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NDA 86-954

lLederle Laboratories 'JAN | 5 198€

- Attention: Mr, Frank P. Bisceglie

Pearl River, NY 10963
Dear Sir;

We acinowledge the receipt of your commmication dated July 21, 1988
requesting withdrawal of approwl of your abbreviated new drug cpplication for
Probenecid with Colchicine Tablets USP, 500 mg/0.5 mg.

In campliance with your request and in accord with section 314.150(c) of the
Federal Food, Drug, and Cosmetic Act, action will be taken to withdraw
approval of the application. Appropriate notice will be givem by publication
in the Federal Register in accord with sectiom 314.152,

This withdramml will not prejudice any future filing of the applicatiom. You

may request that the information in this application be considered in
camection with any resutmission,

y yours,
S
Division of

Office of Drug
Center for Drug Evaluatiom and Research
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approved withdrawal



AR 41979

EDA 86-934

Lodirh Laboratorias
Attention: Andrew G. Andersom
North Middletown Roaed

. Pearl River, NY 109635

Gentlemen)

We acknowledge the reeeipt of youwr abbreviated new drug spplicatiom
submitted purswant to Section 505(d) of the Pedersl Food, Drug, and
Cosmetic Act for the following:

NANE OF DRUG: Prodenscid 500 mg with Colchicine 0.5 mg Tablets
DATE OF APPLICATION: March 19, 1979

DATE OF ncmm March 23, 1979

ihwulm'ithyaufmhudurmhmhdmonomq
to review the spplieation. .

Pleasse identify sny cations conesruning this spplieatiom vith
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LEDERLE LABORATORIES L/c/ ’{,E
ADI‘vlelon of AMERICAN CYANAMID COMPANY ‘\»
PEARL _RIVIN. NEW YORK 10068
AREA CODE 914 7'5-5000’
August 17, 1979 - -
Marvin Seife, M.D., Director DR/G NEW{‘/‘
Generic Drug Staff ' JJRRES]

Office of Scientific Evaluation
Bureau of Drugs

Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Probenecid w/Colchicine
Tablets, 500 mg/0.5 mg
ANDA #86-954

Dear Dr, Seife:

Bulk products when received from the manufacturer at our Pearl
River Plant will be delivered to the Quallty Control Quarantine
area where it will be held untll control release, prior to
packaging.

If any further information 1s required, please do not hesitate
to contact us.

Very truly yours,

:'.// -
&2 T
Aﬁg;ew G. Anderson

-~ Manager of Labeling and
Generic Drug Mono
Office of Gover
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LEDERLE LABORATORIES zy/‘

A DivisTon of AMERICAN CYANAMID COMPANY
PEARL RIVER, NEW YORK 10088

AREA CODE 914 783-3000

May 14, 1979

_‘w

i)

Marvin Seife, M.D., Director et l*"”’k
Generic Drug Staff CWA
Office of Scientiflc Evaluation \vjjj&
Bureau of Drugs
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857
Probenecid with Colchicine
Tablets 500 mg/0.5 mg
NDA 86-954 -
Dear Dr. Seife:

Please be advised that Lederle Laboratories wilill be the sole
packager of the above referenced product. All packaging com-
ponents used are in conformlty with the current food additive
regulations. The expiration date will commence from the date
of bulk release by Danbury Pharmacal, Inc., Danbury, Conn,

If any further information 1s required, please do not hesitate
to contact us.

Very truly yours,

_ Andrew 5 Andé;;;;___*—“‘“*~
Manager of. Labelling and

Generic Drug Monographs
Office of Government Controls

AGA:dp




LEDERLE LABORATORIES

A Division of AMERICAN CYANAMID COMPANY

PEARL RIVER, NEW YORK 10068 ’

AREA CODE 914 783.3000 w
P .

March 19, 1979

Marvin Seife, M.D., Director
Generlc Drug Staff
Office of Scientific Evaluation
Bureau of Drugs
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

PROBENECID

with COLCHICINE

, TABLETS 500mg/0.5mg

Dear Dr. Seife: °

Enclosed please find an abbreviated new drug application for
the packaging of Probenecid with Colchicine Tablets, 500 mg/
0.5 mg. The bulk tablets will be manufactured by Danbury
Pharmacal, Inc., Danbury, Connecticut under their NDA 84-279
and delivered to Lederle Laboratories for packaging and
control release.

We will place at least three production batches of packaged
product on stabllity testing at intervals from control re-

leases of 3, 6, 9, 12, 18, and 24 months. The current two

year explration date will be used,

If any further information 1s required, please do not
hesitate to contact us.

Very truly yours,

beling
rQg Monograp
£ Government Confirols

* MAR231979

Generic
Office
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DEPARTMENT OF HMEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
9600 FISHERS LANE

ROCKVILLE, MARYLAND 20852

NEW DRUG APPLICATION (DRUGS FOR HUMAN USE)
(Titié 21, Code of Federal Regulations, § 314.1)

Form Approved
OMB No. 57-R0003

Name of applicant Lederle Laboratories

North Middletown Road, Pearl River, N.Y. 10965
Date - HAR 1 9 1979

Name of new drug Probenecid with Colchicine Tablets 500 mg/0.5 mg

Address

] Amendment to abbreviated, unapproved spplication
(regulation § 314.6).

(] Supplement to an approved application (regulation § 314.8).

[T] Orginal application (regulation § 314.1).
L_J Amendmen: to original, unapproved application
ireguiation § 314.6)
q Abbreviated application (regulation § 314.11(t)). (] Amendment to supplement to an approved application.

The undersigned submits this application for a new drug pursuant to section 505(b) of the Federal Food, Drug, and
Cosmetic Act. It is understood that when this appiication is approved, the labeling and advertising for the drug will prescribe,
recommend, or suggest its use only under the conditions stated in the labeling which is part of this application; and if the
article is a prescription drug, it is understood that any labeling which furnishes or purports to furnish information for use or
which prescribes, recommends, or suggests a3 dosage for use of the drug will contain the same information for its use,
including indications, effects, dosages, routes, methods, and frequency and duration of administration, any relevant warnings,
hazards, contraindications, side effects, and precautions, as that contained in the labeling which is part of this application in
accord with §201.100 (21 CFR 201.100). It is" understood that all representations in this application apply to the drug
produced until an approved supplement to the application provides for a change or the changé is made in conformance with
other provisions of §314.8 of the new-drug regulations.

Attached hereto, submitted in the form described in §314.1(e) of the new-drug regulations, and constituting a part of

this application are the following:

1. Tabie of contents. The table of contents should specify the
volume number and the page number in which the compiete and
detarled item is located and the volume number and the pege
number in which the summary of that item is located (if any).

2. Summary. A summary demonstrating that the application is
well-organmized, adequately tabulated, statistically analyzed {(where
appropriate), and coherent and that it presents a sound basis for
the approval requested. The summary shouid include the following
information’ (In heu of the outline described below and the
evaluation described n ttem 3, and expanded summary and
evaluation as outhined in §314.1(d) of the new-drug regulations
may be submitted 10 facilitate the review of this application.)

a. Chemistry.

+. Chemical structural formula or description for any new-drug
substance.

i+. Relationship to other chemically or pharmacoiogically
related druygs.

ui. Description of dosage form and quantitative composition.

b. Scienuitic rationale and purpose the drug is 10 serve.

c. Reference number of the investigdtional drug notice(s}
under which this drug was investigated and of any notice,
new-druy apphcation, or master file of which any contents are
being incorporated by reterence to support this application.

d. Preclinical studies. [Present all {indings including all adverse
experiences which may be interpreted as incidental or not
drug-related. Refer 10 date and page number of the investigational
drug noticels) or the volume and page number of this application
where complete data and reports appear.)

. Pharmacology {(pharmacodynsmics, endocrinology,
metabotism, erc.).

+#. Toxicology and pathology: Acute toxicity studies; subacute
and chronic toxicity studies; reproduction and teratology studies;
miscellaneous studies.

FD FORM 356H (8/77)

LY

e. Clinical studies. (All material shouid refer specifically to
each clinical investigator and to the volume and page number in
the application and any documents incorporated by reference
where the complete data and reports may be found.)

. Special studies not described elsewhere.

ii. Dose-range studies.

iii. Controlled clinical studies.

iv. Other ciinical studies (for example, uncontrolled or
incompletely controlled studies).

v. Clinical laboratory studies related to effectiveness.

vi Clinical laboratory studies related 10 safety.

vii. Summary of literature and unpublished reports availsble to
the applicant.

3. Evalustion of safety and effectivensss. 2. Summarize
separately the favorable and unfavorable evidence for each claim
in the package labeling. Inciude references to the volume and page
number in the application and in any documents incorporated by

reference where the complete dats and reports may be found.

b. Include tabulation of sli side effects or adverse experiance,
by age, sex, and dosage formulation, whether or not considered to
be significant, showing whether administration of the drug was
stopped and showing the investigator's name with a reference to
the wolume and page number in the application and any
documents incorporated by reference where the compiete data
and reports may be found. Indicate those side effects or adverse
expariences considered 10 be drug-related.

4. Copies of the lsbel and all other lsbeling to be used for the
drug (a8 total of 12 copies if in final printed form, 4 copies if in
draft form):

a. Each Iabel, or other labeling, should be ciesrly identified to
show its position on, or the manner in which it sccompanies, the
market package. ’

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY 1S EXHUASTED.
.

-



b. 11 the drug 15 to be offered over the counter, Iabeiing onor
within the retail package should include adequate directions for
use by the layman under all the conditions for which the drug is
intended for fay use or 15 to be prescribed, recommended, or
suggested 1n any labeling or adverctising sponsored by or on behait
of the applicant and directed to the layman. if the drug is
intended or offered for uses under the professional supervision of
a pracutioner licensed by fewe-te administer it, the application
should also contain labeling that includes adequate information
for all such uses, including all the purposes for which the
over-the-counter drug is 1o be advertised to, or represented for use
by, physicians. ° )

c. If the drug is limited in its lasbeling to use under the
professional supervision of a practitioner licensed by law to
administer it, its labeling should bear information for use under
which such pracutioners can use the drug for the purposes for
which it 15 intended, inciuding all the purposes for which it
11 15 10 be advertised or represented, in accord with §201.100
(21 CFR 201.100). The application should include any labeling
for the drug intended to be made availabte to the layman.

d. 1t no established name exists for a newdrug substance, the
application shall propose a nonproprietary name for use as the
established name for the substance.

e. Typewritten or other draft labeling copy may be submitted
for preliminary consideration of an spplication. An application
will not ordinarily be approved prior to the submission of the final
printed label and labeling of the drug. .

f. No application may be approved if the labeling is faise or

misteading in any particular.
When mailing pieces, any other labeling, or advertising copy are
devised for promotion of the new drug, samples shail be submitted
at the time of imtial dissemination of such labeling and at the time
of initial placement of nay such advertising for a prescription drug
(see §310.300 of the new-drug regulations). Approval of a
supplemental new-drug application is required prior to use of any
promotional claims not covered by the approved application.}

5. A statement a3 to whether the drug is (or is not) limited in
its labeling and by this application to use under the professions!
supervision of a practitioner licensed by law to administer it.

6. A full list of the srticles used as components of the drug.
This list should include all substances used in the synthesis,
extraction, or other method of preparation of any new-drug
substance, and in the preparation of the finished dosage form,
regardless of whether they undergo chemical change or are
removed 1n the process. Each substance shouid be identified by its
established name, .if any, or compilete chemical name, using
structural formulas when necessary for specific identification. if
any proprietary preparation is used as a8 component, the
proprietary name shouid be followed by a compiete quantitative
statement of composition. Ressonable alternatives for any listed
substance may be specitied.

7. A fuit statement of the composition of the drug. The
statement shatl set forth the name and amount of each ingredient,
whether active or not, contained in 3 stated quantity of the drug
in the form in which it is to be distributed (for example, amount
per tablet or per milliliter) and a betch formula representative of
that to be empioyed for the manufacture of the finished dosage
‘form. All components should be included in the batch formule
regardless of whether they appear in the finished product. Any
calculated excess of an inc 'dient over the labe! declaration should
be designated as such and percent excess shown. Reasonable
variations may be specified.

8. A full decription of the methods used in, and the facilities
and controls used for, the manufacture, processing, and pecking of
drug. included n this description should be full information with
respect to any new-drug substance and to the new-drug dosage
form, as follows, in sutficient detail to permit evaluation of the
adequacy of the described methods of manufacture, processing,
and packing and the described facilities and controls to determine
and preserve the identity, strength, quality, and purity of the
drug:

g

8. A description of the physical facilities including building and
equipment used in manufacturing, processing, packaging, labeling,
storage, and control operations.

b. A description of the qualifications, including educational
background and experience, of the technical and professional
personnel who are responsibie for assuring that the drug has the
safety, identity, strength, quslity, and purity it purports or is
represented to possess, and a statement of their responsibilities.

¢. The methods used in the synthesis, extraction, isolation, or
purification of any new-drug substance. When the specificstions
and control applied to such substance are inadequate in themseives
to determine its identity, strength, Quality, and purity,  the
methods should be described in sufficient detail, including
quantities_. t8ed, times, temperatures, pH, solvents, etc., to

- determine thess characteristics. Alternagtive methods or variations

in methods within reasonable limits that do not affect such
characteristics of the substance may be specified.

d. Precautions to assure proper, identity, strength, quality, and
purity of the raw materials, whether active or not, including the
specifications for acceptance and methods of testing for each lot
of raw material.

e. Whether or not each lot of raw maerials is given a serial
number to identify it, and the use made of such numbers in
subsequent plant operations.

£, It the applicant does not himssif perform all the
menufecturing, processing, packaging, labeling, and control
operations for sny new-drug substance or the new-drug dosage
form, his siastement identifying each person who will perform any
part of such operations and designating the part; and a signed
statement from each such person fully describing, directly 6r by
reference, the methods, facilities, and controls in his part of the
operation. )

¢ Method of preparation of the master formula records and
individual batch records and manner in which thess records are
used.

h. The instructions used in the manufacturing, processing,
packaging, and labeling of esch dosage form of the new drug,
including any special precautions cbserved in the operations.

i Adequate information with respect to the characteristics of
and the test methods employed for the container, ciosure, or other
component parts of the drug package to assure their suitability for
the intended use.

£ Number of individuais checking weight or volume of each

_individual ingredient entering into each batch of the drug.

k. Whether or not the total weight or volume of each batch is
determined at any stage of the manufacturing process subsequent
to making up a batch according to the formula card and, if so, at
what stage and by whom it is done. )

/. Precautions to check the actual package vield produced
from a betch of the drug with the theoretical yield. This should
include a description of the accounting for such items as discards,
breakage, etc., and the criteria used in accepting or rejecting
batches of drugs in the event of an unexplained discrepancy.

m, Precautions to assure that each (ot of the drug is packaged
with the proper label and Iabeling, including provisions for labeling
storage and inventory control.

n. The anslytical controis used during the various stages of the
manufacturing, processing, packaging, and labeling of the drug,

- including 8 detailed description of the collection of sampies and

the snalytical procedures to which they are subjected. The
analytical procedures should be capsble of determining the active
components within a reasonable degree of accuracy and of
assuring the identity of such components. If the article is one that
is represented to be sterile, the same information with regard to the
manufacturing, processing, packaging, and the collection of
samples of the drug should be given for sterility controls. Include

the standards used for acceptance of each lot of the finished drug.

a An explanation of the exact significance of the batch
control numbers usad in the manufacturing, processing, packaging,
and isbeling of the drug, inctuding the control numbers that
appesr on the label of the finished article. State whether these
numbers ensble determination of the complete menufacturing



history of the product. Describe any methods used to permit
determination of the distribution of any betch if its recall is
required.

p. A complete description of, and data derived from, studies
of the stabihity of the drug, including information showing the
sutitability of the analytical method used. Describe any additional
stability studies underway or contemplated. Stability data should
be submitted for any new-drug substance, for the finished dosage
torm of the drug n the container in which it is to be marketed,
including any proposed multiple-dose container, and if it is to be
put Into selution at the ume of dispensing, for the solution
prepared as directed. State the expiration date(s) that will be used
on the label 10 preserve the identity, strength, quality, and purity
ot the drug unul 1t 1s used. {If no expiration date is proposed, the
applicant must justity its absence.)

q. Additional procedures employed which are designed to

prevent contamination and otherwise assure proper control of the
product.
{An application may be refused unless it includes adequste
information showing that the methods used in, and the facilities
and controls used for, the manufacturing, processing, and
packaging of the drug are adequate to preserve its identity,
strength, quality, and purity in conformity with good
manutacturing practice 2nd identifies each establishment, showing
the location of the plant conducting these operstions.)

9. Samples of the drug and srticies used ss components, as
tollows: a. The following sampies shall be submitted with the
application or as soon thereafter as they become available. Each
sample shall consist of four identical, separstely packaged
subdivisions, each containing at least three times the amount
required to perform the laboratory test procedures described in
the application to determine compliance with its control
specifications for identity and assays:

. A representative sample or samples of the finished dosage
formis) proposed in the application and emplayed in the clinical
investigations and a representative sample or samples of each
new-drug substance, as defined in §310.3{g}, from the batches(es)
employed in the production of such dosage form(s).

/. A representative sample or samples of finished market
packages of each dosage form of the drug prepared for inital
marketing and, f any such sample is not from a commercial-scale
production batch, such a sample from a representative
commercial-scale production batch; and 8 representative sampie or
samples of each new-druy substance as defined in §310.3(g) of the
new-drug regulations, from the batchles) employed in the
production of such dosage form(s).

ti, A sample or samples of any reference standard and blank
used n the procedures described in the application for assaying
each new-drug substance and other assayed components of the
finished drug; Provided, however, That samples of reference
standards recognized in the official U.S. Pharmacopeia or The
National Formulary need not be submitted unless requested.

b, Additional samples shail be submitted on request.

c. Each of the samples submitted shall be appropriately
packaged and labelted to preserve its characteristics, to identity
the matenal and the quantity in each subdivision of the sample,
and to idenufy each subdivision with name of the applicant and
the new-drug application to which it relates.

d. There shall be included a full list of the samples submitted
pursuant to !tem 9a; a statement of the additional samples that
will be submitied as soon as available; and, with respect to each
sample submitted, full information with respect to its identity, the
origin of any new-drug substance contaired therein (including in
the case of new-drug substances, a statement whether it was
produced on a laboratary, pilot-plant, or fuli-production scale)
and detailed results of ait laboratory tests made to determine the
wdentity, sirength, quality, and purity of the betch represented by
the sample, inctuding assays. Include for any reference standard a
complete description of its preparation and the resuits of all
laboratory tests on it. If the test methods used ditfered from those
described in the application, full details of the methods employed

in obtaining the reported resuits shail be submitted.

o. The requirements of Item 93 may be waived in whole or in
part on request of the applicant or otherwise when any such
sampies are Not necessary.

7. If samples of the drug are sent under seperate cover, they
should be addressed to the attention of the Buresu of Drugs and
identified on the outside of the shipping carton vith the name ot
the applicant and the name of the Grug #s shown on the
application. .

10. Fuil reports of preclinical investigations thst have been
made to show whether or not the drug is safe for use and effective
we. 3. An application may be refused uniess it contains full
reports of adequate preclinical tests by all methods reasonsbly
applicable to a determination of the safety and etfectiveness of the
drug under the conditions of use suggested in the proposed
labeting.

b. Detailed reports of the preclinical investigations, including
all studies made on Isboratory animals, the methods used, and the
resuits abtained, should be clesrly set forth. Such information
should inciude identificstion of the person who conducted each
investigation, a statement of where the investigstions were
conducted, and where the underlying data are available for
inspection. The animsl studies may not be considered adequate
uniess they give proper attention t0 the conditions of use
recommended in the proposed labeling for the drug such as, for
example, whether the drug is for short-or long-term administration
or whether it is to be used in infants, children, pregnant women,
or women of child-bearing potential.

c. Detailed reports of any pertinent microbiological and in
vitro studies. -

d. Summarize and provide a list of literature references (if
available) to afl other preclinical information known to the
applicant, whether published or unpublished, that is pertinent to
an evailugtion of the safety or effectiveness of the drug.

11. List of investigstors. a. A complete list of all investigators
supplied with the drug including the name and post office address
of each investigator and, following each name, the volume and
page references to the investigator's report{s) in this application
and n any documents incorporated by reference, or the
exptanation of the omission of any reports.

b. The unexplsined omission of any reports of investigations
made with the new drug by the applicant, or submitted to him by
an investigator, or the unexplained omission of any pertinent
reports of investigations or clinical expenence received or
otherwise obtained by the applicant from published literature or
other sources, whether or not it would bias an evaluation of the
safety of the drug or its effectiveness in use, may constitute
grounds for the refusal or. withdrawsl of the approval of an
application.

12. Full reports of clinical investigations that have bsen made
to show whether or not the drug is safe for use and stfective in
use. 3. An application may be refused unless it contains full
reports of adequate tests by all methods reasonably spplicabte to
show whether or not the drug is safe and effective for use as
.suggested in the labeling.

b. An application may be refusad unless it includes substantial
evidence consisting of adequate and well-controtied investigations,
including clinical investigstions, by experts qualified by scientific
training and experience to evaluste the effectiveness of the drug
involved, on the basis of which it couid fairly and responsibly be
concluded by such experts that the drug will have the effect it
purports or is represented to have under the conditions of use
prescribed, recommended, recommended, or suggested in the
proposed labeling. '

c. Reports of all clinical tests sponsored by the applicant or
received or other wise obtained by the applicamt should be
attached. These reports should inciude adequate information
concerning each subject treated with the drug or employed as a
control, including age, sex, conditions trested, dosage, frequency
of administration of the drug, results of all relevant clincial
observations and iabomatory examinations made, full information



concerning any other treatment given previously or concurrently,
and a full statement of adverse effects and useful resuits observed,
together with an opinion as to whether such eftects or results sre
atnibutable to the drug under investigation and 8 statement of
where the underlying data are available for inspection. Qrdinarily,
the reports of clinical studies will not be regarded as adequate
unless they include reports from more than one independent,
competent investigator who maintains adequate case histories of
an adeguate number of subjects, designed 10 record obsgrvations
and permit evaluation of any and all discernible effects
attributabte 1o the drug tn each individual treated and comparable
records on any individuals employed as controls. An application
tor a combination drug may be refused uniess there is substantial
evidence that each ingredient designated as active makes &8
contribution to the total etfect ctaimed for the drug combination.
Except when the disease for which the drug is being tested occurs

_with such infrequency in the United States as t0 make testing
impractical, some of the investigations should be performed by
competent investigators within the United States.

d. Attach as a separate. section 8 completed Form FD-1639,
Drug Experience Repor1 (obtainable, with instructions, on request
from the Food and Drug Administration, Department of HEW.
5600 Fishers Lane, Rockvilie, Maryland 20852), for each adverse
experience or, if feasibie, for each subject or patient experiencing
one or more adverse eftects, described in Itern 12¢, whether or not
full intormation is availabte. Form FD-1639 shouid be prepared by
the applicant if the adverse experience was not reported in such
form by the investigator. The Drug Experience Report should be
cross-referenced to any narrative description included in Item 12c.
In lieu ot 3 FO Form 1639, a computer-generated report may be
submitted if equivalent in all elements of information with the
identical enumerated sequence of events and methods of
completion, all formats proposed for such use will require initial
review and approval by the Food and Drug Administration.

e. Al y\nformation pertinent to an evaluation of the safety and
etfectiveness of the drug received or otherwise obtained by the
applicant from any source, including information derived from
other investigations or commercial marketing (for example,

outside the United States), or reports in the scientific literature,
involving the drug that is the subject of the application and related
drugs. An adequate summary may be acceptable in lieu of a
reprint of a published report which only supports other dets
submitted. Reprints are not required of reports in designated
journals, listed in §310.9 of the new-drug reguiations, about
related drugs; a bibliography will suffice. include the evaluation of
the safety or effectiveness of the drug that has been made by the
applicant’s medical depertment, expert committee, or consultants.

f. If the drug is a combination of previously investigated or
marketed drugs, an adequate summary of preexisting information
from preclinical and clinical investigation and experience with its
components, including atl reports received or otherwise obtained
by the applicant suggesting side etfects, contraindications, and
ineffectiveness in use of such components. Such summary should
include an adeguate bibliography of publications about the
components and may incorporate by reference information
concerning such components previously submitted by the
spplicant to the Food and Drug Administration.

g The complete composition and/or method of manufacture
of the new drug used in each submitted report of investigation
shouid be shown to the extent necessary to establish its identity,
strength, quatity, and purity if it differs from the description in
item 6, 7, or 8 of the application.

h. In vivo bioavailability data or information to permit waiver
of this requirement in accordance with Subpart B of Part 320 (21
CFR Part 320, Subpart 8).

13. If this s 8 suppiemental application, full informatiop on
esch propossd change concerning sny statement made in the
spproved applicstion. -
Observe the provisions of §314.8 of the new-drug regulations
concerning supplemental applications.

14. [Ressrved)

15. The applicant is required to submit an environmental
impact analysis report analyzing the environmental impact of the
manufacturing process and the ultimate use or corsumgtion of the
drug pursuant to §6.1 of this chapter.

LEDERLE LABORATORIES DIVISION
~_ American Cyanamid Company

Manager of rfﬁ%"i’ﬂié"’é@ia’ '@'é'f’xeric Drug Monographs
Office of Government Controls

{Indicate suthority)

(Warning: A willfully false statement is a criminal offense. U.S.C. Tittle 18, sec. 1001.)

Note: This application must be signed by the applicant or by an authorized attorney, agent, or official. If the appﬁcant or
such authorized representative does not reside or have a place of business within the United States, the application must aiso
furnish the name and post office address of and must be countersigned by an authorized attorney, agent, or official residing

or maintaining a place of business within the United States.



LEDERLE LABORATORIES -

A Divigion of AMERICAN CYANAMID COMPANY
o PEARL RIVER, NEW YORK 10968

AREA CODE B14 732-5000

July 21, 1988 '\}\;l”}.”‘j‘.Q‘i*’;{;‘;‘.‘;

Marvin Seife,  M.D.

Director, HFD 230

Division of Generic Drugs

Office of Drug Standards

Center for Drug Evaluation and Research
Food and Drug Administration

Document Control Room 17B-20 Probenecid w/Colchicine Tablets,
5600 Fishers Lane USP, 500 mg/0.5 mg

Rockville, MD 20857 : ANDA 86-954 °
Gentlemen:

Reference is made to our Abbreviated New Drug Application providing
for the packaging of Probenecid w/Colchicine Tablets, USP, 500 mg/
0.5 mg manufactured for Lederle Laboratories.

Please be advised that Lederle Laboratories elects to withdraw the
abbreviated new drug application, ANDA 86-954, for Probenecid
w/Colchicine Tablets, USP, 500 mg/0.5 mg without prejudice to a
future filing.

Your cooperation in this regard is greatly appreciated.

Frank P. Bisceglie

Associate Manager
Regulatory Affairs
Standard Products

FPB/mhj SEUeNel
(Packlist)

ayG 0} 1SeS

TIPS DL
b’ﬁ‘--ﬂ



