral

6r{G:2.5f1G

chlorphenirahine maleate

BIO capsule » controlled release; oral
6MG

12KG

injectable; injection
lOMG/ML

lOOMG/ML

syrup; oral

2MG/5ML

2.5MG/5ML

tablet; oral

4KG

BIO TABLET, CONTROLLED RELEASE; ORAL
fiMG

12MG

CHLORPHENIRAHINE HALEATE; PHENYLPROPANOLAMINE HYDPOCHLORIDE

BIO CAPSULE, CONTROLLED RELEASE; ORAL
I2HG:7&HG

CHLORPHENOXAHINE HYDROCHLORIDE

tablet; oral

50M6

CHLORPROHAZINE HYDROCHLORIDE

BIO CAPSULE, CONTROLLED RELEASE; ORAL
30tI5

75HS

150MG

200HG

300nG

concentrate; oral
30HG/HL

lOOMG/HL

injectable; injection

25HG/ML

SYRUP; ORAL

I0MG/5ML

DEF tablet; opal

lOMG

25HG

50HG

lOOHG

200HG

CHLORPROPAHIDE

BIO tablet; c»al

iOOHG

250HG

CHLORPROTHIXENE

concentrate; oral

100HG/5HL

injectable; injection

12.5H6/HL

BIO tablet; oral

lOHG

25HG

50HG

IOOHG



CHLORTHALIDONE

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

CORTISONE ACETATE

BIO tablet; ORAL

25MG

50MG

CHLORZOXAZONE

tablet; oral

250nG

chymotrypsin

POWDER FOR RECONSTITUTION; OPHTHALMIC

750 UNITS/VIAL

CLEMTZOLE HYDROCHLORIDE

tablet; oral

20MG

40MG

cqlchicine; probenecid

DEF tablet; oral

0.5MG:500MG

cqrticotrgpin

imjectable; injection

20 UNITS/ML

25 UNITS/VIAL

^0 UNITS/VIAL

BIO imjectable; injection

20 UNITS/ML

^»0 UNITS/ML

60 UNITS/ML

CORTICOTROPIN«ZINC HYDROXIDE

BIO imjectable; injection

20 UNITS/ML

40 UNITS/ML

CORTISONE ACETATE

DEF imjectable; INJECTION
25MG/ML

50MG/ML

DEF

ointment; ophthalmic

1.57.

z.sy.

suspension; ophthalmic

0.5X

Z.5/.

tablet; oral

5MG

lOMG

25MG

CROTAMITON

cream; topical

107.

lotion; topical

107.

CRYPTENAMINE ACETATES

imjectable; injection
260 CSR units/ml

CRYPTENAMINE TANNATES

BIO TABLET; ORAL

260 CSR UNITS

CYANOCOBALAMIN

IMJECTABLE; INJECTION

0.02MG/ML

0.03MG/ML

0.05MG/ML

O.IMG/ML

IMG/ML

2MG/ML

tablet; oral

IMG

CYANOCOBALAMIN; TAmiC ACID: ZINC ACETATE

imjectable; injection

0.5MG/M L;2.3MG/M L;IMG/M L



CYCLIZINE LACTATE

injectable; ikjectioh
50MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

DFCAMFTHONIUM BROMIDE

injectable; injection

IMG/ML

10

CYCLOPENTQLATE HYDROCHLORIDE

solution; ophthalmic
O.IZ

o.5;i

ly.

zy.

CYCLOPENTQLATE HYDROCHLORIDE; PHENYLEPHRINE HYDROCHLORIDE

solution; ophthalmic
o.z'/.ny.

CYCLOPHOSPHAMIDE

injectable; injection

lOOMG/VIAL

200MG/VIAL

SOOMG/VIAL

BIO tablet; oral

50M6

CYCRIMINE HYDPOCHLORIOE

bio tablet; oral

1.2SMG

2.5MG

CYPROHEPTADINE HYDROCHLORIDE

syrup; oral

2MG/5ML

tablet; oral

4MG

DAPSONE

DEF tablet; oral

25MG

100M6

DEMECARIUH BROMIDE

solution; ophthalmic

0,125;j

0.25X

DESEPPIOINE

BIO tablet; oral

0.1H6

0.25MG

deserpidine; hydpochlorothiazioe

BIO tablet; oral
0.125MG;25MG

0.125MG;S0MG

0.25n6;25nG

deserpidine; methyclothiazide

BIO tablet; oral

0.2SriG;5MG

0.5HG;5KS

DESUNOSIDE

injectable; injection

0.2MG/ML

desoxycorticosterqne acetate

injectable; injection

5MG/riL

BIO pellet; impuntation
7SMG

125MG

desqxycopticosterone pivalate

bio injectable; injection
25MG/I1L



DEXAHgTHASONE

aerosol; topical
O.OIX

10M3/25GM

elixir; oral

0.5HG/5ML

0.5MG/0.5ML

suspension; ophtnalhic

O.IX

dep tablet; oral

0.25MG

0.5M6

0.75MG

1.5MG

2KG

4MG

dexamethasone acetate

OEF injectable; injection

EQ BMG BASE/ML

BIO injectable; injection

EQ I6MG BASE/ML

OEXAMETHASQNE SODIUM PHOSPHATE

BIO aerosol; inhaution

O.IMG/INH

cream; topical

o.ix

injectable; injection

EO AMG phosphate/ml

EQ lOMG PHOSPHATE/ML

EQ 2«>MG PHOSPHATE/ML

ointment; ophthalmic, otic

EQ 0.05X PHOSPHATE

solution; ophthalmic, otic

EQ O.IX phosphate

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

OEXBPOMPHENIRAMINE MALEATE

11

DEXAMETHASONE SODIUM PHOSPHATE; LIDOCAINE HYDPOCHLORIDE

injectable; injection

EQ AMG PHOSPHATE/ML;10MG/ML

syrup; ORAL

2MG/5ML

tablet; oral

EMS

DEXBROMPHENIPAMINE MALEATE; PSEUDOEPHEDRINE SULFATE

tablet; ORAL

2M6;60M6

PFXCHLOPPHENIRAMINE MALEATE

tablet; ORAL

2MG

t-
DEXTRIFERRON

injectable; injection

EQ 20MG FE+++/ML

DEXTROAMPHETAMINE SULFATE

capsule; ORAL

15MG

BIO CAPSULE, CONTROLLED RELEASE; ORAL
5MG

lOMG

15MG

ELIXIR; ORAL

5MG/5ML

TABLET; ORAL
5MG

lOMS

15MG

dextrose; LIDOCAINE HYDROCHLORIDE

INJECTABLE; INJECTION

7.5'/.;S/.



DIATPIZOATE MESLUHINE

injectable; injection
30/i

60'/.

76'A

65'/.

solution; oral

76'/.

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

DIBUTOLINE SULFATE

12

injectable; injection

25MG/ML

OICHLORPHENAMIDE

BIO tablet; oral

50MG

DIATPIZOATE MEGLUMINE: DIATPIZOATE SODIUM

injectable; injection
34.3Z;35X

50'/.lZ5'/.

SZ'/.;6'/.

60'/.;zo'/.

66'/.;lO'/.

DIATPIZOATE MEGLUNINE: lODIPAHIDE MEGLUMINE

solution; intpauterine

52.7Z;26.8X

DIATPIZOATE SODIUM

injectable; injection

SO'/.

POWDER FOR RECONSTITUTION; ORAL, RECTAL

lOOZ

SOLUTION; ORAL, RECTAL

^oy.

solution; ureteral

ZO'/.

DIATPIZOATE SODIUM; DIPROTRIZOATE SODIUM

injectable; injection

Z7'/.',Z1/.

dibucaine hydrochloride

injectable; injection

2.5MG/riL

OICUMAROL

BIO

bio

capsule; oral

Z5r.o

50MG

100M6

tablet; oral

25H6

SONS

lOONS f;.

DIENESTROL

cream; vaginal

O.OIZ

suppository; vaginal

0. 7rss

BIO tablet; oral

O.IMG

0.5MG

10M6

DIETHYLCAR6AMAZINE CITRATE

syrup; oral

120MG/5ML

tablet; oral

SONG

diethylfropion hydrochloride

bio capsule, controlled release; oral
75N8

tablet; oral

25NG

bio tablet, controlled release; oral
75MG



DIgTHY LSTILBESTROL

DEF capsule; oral

IMS

5KG

INJECTable; injection

5MG/ML

suppository; vaginal

O.IMG

O.SMG

DEF tablet; oral

O.IMG

0.25M6

0.5MG

IHG

5MG

DEF TABLET, ENTERIC COATED; ORAL
O.IMG

0.25MG

0.5MG

IMG

5MG

diethylstilbestpol: METHYLTESTOSTERONE

injectable; injection

0.25MG/ML;5MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

DIGITDXIN
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BIO tablet; oral

0.25MG;5MG

DIETHYLSTILBESTPOL DIPHOSPHATE

injectable; injection

250MG/5ML

BIO tablet; oral

50MG

dtethylstilbestrol dipropionate

bio tablet; oral

IMG

5MG

BIO TABLET, ENTERIC COATED; ORAL

IMG

injectable; injection

0.2MG/ML

DIGOXIN

injectable; injection
0.25MG/ML

DIHYDPOEPGOTAMINE MESYLATE

injectable; injection
IMG/ML

dimenhydrinate

injectable; injection
50MG/ML

bio suppository; rectal
lOOMG

dimercaprol

injectable; injection

107.

DIMETHINDENE MALEATE

solution; oral

0.5NG/0.6ML

syrup; oral

1MG/5ML

tablet; oral
IMG

DIMETHYL TUBOCURARINE CHLORIDE

injectable; injection

IMG/ML

DIPHEMANIL METHYLSULFATE

injectable; injection

25MG/ML

BIO TABLET: ORAL

lOOMG



PIPHENADIONE

BIO tablet;

LIST OF DRUG PRODUCTS SUITABLE FOR AKDAS

DOXYLAUINE SUCCIMATE
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oral

SMG

DIPHENHYDRAMINE HYDROCHLORIDE

capsule; oral
25MS

50M6

elixir; oral

12.5MG/5ML

injectable; injection
lOMG/ML

50MG/ML

liquid; ORAL
12.SMG/5ML

tablet; oral

25MG

BIO TABLET, ENTERIC COATED; ORAL

SOMG

DIPHENHYDRAMINE HYDROCHLORIDE; EPHEDRINE SULFATE

capsule; oral

50KG:25KG

DIPHENYLPYRALINE HYDROCHLORIDE

BIO CAPSULE, CONTROLLED RELEASE; ORAL
SMG

tablet; ORAL

2KG

4MG

DIPRQTRIIOATE SODIUM

injectable; injection
SOX

DISULFIRAM

DEF tablet; ORAL

250MG

500MG

TABLET; ORAL

12.SMG

2 SMG

DOXYLAMINE SUCCIMATE; PYRIDOXINE HYDROCHLORIDE

BIO TABLET. CONTROLLED RELEASE; ORAL
iomg;icmg

DROMQSTANQLONE PROPIONATE

injectable; injection

SOMG/ML

DYDROGESTERONE

bio tablet; oral
SMG

lOMG

DYPHYLLINE

injectable; injection
250MS/ML

1

DEF tablet; oral

200MG

400MG

ECHOTHIQPHATE IODIDE

POUDER FOR RECONSTITI/TION; OPHTHALMIC
0.03X

0.06X

0.12SZ

0.25X

FDFTATE CALCIUM DISQPIUM

injectable; injection
200MG/ML

tablet; oral

SOOMG



gPgTATE DISODIUn

injectable; injection

150MG/ML

200t1G/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

ERGQLOIP MESYLATES

tablet; SUBUNGUAL

0.5MG

IKG

15

EDROPHONIUN CHLORIDE

injectable; injection

lOMG/ML

EPINEPHRINE

BIO injectable; injection
StIG/ML

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE

injectable; injection

0.005MS/ML;0.5X

o.oo5MG/til;1/:

0.005MG/ML;I.5/:

O.OC5MS/ML;2/i

o.oimg/ml;ix

o.oimg/ml;2;<

0.02MG/ML;2/C

EPINEPHRINE; METABUTETHAMINE HYDROCHLORIDE

injectable; injection

0.017MG/ML;S8MG/ML

EPINEPHRINE; PROCAINE HYDROCHLORIDE

injectable; injection

0.02riG/ML;l/i

o.02mg/«l;2/:

EPINEPHRINE; PYRROCAINE HYDROCHLORIDE

injectable; injection

0.004MG/ML;2;i

0.0066MG/l1L;2;i

o.oimg/ml;2X

ERGOLOID MESYLATES

BIO tablet; ORAL

IHG

ERGOTAhlNE TARTRATE

BIO AEROSOL; INHAUTION
0.36MG/INH

tablet; sublinsual
2MS

ESTRADIOL

cream; vaginal
O.OIX

DEF TABLET; ORAL
IMG

2MG

ESTRADIOL CYPIONATE

injectable; injection

IMG/ML

3MG/ML

5MG/ML

ESTRADIOL DIPROPIONATE

injectable; injection
ING/ML

2.SMG/ML

5MG/ML

ESTRADIOL VALERATE

injectable; injection
lOMG/ML

20MG/ML

AOMG/ML

ESTRADIOL VALERATE; TESTOSTERONE ENANTNATE

INJECTABLE; INJECTION

^iMG/ML;90MG/ML

8MG/ML;160MG/ML



ESTR06ENS. CONJUGATED

cream; TOPICALff VAGINAL

0.625MG/6n

injectable; injection
20MG/VIAL

BIO INJECTABLE; INJECTION

2MG/ML

TABLET; ORAL

0.3MS

0.625H6

1.25M5

2.5KS

ESTROGENS» CONJUGATED; MEPROBAHATE

BIO* tablet; ORAL

o.<»kg;20omg

0.4M6:400MG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

ETHINAMATE

16

TABLET; ORAL

500M6

ETHINYL ESTRADIOL

BIO tablet: oral

O.OIMG

0.02MG

0.05MG

etninyl estradiol; fluoxymesterone

BIO tablet; ORAL

0.02t16;lHG

ETWIOOIZED OIL

injectable; injection
99X

ESTROGENS. CONJUGATED? METNYLTESTOSTERONE

BIO TABLET; ORAL

0.625MG:SKG

1.25MG;10MG

ETHIONAMIDE

BIO tablet; oral

250MG

ESTROGENS. ESTERIFIED

tablet; ORAL

0.3MS

0.625MG

1.25MG

2.5M6

ESTRONE

def injectable; injection

IMG/ML

2MG/ML

5MG/ML

ETHOPPOPAZINE HYDROCHLORIDE

BIO tablet; oral

lOMG

50MG

100M6

ETHOSUXIMIDE

BIO capsule; oral
250MG

syrup; oral

250MG/5ML

ethchlqrvynol

capsule: oral

lOOMG

200MG

25QhG

500MG

750MG

ETHOTQIN

BIO tablet; oral

250MG

500MG



gTHOXZOLAMIOE

BIO tablet; oral
62.5^6

125M6

ETHYL BISCOOMACETATE

BIO tablet; oral

150MG

300HG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

FLUOCIMQLONE ACETONIDE

oimtment; topical

0.025X

solution; topical

O.OIX

fluorometholone

cream; topical

0.025X

17

EVANS BLUE

INJECTable; INJECTION

0.5X

FLUOROURAm

injectable; injection
50MG/ML

FERROUS gluconate; folic acid

elixir; oral

281MG/5ML;0.89M6/5ML

FERROUS sulfate; folic acid

capsule; ORAL

182MG;0.33M6

FLUDRQCORTI50NE ACETATE

ointment; topical

O.IX

bio tablet; oral

O.IMG

FLUDROCORTISQNE HEMISUCCINATE

solution; OPHTHALMIC

EQ O.IX ACETATE

FLUQXYMESTERONE

BIO tablet; oral

2MG

5MG

lOMG

FLUPHENAZINE HYDROCHLORIDE

elixir; ORAL

0.5MG/ML

injectable; injection
2.5MG/ML

BIO tablet; oral

0.25M6

IMG

2.5HG

SMS

10M6

BIO TABLET* CONTROLLED RELEASE; ORAL
IMG

FLUOCINOLONE ACETONIDE

CREAM; TOPICAL

O.OIX

0.025X

gel; TOPICAL

0.025X

FLUPREDNISOLONE

BIO tablet; oral

0.75MG

I.5MG



FLUPANDRENQLIDE

cream; topical

o.osx

lotion; topical
0.05Z

ointment; topical
0.05X

FLUROXENE

liquid; inhaution
99. 9J:

FQLATE SODIUM

injectable; injection
EQ SMG acid/ml

FOLIC ACID

injectable; injection

IMG/ML

tablet; oral

IMG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

GENTIAN VIOLET

18

SUPPOSITORY; VAGINAL

0.4X

TAMPON; VAGINAL

5MG

SLUCA60N HYDPQCHLORIDE

INJECTABLE; INJECTION

EQ ING BASE/AMP

EQ lOMG BASE/AMP

GLUCOSULFONE SODIUM

INJECTABLE; INJECTION
^OOMG/ML

GLUTETHIMIDE

capsule; ORAL

500MG

TABLET; ORAL
125MG

250MG

500MG

FURAZOLIDQNE

BIO SUSPENS

SLYCOBTARSOL

BIO

ION; ORAL

50MG/15ML

tablet; oral

lOOKG

sallamine triethiodide

injectable; injection

20MG/ML

100MG/T1L

tablet; oral

500M6

SLYCOPYRROLATE

injectable; injection
0.2MG/ML

tablet; oral
IMG

2MG

eENTIAN VIOLET

cream; topical
1.35X

jelly; vaginal
O.IX

GQNADOTROPIN. CHORIONIC

injectable; injection

10,000 lU/VIAL



GUANETHIOINE SULFATE

BIO tablet; oral

10K6

25M6

GUANIDINE HYDROCHLOPIOE

tablet; oral

125HG

HALOTHANE

liquid; inhalation

99.99/i

HEPARIN SODIUM

injectable; injection

10 UNITS/ML

100 U>JITS/ML

500 UNITS/ML

1,000 UNITS/ML

5,000 UNITS/ML

10,000 UNITS/ML

20,000 UNITS/ML

<»0,000 UNITS/ML

HEPTABARBITAL

tablet; oral

200MG

HEXACHLOROPHENE

EMULSION; TOPICAL

3X

HEXAFLUOPENIUM BROMIDE

injectable; injection

20MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS 19

HEXOCYCLIUM METHYLSULFATE

solution; oral

25MG/0.6ML

tablet; oral

25MG

BIO TABLET, CONTROLLED RELEASE; ORAL
50MG

HEXYLCAINF HYDROCHLOPIOE

INJECTABLE; INJECTION

IX

25MG/ML

SOLUTION; TOPICAL

BY.

HI5TAMINE PHOSPHATE

INJECTABLE; INJECTION

0.275MG/ML

0.55t1G/ML

IMG/ML

2.75MS/ML

HQMAT7?0PINE METHYLBROMIDE

tablet; oral

5MG

10M6

TABLET, CHEWABLE; ORAL

3riG

HOMATROPINE METHYLBROMIDE; HYDROCOOONE BITARTRATE

SYRUP; ORAL

1.5MG/5ML;5MG/5ML

tablet; oral

1.5MG;5MG

HEXETIDINE

gel; vaginal

O.IX

HYALURONIDASE

injectable; injection

5 units/vial

150 UNITS/ML

150 UNITS/VIAL

1,500 UNITS/VIAL



HYDPALAZINE HYDROCHLOWIDE

INJECTable; injection
20MG/ML

tablet; oral
lOMS

25MG

50MG

lOOHG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

HYnPnCHLORQTWIAZIDE; SPIPOftoLACTQNE

BIO tablet; oral
25KG:25MG

HYDROCORTAMATE HYDROCHLORIDE

ointment; topical

0.5Z

20

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE

bio

DEF

capsule; oral

25MG;25MG

50MG;50MS

100MG;50MG

tablet; oral

25MG:15MG

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE

DEF tablet; oral
25mg;i5mg;o.img

HYDRALAZINE HYDROCHLORIDE; RESERPINE

DEF tablet; ORAL

25MG;0.1MG

50M&;0.2MG

HYDROCHLOROTHIAZIDE

SOLUTION; ORAL

50MG/5ML

50MG/0.5ML

BIO tablet; oral

25MG

50M6

100M6

HYDROCHLOROTHIAZIDE; RESERPINE

DEF TABLET; ORAL
25MG;0.1MG

25MG;0.125MG

5omg;o.img

50H6;0.125M6

HYDRQCOPTISONE

aerosol; TOPICAL
0.5Z

ly.

cream; RECTAL

1'/.

cream; TOPICAL

o.sy.

1'/.

zy.

z.sy.

gel; topical

iz

2.5Z

BIO injectable; injection
somg/ml

injectable; injection
5MG/ML

liquid; topical
IZ

2.5Z

lotion; topical
0.5Z

IZ

2Z

2.5Z

ointment; ophthalmic
0.5Z

ointment; topical

0.5Z

IZ

2,5Z



HYDROCORTISONE

solution; OPHTHAUtlC

0.2'/.

SUSPENSION; OPHTHALMIC

o.sy.

2.S'/.

DBF tablet; oral

SMS

lOMG

20MG

TABLET; VAGINAL

lOMG

HYDROCORTISONE; UREA

cream; topical

ixiioy.

HYDROCORTISONE ACETATE

aerosol; topical

ly.

cream; topical

o.sy.

ly.

DEF injectable; injection

25MG/ML

50MG/ML

LOTION; TOPICAL

O.sy.

ointment; OPHTHALMIC

0.sy.

z.sy.

ointment; OPHTHALMIC* OTIC

1.sy.

ointment; topical

ly.

I.sy.

z.sy.

paste; topical

o.sy.

LIST OF DRUG PRODUCTS SUITABLE FOR AhTOAS

HYDROCORTISONE ACETATE
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SOLUTION; OPHTHALMIC, OTIC
0.5X

1.5X

SUSPENSION; OPHTHALMIC

2'/.

SUSPENSION; OPHTHALMIC, OTIC
0.5'/.

2.5'/.

HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE

aerosol; RECTAL

I'/.ii'/.

cream; topical

o.sy.;i'/.

i'/.',r/.

lotion; TOPICAL

o.s'/.ii'/.

I'/.ii'/.

2.5'/.iiy.

HYDROCORTISONE ACETATE; UREA

cream; topical

ix;iox

HYDROCORTISONE CYPIONATE

BIO SUSPENSION; ORAL

EQ lOMG BASE/5ML

HYDROCORTISONE HEMISUCCINATE

injectable; injection

EQ lOOMG BASE/VIAL

EQ 250MG BASE/VIAL

EQ 500MG BASE/VIAL

HYDROCORTISONE SODIUM PHOSPHATE

injectable; injection

EQ 50MG BASE/ML



HYDROCORTISONE SQDIUH SUCCINATE

injectable; injection

EQ 100H6 BASE/VIAL

EQ ZSOm BASE/VIAL
EQ 500HG BASE/VIAL

EQ IGM BASE/VIAL

HYDROCORTISONE TEBUTATE

BIO INJECTABLE; INJECTION

25MG/ML

HYDROFLUHETHIAZIDE

syrup; oral

50MG/SML

BIO tablet; oral

BONG

hydroflunetniazide; reseppine

bio tablet; oral

50H6;0.125N6

HYDRQXOCOBALAMIN

INJECTABLE; INJECTION

IMG/ML

HYDRQXYAMPHETAMINE HYDR08R0MIDE

SOLUTION; OPHTHALMIC

IX

HYDROXYCHLOROQUINE SULFATE

tablet; oral

EQ 155MG BASE

EQ 300HG BASE

HYDROXYDIONE SODIUM SUCCINATE

INJECTABLE; INJECTION

500MG/VIAL

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

HYDROXYPROGESTERONE CAPRQATE

INJECTABLE; INJECTION

125MG/ML

25CMG/ML

HYDPOXYSTILBAMIDINE ISETHIONATE

INJECTABLE; INJECTION

225MG/VIAL

HYDROXYZTNE HYDRDCHLORIDE

INJECTABLE; INJECTION

25f1G/ML

50MG/ML

SYRUP; ORAL

10MG/5ML

BIO« TABLET; ORAL

lOMG

25MG

50MG

lOOMG

HYDROXYZTNE PAMOATE

BIO capsule: oral

EQ 25MS HCL

EQ 50MG HCL

EQ 100M6 HCL

BIO suspension; oral

EQ 25MG HCL/5ML

HYOSCYAMTNE SULFATE; PHEN06ARBITAL

TABLET; ORAL

0.125MG;15MG

IMIPPAMINE HYDROCHLQRIDE

CONCENTRATE; ORAL

25MG/t1L

INJECTABLE; INJECTION

12.5KG/ML

22

BIO TABLET; ORAL

lOMG

25MG

50MG



INDPCYANTNE 6REEN

injectable; imjection
lOMG/VIAL

25MG/VIAL

^OMG/VIAL

50MG/VIAL

LIST OF DRUG PRODUCTS SUITABLE FOR AhEJAS

TOTHALAMATE SODIUM
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INULIN

injectable; injection

lOOMG/ML

INVERT sugar; UREA

INJECTABLE; INJECTION

10GM/100ML;<»Gri/100ML

lOGM/lOOML;30GM/100ML

IQOIPANIDE HEGLUMINE

injectable; injection

5zy.

lODIPAmOE SODIUM

injectable; injection

zoy.

IQPANQIC ACID

tablet; oral

500HG

injectable; injection
60'/.

IPQDATE CALCIUH

granule; oral

3GM/PACKET

IPQDATE SODIUN

capsule; oral
500MG

IRON DEXTRAN complex

injectable; injection

EQ 50MG IRON/ML

ISOETHARINE HYDROCHLORIDE

solution; INHALATION

0.062'/.

0.077/.

0.06Z3'/.

o.r/.

0.125X

0.1^3'/.

0.167'/.

0.17/.

0.2'/.

0.25/.

O.B'/.

r/.

lOPHENDYLATE

injectable; injection

100/.

ISOETHARINE NESYLATE

BIO aerosol; inhalation
0.61/.

TOPYDOLt lOPYDONE

suspension; intpatracheal

^6/.; 30.5'/.

TOTHALAMATE HEGLUMINE

injectable; injection

60/.

ISOFLUPOPHATE

ointment; ophthalmic
0.025X

solution; ophthalmic

0.1'/.



ISONIAZID

injectable; injection
25MG/ML

lOOHG/ML

SYPUP; ORAL

50MG/5ML

tablet; oral

50MG

100H6

300H6

isoniazid; sodium aminqsalicylate

BIO tablet; oral

12.5MG;500N6

20MG:500MG

ISOPROPAhlDE iodide

tablet; oral

EQ SMG BASE

ISQPPOTERENOL HYDRDCHLORIDE

DEF aerosol; inhalation

0.25Z

injectable; injection

0.02MG/ML

0.2MG/ML

solution; inhalation

0.031Z

0.062Z

o.zsy.

0.5Z

1'/.

BIO tablet; rectal* sublingual

loriG

IStlG

list of drug products SUITABLE FOR ANDAS

ISQPPOTERENOL SULFATE

BIO aerosol; inhalation

2MG/ML

BIO powder; inhalation

lOX

25/:

ISOTHIPE^mYL HYDROCHLORIDE

syrup; oral

^iMG/5ML

tablet; oral

^MG

24

LEUCOVORIN CALCIUM

injectable; injection

3MG/ML

LEVALLORPHAN TARTRATE

injectable; injection

IMG/ML

levonordefrin; mepivacaine hydrochloride

injectable; injection

o.o5mg/ml;2;:

levonordefrin; procaine hydrochloride; propoxycaine

hydrochloride

injectable; injection

0.05MG/ML;2X;0.4X

levonordefrin; procaine hydrochloride; tetracaine hydrochloride

injectable; injection

o.o5mg/ml;2;:;o.15;:

ISOPROTERENOL HYDROCHLORIDE: PHENYLEPHRINE BITARTRATE

BIO aerosol; inhaution

4MG/ML;6MG/T1L

LIDOCAINE

ointment; TOPICAL

5/.



LIDOCAINE HYDROCHLOBIDE

INJECTable; injection
0.57.

17.

1.57.

Z7.

lOZ

jelly; topical

2Z

solution; oral
2Z

solution; topical

2Z

4Z

LINDANE

cream; topical

iz

lotion; topical

iz

shampoo; topical

IZ

LIOTHYRONINE SODIUM

BIO tablet; oral

EQ 0.005r:G BASE

EQ 0.025MG BASE

EQ 0.05MG BASE

MANNITQL

injectable; injection

12.5GM/50ML

MANNITQL; SORBITOL

solution; irrigation

S^OMG/IOOML;2.7GM/100ML

SOLUTION; URETHRAL

5.AGM/100ML;27GM/100ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANOAS

MECAMYLAMINE HYDROCHLORIDE
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BIO tablet; oral

2.5M6

I0M6

MECHLORETHAMINE HYDROCHLORIDE

INJECTABLE; INJECTION

lOHG/VIAL

MECLIZINE HYDROCHLORIDE

TABLET; ORAL

12.5M6

25MG

MEDROXYPROGESTERONE ACETATE

DEF tablet; oral

2.5MG

10M6

MENADIOL SODIUM DIPHOSPHATE

INJECTABLE; INJECTION

5MG/ML

lOMG/ML

37.5MS/ML

BIO tablet; oral

5M6

MENAOIONE

BIO tablet; oral

5M6

MENADIONE SODIUM BISULFITE

INJECTABLE; INJECTION

2.5MG/ML

5MG/ML

7.2MG/T1L

lOMG/ML

BIO tablet; oral

SMS



HEPENZOIATE BROMIDE

liquid; oral

25NG/5ML

tablet; ORAL

25K6

MEPERIDINE HYDROCHLORIDE

elixir; oral
50MG/5ML

injectable; injection

lOMG/ML

25MG/NL

50r:G/ML

75M5/ML

lOOMG/ML

tablet; oral

50MG

100K6

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

MEPR09AHATE
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HEPERIDINE HYDROCHLORIDE; PRONETHAZINE HYPROCHLORIDE

INJECTABLE; INJECTION

25MG/ML;25MG/ML

HEPHENTERMINE SULFATE

injectable; injection

15MG/ML

30M6/ML

MEPHENYTOIM

BIO tablet; oral

lOOtIG

MEPIVACAINE HYDROCHLORIDE

injectable; injection

IX

2X

3X

neprobanate

BIO capsule, controlled release; oral
200MG

Aoor:G

injectable; injection

bomg/ml

suspension; oral

200MG/5ML

tablet; oral

200K6

AOOKG

600MG

mercaptomerin sodium

injectable; injection

125MG/ML

l.<fGM/VIAL

MERCAPTOPUPINE

BIO tablet; oral

50MG

MERCUMATILIN SODIUM

injectable; injection
132MG/ML

HERSALYL SODTUN; THEOPHYLLINE

injectable; injection

100riG/ML;50MG/ML

netaraminol bitartrate

injectable; injection

EQ lOMG BASE/ML
EQ 20MG BASE/ML

tIETAXALONE

tablet; oral

400MG

capsule; oral

200hG



METHADOHE HYDROCHLOBIDE

injectable; injection

lOMG/ML

SOLUTION; ORAL

5MG/5ML

10MG/5ML

syrup; ORAL

X0MG/30ML

tablet; ORAL

5MG

lOHG

HETHALLENE5TRIL

BIO TABLET; ORAL

3MG

20M6

METNAMPHETAMINE HYDROCHLORIDE

elixir; oral

3.3MG/5ML

tablet; oral

2.5MG

5MG

lOMG

BIO TABLET. CONTROLLED RELEASE; ORAL
SMS

lOMG

15MG

METWANTNELINE BROMIDE

injectable; injection

SOMG/VIAL

tablet; ORAL

SOtIG

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

METHAZOLAMIDE
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metnarbital

BIO tablet; ORAL

50MS

METHDILAZINE

BIO tablet, chehable; oral
3.6MG

METtiOILAZINE HYDROCHLORIDE

SYRUP; ORAL

AMG/5ML

BIO tablet; ORAL

6MG

METNIMAZOLE

BIO tablet; oral

SMG

lOMG

methocarbamol

injectable; injection

lOCllG/ML

tablet; oral

500MG

750MG

hethohexital sodium

injectable; injection

500MG/AMP

2.5GM/AMP

5GM/AMP

METHOTREXATE

BIO tablet; oral

2.5HG

tablet; ORAL

100M6



HETHOTREXATE SODlUfl

injectable; injection

EQ 2.5MG BASE/ML
EQ 5HG BASE/VIAL

EQ 20MG BASE/VIAL

EQ 25MG BASE/ML

EQ 50MG BASE/VIAL

EQ 100M6 BASE/VIAL

METHOXAMINE HYDPOCHLORIOE

injectable; injection
lOMG/ML

20MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

HETHYCLOTHTAZIDE
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HETHOXAHINE HYDROCHLORIDEt PROCAINE HYDROCHLORIDE

injectable; injection
15MG/ml;xomg/ml

BIO tablet; oral

2.5MG

5KS

hetnyclothiazide; RESERPINE

bio tablet; oral

2.smg;o-1MG

METHYLATRDPINE NITRATE

injectable; injection

5MG/ML

solution; oral

IMG/ML

tablet; oral

IMG

METNOXSALEN

DEF capsule; oral
lOMG

lotion; TOPICAL

IX

METHYLERGONOVINE MALEATE

injectable; injection

0.2MG/ML

BIO tablet; oral

0.2MG

METHOXYFLURANE

solution; inhaution
99.9X

METHSCQPQLAMINE BROMIDE

injectable; injection
IMG/ML

SYRUP; ORAL

1.25MG/5HL

tablet; oral

2.5MG

metnsuximide

BIO capsule; oral

150MG

300M6

METHYLPHENIDATE HYDROCHLORIDE

tablet; oral

SMG

ICMG

20MG

METHYLPPEDNISOLONE

BIO CAPSULE* CONTROLLED RELEASE; ORAL
2MG

AMG

DEF

BIO

tablet; oral

2MG

^MG

tablet; ORAL

16MG



methylprednisolone acetate

DEF injectable; injection
20MG/ML

40MG/ML

eOMG/ML

ointment; topical
o.zsx

ly.

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

METYRAPONE
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TABLET; ORAL

250MG

METYRAPONE TARTRATE

injectable; injection

lOOMG/ML

hethylprednisolone sodium SUCCINATE

injectable; injection

EQ 40MG BASE/VIAL

EQ 125MG BASE/VIAL

EQ 500MG BASE/VIAL

EQ IGM BASE/VIAL

METHYLTESTOSTERONE

DEF capsule; ORAL
lOMG

tablet; buccal, sublingual
5MG

XOMG

DEF

monobenzone

DEF tablet; oral

5MG

lOMG

2SMG

ointment; topical

zoy.

NALORPHINE HYDROCHLORIDE

injectable; injection

0.2M3/ML

5MG/ML

NAPHAZOLINE HYDROCHLORIDE

solution; ophthalmic

o.r/.

NE6AT0L

solution; topical, vaginal

<i5y.

METHYPRYLON

capsule; oral

300MG

tablet; ORAL

SOMG

200M6

METHY5ERGIDE MALEATE

tablet; oral

2MG

negostigmine bromide

solution; ophthalmic

sy.

NIACIN

capsule; oral

500MG

tablet; oral

500M6

METOCURINE IODIDE

injectable; injection
IMG/ML

2MS/ML

NITROFURANTOIN

BIO CAPSULE; ORAL

SOMG

lOOMG



NITROFURANTOIN

BIO suspension; oral

E5MG/5ML

BIO tablet; oral

50MG

lOONG

NITROFURANTOIN SOOIUN

injectable; injection

EQ 180H6 BASE/VIAL

NITROFURAZONE

cream; topical

o.zy.

dressing; topical

0.2/C

ointment; topical

0.2/C

powder; topical

0.2Z

solution; topical

0.2/C

NOREPINEPHRINE BITARTRATE

injectable; injection

EQ O.IMG BASE/^L

EQ IMG BASE/TIL

LIST OF DRUG PRODUCTS SUITABLE FOR ANOAS

NORETHINDRONE

BIO tablet; o

30

ral
SMG

NORETHnmPONE ACETATE

BIO tablet; oral

5MG

ORPHENADPINE CITRATE

injectable; injection
30MG/ML

BIO TABLET, CONTROLLED RELEASE; ORAL
lOOMG

ORPHENADRINE HYORQCHLORIDE

BIO tablet; oral

50MS

OXTRIPHYLLINE

ELIXIR; ORAL

100MG/5ML

BIO TABLET, CONTROLLED RELEASE; ORAL
400riG

600MG

BIO TABLET, ENTERIC COATED; ORAL

lOOMG

200M6

NOREPINEPHRINE BITARTRATE; PROCAINE HTDROCHLORIDE;

PROFDXYCAINE HYDROCHLORIDE

injectable; injection

EQ 0.033M6 BASE/ML;2X;0.4X

fWREPINEPHRINE BITARTRATE; PROCAINE HYDROCHLORIDE: TETPACAINE
HYDROCHLORIDE

INJECTABLE; INJECTION

0.033MG/ML;2X;0.15X

OXYMORPHONE HYDROCHLORIDE

injectable; injection

IMG/ML

1.5MG/^L

BIO suppository; rectal

5MG

tablet; oral

lOMG

oxyphenbutazone

BIO tablet; oral

100M6



LIST OF DRUG PRODUCTS SUITABLE FOR AKDAS 31

OXYPHENCYCLIHINE HYDROCHLORIDE

tablet; ORAL

lOfIG

OXYPHENONIUH BROHIDE

injectable; injection
2MG/ML

SYRUP; ORAL

5MG/4ML

tablet; oral

5MG

OXYTOCIN

solution; nasal

<♦0 usp units/ml

parametwadione

BIO capsule; oral

150MG

300MG

concentrate; oral

300MG/ML

PENTQ8ARBITAL SODIUM

capsule; oral

30MS

50MS

lOOMG

injectable; injection
sor^s/tiL

130MG/ML

162MG/ML

325MG/ML

BIO suppository; rectal

30flS

60KG

120MG

200t1G

tablet; oral

lOONG

pentoliniun tartrate

injectable; injection

lOMG/ML

tablet; oral

20MG

^OMG

lOOMG

PARAMETHASONE ACETATE

BIO TABLET; ORAL

IMG

2M6

PENTHIENATE BROMIDE

elixir; oral

2.5riG/5ML

TABLET; ORAL

5M6

PENTOBARBITAL

elixir; oral

18.2MG/5ML

PERPHENAZINE

concentrate; oral

16MS/5ML

injectable; injection

5MS/ML

BIO suppository; rectal

2MG

<fMG

8MG

syrup; oral

2MG/5ML

BIO tablet; oral
2MG

CMG

16MG

BIO TABLET* CONTROLLED RELEASE; ORAL
8MG



PHENACEMIOE

BIO tablet; oral

500rt6

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

PHENMETRA2INE HYPROCHLORIOfe

BIO TABLET, COMTROLLED RELtASE; ORAL
75HG
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PHENAZOCINE HYDROBROMIDE

injectable; injection

EQ ZMG BASE/nL

PHENOXYBEMZAMINE HYDROCHLOPIDE

BIO capsule; oral

lOMG

phendihetrazine tartrate

capsule; oral

35MG

BIO CAPSULE, CONTROLLED RELEASE: ORAL
105MG

tablet; oral

17,5MG

35MG

PHENELZINE SULFATE

bio tablet; oral

EQ 15KG BASE

PHENINDAHTNE TARTRATE

SYRUP; ORAL

lOMG/StIL

tablet; ORAL

25KG

PHENINDIONE

BIO tablet; oral

SONG

SONG

PHENIRANINE HALEATE

tablet; oral

25NS

PHENNETRAZINE HYDROCHLORIDE

tablet; oral

25MG

PHENPROCOUNON

BIO tablet; oral

3MG

PHENSUXINIDE

BIO capsule

BIO

; oral

250MG

500NG

suspension; oral

300MG/5NL

PHENTERMINE HYDROCHLORIDE

capsule; oral

6NG

15MG

30MG

37.5NG

tablet; oral

8NG

30MS

37.5M6

PHENTERNINE RESIN COMPLEX

BIO capsule, controlled release; oral
EQ 15MG BASE

EQ 30NG BASE

PHENTOLAMINE HYDROCHLORIDE

BIO tablet; oral

SONG



POLDTNE HETMYLSULFATg

tablet; oral

AH6

POLYESTRADIOL PHOSPHATE

injectable; injection
AOMG/AMP

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

PREONISOLONE ACETATE

DEF injectable; injection

20riG/ML

ZSHG/ML

40t:G/ML

50MG/riL

SOLUTION; OPHTHALMIC

0.2X

34

POLYTHIAZIOE

BIO tablet; oral
IMS

2MS

4M6

POTASSIUM AMINOSALICYLATE

BIO capsule; oral

500MG

powder; oral

3GM/PACKET

lOO/C

BIO tablet; oral

500MG

POTASSIUM CHLORIDE

injectable; injection

IMEQ/ML

l.SMEQ/ML

2MEQ/ML

2.AMEQ/ML

3MEQ/ML

3.2MEQ/ML

4riEQ/ML

5MEQ/ML

PREDNISOLONE

DEF tablet; oral

IMG

2.5M6

5M6

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM

ointment; OPHTHALMIC

0.2X;10X

a.zs/.iioy.

SUSPENSION; OPHTHALMIC

o.zsy.nd'/.

0.5'/.',loy.

PREDNISOLONE SODIUM PHOSPHATE

injectable; injection

EQ 20MG PHOSPHATE/ML

ointment; OPHTHALMIC, OTIC

EQ 0.25>i PHOSPHATE

solution; OPHTHALMIC

EQ 0.1/C BASE

EQ 0.113X PHOSPHATE

0.125/:

EQ 0.6'/. BASE

1'/.

solution; OPHTHALMIC, OTIC

EQ 0.5X PHOSPHATE

EQ 0.9X PHOSPHATE

PREDNISOLONE SODIUM SUCCINATE

INJECTABLE; INJECTION

EQ 50MG BASE/VIAL

PREDNISOLONE TEBUTATE

BIO injectable; injection

20MG/^L



PREDNISnNE

DEF capsule; oral
50M3

BIO CAPSULE» (SPRINKLES); ORAL
SMS

lOMG

20MG

30MG

BIO SYRUP; ORAL

5MS/5ML

5MG/0.5ML

DEF tablet; oral

IMG

2.5HG

5MG

lOMG

20 MS

25MG

50M6

PPIMAQUINE PHOSPHATE

tablet; ORAL

EQ 15M6 base

PRIHIDONE

BIO SUSPENSION; ORAL
250MG/5ML

BIO tablet; oral
50MG

250MG

PROBENECID

BIO tablet; ORAL

500MG

PROCAINAMIDE HYDROCHLORIDE

BIO capsule; oral
250MG

375MG

50CMG

ikjectable; injection
lOOMG/HL

500MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS 55

PPOCAINAMIDE HYDPOCHLORinE

BIO TABLET; ORAL

250MG

375M3

500MG

BIO TABLET. CONTROLLED RELEASE; ORAL
250MG

50CMG

750M3

PROCAINE HYDROCHLORIDE

injectable; injection

0.5X

17.

2X

107.

Z07.

PROCAINE HYDROCHLORIDE; TESTOSTERONE PHENYLACETATE

bio injectable; injection

1Z;50NG/ML

PROCAINE MERETHOXYLLINE; THEOPHYLLINE

injectable; injection

ioomg/ml;50mg/ml

prochlorperazine

bio suppository; rectal
2.5MG

5MG

25M6

prochlorperazine edisylate

cok^centrate; oral

EQ lOMG BASE/HL

injectable; injection
EQ 5M6 base/ml

syrup; oral

EQ 5MG BASE/SML



PHENTOLAMINE HESYLATE

injectable; xhjection

5HG/V1AL

PHENYL AMINOSALICYLATE

pomder; oral

50'/.

BIO tablet; oral

500rt6

phenylbutazone

bio capsule; o

BIO

ral

lOOKS

tablet; oral

100K6

PHENYTOIN

bio suspension; oral

SOMG/SML

50MG/5ML

1Z5MG/5ML

bio tablet* cheuable; oral

BONG

PHENYTOIN SODIUM

injectable; injection

50«G/t1L

list of drug products suitable for andas

PHYTONADIONE

DEF injectab

33

BIO

le; injection

1NG/0.5ML

lOMG/ML

tablet; oral

5MG

PIHINODINE ESYLATE

injectable; injection

20MG/ML

tablet; oral

50MG

PIPENZOLATE BROMIDE

capsule; ORAL

5t1G

elixir; oral

5KG/15ML

tablet; oral

5«G

PIPERAZINE CITRATE

syrup; oral

EQ 500M6 BASE/5NL

tablet; oral

EQ 250KG BASE

EQ 500MG BASE

PHENYTOIN SODIUM. EXTENDED

BIO capsule: oral

30M6

lOOMG

PHENYTOIN SODIUN* PROMPT

BIO capsule; oral

30MG

loons

PIPERAZINE ESTRONE SULFATE

cream; VAGINAL

1.5M6/GM

BIO TABLET; ORAL

0.75MG

1.5MG

3MG

6MG

PIPERAZINE PHOSPHATE

TABLET, CHEWABLE; ORAL
EQ 500MG BASE



PROCHLORPERAZINE MALEATE

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

PPOMETHAZINE HYDROCHLORIDE

BIO CAPSULE, CONTROLLED RELEASE: ORAL

EQ lOKG BASE

EQ 15MG BASE

EQ 30HG BASE

EQ 75HG BASE

610 tablet; ORAL

EQ 5(16 BASE

EQ 10M6 BASE

EQ 25M6 BASE

PROCYCLIDINE HYDROCHLORIDE

tablet; ORAL

5M6

PROGESTERONE

injectable; injection
25MG/ML

50MG/ML

PRQNAZINE HYDROCHLORIDE

concentrate; oral

30MG/ML

lOOMG/ML

injectable; injection

25MG/ML

50MG/ML

SYRUP; ORAL

lOMG/SML

BIO tablet; oral

lONG

25(1S

5QHG

lOOtIG

200NG

PPOMETHAZINE HYDROCHLORIDE

injectable; injection

25MG/ML

50(1G/ML

BIO suppository; rectal

25(1G

50(1G

syrup; oral

6.25MG/5ML

12.5r!G/5riL

25MG/5ML

OEF tablet; oral

12.5MG

25MG

50(13

PROMETHESTROL dipropionate

BID tablet; oral

1(16

prqpantheline bromide

injectable; injection

30MG/VIAL

tablet; oral

7.5HG

15MG

PROPARACAINE HYDROCHLORIDE

solution; ophthalhic

o.sy.

PROPIOMAZINE HYDROCHLORIDE

INJECTABLE; INJECTION

20MG/ML

PROPOXYCAINE HYDROCHLORIDE

INJECTABLE; INJECTION

0.5'/.

PROPOXYPHENE HYDROCHLORIDE

capsule; oral

32M6

65M6

tablet; oral

65MG

36
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PPOPYLIOOONE

suspension; it^atpacheal
soy.

hoy.

PROPYLTHIOUPACIL

DEF tablet; oral
50M6

PROTAMINE SULFATE

injectable; injection
lOMG/ML

50MG/VIAL

PPOTOKYLOL HYDROCHLORIDE

solution; inhaution

lOMG/ML

tablet; oral

2 KG

LIST or DRUG PRODUCTS SUITABLE FOR ANDAS

PYRAZINAMIDE

BIO tablet;

37

ORAL

500KG

PYRIDOSTIGKINE BROMIDE

tablet; oral

60K6

BIO TABLET, CONTROLLED RELEASE; ORAL
180KG

PYRIDOXINE HYDROCHLORIDE

injectable; injection

50KG/ML

lOOKG/ML

PYRILAKINE MALEATE

tablet; oral

25M6

50MG

PROTOVEPATRINE A

BIO tablet; oral

0.2KG

pyrikethakine

BIO tablet; oral

25KG

PROTOVERATRINSS

injectable; injection

0.2hG/ML

BIO tablet; oral

0.2HG

0.5MG

PROTOVERATRINES. MALEATE

BIO TABLET; ORAL

O.SKG

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE

SYRUP; ORAL

30MG/5KL; 1.25t1G/5riL

tablet; ORAL
60K6;2.5K6

PYRROBUTAKTNE PHOSPHATE

tablet; oral

15MG

PYRVINIUK PAKQATE

suspension; oral

EQ 50MG BASE/5ML

tablet; oral

EQ 50KG BASE

QUINETHAZONE

BIO tablet; ORAL

50KG



QUINIDINE GLUCOKATE

injectable; imjection
80MG/t1L

BIO tablet; oral

266t1G

400HG

BIO TABLET, COKTROLLEO RELEASE; ORAL
324KG

QUINIDINE HYDRPCHLORIDE

injectable; injection
120MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

RESERPINE

OEF CAPS

38

DEF

ULE: ORAL

0.25MG

elixir; oral

0.25riG/5ML

IMG/^riL

injectable; injection

E.SMG/ML

5HG/riL

tablet; oral

O.IMG

0.25MG

0.5MG

IMG

PUINIDINE POLYGALACTURONATE

BIO TABLET; ORAL
275MG

QUINIDINE SULFATE

BIO capsule; oral

200MG

300MG

BIO tablet; oral

lOOMG

200MG

300M6

BIO TABLET, COKTROLLEO RELEASE; ORAL
30QHG

RAUMOLFIA SERPENTINA

DEF tablet; ORAL
50MG

lOOMG

PESCINNAMINE

RESERPINE; TRICHLOPMETHIAZIDE

OEF

BIO

capsule; oral

0.5MG

TABLET; ORAL

0.25MG

0.5HG

IKG

DEF tablet; ORAL
o.img;2MG

o.img:'4MG

BIBOFLAVIN PHOSPHATE SODIUM

injectable; injection

50MG/ML

SECOBARBITAL

elixir; ORAL

22MG/SML

SECOBARBITAL SODIUM

capsule; ORAL

50MG

lOOMG

injectable; injection

SOMG/ML

lOOMG/VIAL

250MG/AMP

BIO suppository; rectal
30MG

6CMG

120MG

200MG

TABLET; ORAL

100M6



SELENIUM SULFIDE

cream; topical

Z.S7.

lotion/shampoo; topical
Z.S'A

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

SODIUM POLYSTYRENE SULFONATE

powder; oral» rectal
^53.6GM/B0T

SUSPENSION: ORAL. RECTAL

15GM/60ML

39

SITQSTEROLS

BIO powder: ORAL

1.5GM/PACKET

3GM/PACKET

BIO SUSPENSION: ORAL

3GM/15ML

SODIUM AMINOSALICYLATE

granule: ORAL

5.5GM/PACKET

powder; ORAL

agm/packet

lOO/C

BIO tablet: oral

BOOKS

690M6

IGH

SODIUM SUCCINATE

injectable: injection

30X

SODIUM SUCCINATE HEXAHYDRATE

injectable: injection

30X

SODIUM TETRADECYL SULFATE

injectable: injection

y/.

3/i

SPIRONOLACTONE

BIO tablet: oral

E5MG

lOOKG

SODIUM bicarbonate; sulfadiazine

BIO tablet: oral

32AnG:32AMG

SODIUM IOTHIQURACIL

BIO tablet: oral

50M6

SUCCINYLCHOLINE CHLORIDE

injectable; injection

20MG/ML

25KG/ML

BONG/ML

lOOMG/ML

500MG/VIAL

IGM/VIAL

SODIUM LACTATE; SULFADIAZINE

BIO SUSPENSION: ORAL
1.67GM/BML:B00MG/BML

SULFABEN2AMIDE; SULFACETAMIDE; SULFATHIAZOLE; UREA

CREAM; VAGINAL
3.72:2.862:3.42:^:0.64X

SODIUM meralluride; tneophylline

injectable; injection

EQ 39MG HG/ML:'*8MG/nL

SULFACETAMIDE SODIUM

ointment: ophthalmic
102

1B2

302



SULFACETAMIDE SODIl^

solution; ophthalmic

lOX

15X

SULFACHLOPPYRIDAZINE

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

SULFAMERAZINE

BIO TABLET; O

40

BIO tablet; oral

500MG

SULFADIAZINE

BIO suspension; oral

250HG/5ML

500MG/5ML

BIO tablet; ORAL

250I1G

300MG

500MG

SULFADIAZINE; SULFAtlERAZINE

BIO SUSPENSION; ORAL

150MG/5ML;150MG/5ML

250MG/5ML;250MG/5ML

SULFADIAZINE; SULFAMERAZINE; SULFAHETHAZINE

BIO tablet; ORAL

1S7.5MG;125MG;167.5MG

200HG;100M6;200N6

SULFADIAZINE SODIUM

injectable; injection

250MG/ML

5GM/AMP

SULFAETNIDOLE

BIO suspension; oral

650MG/5ML

BIO TABLET* CONTROLLED RELEASE; ORAL

650M6

RAL

500MG

SULFAMETHIZOLE

solution; NASAL, OPHTHALMIC

<iOMG/ML

BIO suspension; oral

250MG/5ML

SOOMG/SML

BIO tablet; oral

250MG

500MG

IGM

sulfamethoxazole

BIO suspension; oral

500MG/5ML

BIO tablet; oral

500MG

16M

SULFAPYRIDINE

BIO tablet; oral

500M6

sulfasalazine

BIO suspension; oral

250MG/5ML

def tablet; oral

500M6

sulfathiazole

jelly; vaginal
lOZ

SULFINPYRAZONE

BIO capsule; oral

zooms



SULFINPYRAZQN6

BIO tablet: oral

100M6

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

TALBUTAL

tablet; oral

I20MG

41

SULFISOMIOINE

BIO suspension: oral
250MG/4ML

BIO tablet; oral

500N6

SULFISOXAZOLE

creah; vaginal

loy.

BIO suspension; oral

500riG/5ML

BIO syrup; oral
500MS/5ML

BIO* tablet; oral

500MG

SULFISQXAZOLE ACETYL

BIO SUSPENSION: ORAL
EQ 500MG BASE/SML

SYRUP; ORAL

EQ SOOMG BASE/5NL

BIO

TESTOSTERONE

BIO

SULFISQXAZOLE DIOLAHINE

injectable; injecticw

EQ <»00riG BASE/ML

ointtient; ophthalmic

EQ 4X BASE

solution; ophthalmic

EQ 4X BASE

SULFOXONE SODIUM

BIO TABLET, ENTERIC COATED; ORAL
330M6

pellet; IMPLANTATION
75MG

TESTOSTERONE CYPIONATE

injectable; injection

50MG/ML

lOOMG/ML

200MG/ML

TESTOSTERONE ENANTHATE

injectable; injection

lOOMG/ML

200MG/ML

TESTOSTERONE PROPIONATE

injectable; injection

25MG/ML

50MG/ML

lOOMG/ML

TETRAHYDROZOLINE HYDROCHLORIDE

solution; NASAL

0.05X

O.IK

spray; nasal

O.XK

theophylline

DEF capsule; oral

50MG

100M6

200MG

250MG



LIST OF DRUG PRODUCTS SUITABLE FOR AtflJAS 42

THEOPHYLLINE THEOPHYLLINE SODIUM PLYCINATE

BIO CAPSULE, COKTROUED RELEASE; ORAL

50MG

60M5

lOOMG

125MG

130MG

250M3

260I1G

300riG

BIO CAPSULE, COKTROLLED RELEASE (SPRINKLES); ORAL
SSMG

SOtIG

75MG

125MG

ZOOMG

elixir: oral

eOMG/15ML

112.5MG/15ML

solution; oral

80MG/15ML

BIO suspension; oral

lOOMG/SML

syrup; oral

60MG/15ML

150MS/15ML

BIO suppository; rectal

EQ 390MG BASE

syrup; oral

EQ 65M3 BASE/SHL

BIO tablet; oral

EQ 150NG BASE

EQ 162t1G BASE

EQ 165NG BASE

BIO TABLET, CONTROLLED RELEASE; ORAL

EQ XOOMG BASE

EQ 300MS BASE

THIAMINE HYDROCHLORinE

injectable; injection

lOOMG/ML

200MG/ML

THIAHYLAL SODIUM

injectable; injection

500n3/AMP

IGM/AMP

5GM/AMP

def tablet; oral

lOOMS

125MG

200MG

225NG

250MG

BIO TABLET, CONTROLLED RELEASE; ORAL
lOONG

200MG

250MG

300M6

400MG

THIETHYLPERAZINE HALATE

injectable; injection

5MG/t1L

THIETHYLPERAZINE MALEATE

BIO tablet; oral

lOMG

THIOPENTAL SODIUM

THEOPHYLLINE SODIUM GLYCINATE

BIO suspension; rectal

400NG/GM

elixir; oral

EQ 165HG BASE/ISNL THIOPROPAZATE HYDROCHLORIDE

injectable; injection

EQ 20MG BASE/ML

BIO tablet; ORAL

5K6



THIORIDAZINE HYDRQCHLORIDE

CONCEhfTRATE; ORAL
30MG/ML

BIO TABLET? ORAL

lOMG

15MG

25MG

50MG

lOOMS

150M6

200K6

THIOTEPA

injectable; injection

15MG/VIAL

THONZYLAHINE HYDRQCHLORIDE

tablet; oral

SONG

THYROGLQBULIN

DEF

BIO

tablet; oral

16MG

32MG

65MG

tablet; oral

lOOHG

200M6

325riG

thyrotropin

injectable; injection

10 lU/VIAL

tolbutanide

BIO tablet; oral

500MG

tolbutamide SOOIUN

injectable; injection
EQ IGll base/vial

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

TPTAMCINOLONE

A3

DEF

BIO

tablet; oral

IMG

2MG

AMG

8MG

TABLET; ORAL

16MG

TRIAMCINOLQNE ACETONIDE

aerosol; TOPICAL

O.IX

O.IATMG/GM

0.75Z

cream; TOPICAL

0.025Z

O.IX

0.25Z

o.sx

gel; TOPICAL

O.IZ

DEF INJECTABLE; INJECTION
lOMG/ML

AOMG/ML

lotion; TOPICAL

0.025X

O.IZ

OINTMENT; TOPICAL

0.025Z

0.17.

0.57.

PASTE; DENTAL

0.17.

TRIAMCINQLONE DIACETATE

DEF INJECTABLE; INJECTION
25MG/ML

AOMG/ML

SYRUP; ORAL

2MG/5ML



TPIAhtCINOLONE HEXACETONIDE

DEF injectable; injection

5MG/ML

20MG/ML

TRICHLOPMETHIAZIDE

DEF tablet; oral

SMS

4M6

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

TRTFLUOPERAZINE HYDRQCHLORtDE

BIO tablet; ORAL

EQ IMG BASE

EQ 2MG BASE

EQ 5MG BASE

EQ lOMG BASE

TRIFLUPRQMAZINE

A4

BIO SUSPENSION; ORAL

EQ 50MS HCL/5ML

TRICYCLAMOL CHLORIDE

capsule; oral

50M6

tablet; oral

50MG

TRICYCLAMOL SULFATE

capsule; oral

25MG

TRIDIHEXETHYL CHLORIDE

injectable; injection

lOMG/ML

tablet; oral

25MG

TRIETHANOLAMINE POLYPEPTIDE OLEATE CONDENSATE

solution; OTIC

10'/.

TPIETHYLENEMELAMINE

BIO tablet; oral
SMG

TRIFLUOPEPAZINE HYDRQCHLORIDE

concentrate; oral

EQ lOMG BASE/ML

injectable; injection
EQ 2MG BASE/ML

TRIFLUPRQMAZINE HYDRQCHLORIDE

injectable; injection

3NG/ML

lOMG/ML

20MG/ML

BIO tablet; oral
lOMG

25MG

50MG

TRIHEXYPHENTDYL HYDRQCHLORIDE

BIO CAPSULE* CONTROLLED RELEASE; ORAL
SMG

ELIXIR; ORAL

2MG/5ML

tablet: oral

2M6

SMG

TRIMEPPAZINE TARTRATE

BIO CAPSULE, CONTROLLED RELEASE; ORAL
EQ SMG BASE

SYRUP; ORAL

EQ 2.SMG BASE/5ML

BIO tablet; oral
EQ 2.SMG BASE



TRIMETtiADIONE

BIO CAPSULE; ORAL
300MG

solution; oral

200MG/5ML

BIO TABLET, CKEMABLE; ORAL
ISOMG

TRIMETHAPHAN CArtSYLATE

injectable; injection

50MG/ML

LIST OF DRUG PRODUCTS SUITABLE FOR ANDAS

TRIPROLIDINE HYDRQCHLORIDE

syrup; ORAL

1.25MG/5ML

tablet; ORAL

2.5MG

trisulfapyrihidines

BIO suspension; oral

500MG/5ML

BIO tablet; oral

250M6

500MG

A5

trimetwidinium metnosulfate

BIO tablet; oral

20MG

trimethobenzanide hydrochloride

BIO capsule: oral

200MG

400MG

injectable; injection

lOOMG/ML

tripelennamine citrate

elixir; oral

EQ 25NG KCL/5KL

tropicamide

solution; ophthalmic

0.5X

IX

TRYPSIN

PONDER; inhalation

125,000 UNITS/VIAL

250,000 UNITS/VIAL

TUBOCURAPINE CHLORIDE

injectable; injection

3MG/ML

15MG/ML

TRIPELENNAMINE HYDROCHLORIDE

injectable; injection

25MG/ML

tablet; oral

25MG

50MG

BIO TABLET, CONTROLLED RELEASE; ORAL
50MG

100M6

URACIL MUSTARD

BIO capsule: oral

IKG

VASOPRESSIN TANNATE

injectable; injection

5 PRESSOR UNITS/ML

VERATRUM VIRIDE

BIO TABLET; ORAL

130 CSR UNITS
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VINBAPBITAL

capsule; oral

lOOMG

VINBLASTINE SULFATE

injectable; injection

lOMG/AMP

vitamin a

injectable; injection

25,000 lU/ML

50,000 lU/ML

VITAMIN A PALMITATE

injectable; injection

EQ 50,000 UNITS BASE

MARFARIN POTASSIUM

BIO tablet; oral

5MG

10M6

WARFARIN SODIUM

injectable; injection

5011G/VIAL

75MG/VIAL

bio tablet; oral

2MG

2.5MG

5M3

7.5MG

10M6

25M6

i..
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APPENDIX A

Dosage Forms

AEROSOL

CAPSULE

CAPSULE (sprinkles)
CAPSULE, CONTROLLED RELEASE
CAPSULE, CONTROLLED RELEASE (sprinkles)
CONCENTRATE

CREAM

DRESSING

ELIXIR

EMULSION

GEL
GRANULE

INJECTABLE

JELLY

LIQUID
LOTION

LOTION/SHAf^OO

* For Oral or Ophthalmic use only

. »

OINTMENT

PASTE

PELLET

POWDER

*POWDER FOR RECONSTITUTION

SHAW'OO
SOLUTION

SPRAY

SUPPOSITORY

SUSPENSION

SYRUP

TABLET

TABLET, CHEWABLE
TABLET, CONTROLLED RELEASE
TABLET, ENTERIC COATED
jMeou



APPENDIX B

Routes of Administration

BUCCAL

DENTAL

Ihf^LANTATION

INHALATION

INJECTION

INTRATRACHEAL

INTRAUTERINE

IRRIGATION

NASAL

OPHTHALMIC

ORAL

OTIC

RECTAL

SUBLINGUAL

TOPICAL

URETERAL

URETHRAL

VAGINAL



Abbreviations

APPENDIX C

AhT

BOT

CSR

EQ
GM

HG

INH

lU

MEQ

MG

ML

UGM

USP

ampule
bottIe

carotid sinus reflex

equivalent + 0

gram

mercury

Inhalation

International units
ml 1 1 lequivalent
ml 1 1 1 gram
ml I 11 1 iter

microgram
United States Pharmacopeia


