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FOLIC ACID v
ORAL

DESCRIPTION: Folle Acid, CwHisN:Os, is a yellogy or yellowish orange,
odorless, crystalline powder, very slightly soluble in water.

ACTION: Folic acid is rapidly but preferentially abso! rem pth Y}
intestine. It is almost completely absorbed orally, ev hgnpfe-‘)%f
the malabsorption associated with iaal sprue. Folic acld (pterovig dntic
acid) is not active as such in_g organism. Rather it is
enzymatically reduced In the bo t ¥qtplic ecid, the coenzyme
which is concerned with nearly all, or possibly” 2il, ARG neetabolic
systems in which there is a Wansfer of a one carbon unit, viz., - Hie-CHO,
-CH == NH.

INDICATIONS: Folic acid is effective in the treatment of megaloblastic
anemias due to a deficiency of folic acid as may be seen in tropical or
nonatt:opécal sprue, in anemias of nutritional origin, pregnancy, infancy, or
childhood.

WARNINGS: Folic acid alone is improper therapy in the treatment of per-

nicious anemia and other megaloblastic anemias where yitamin By is deficient.

PRECAUTIONS: Folic acid especially in doses above 1.0 mg. dally may obscure
pernicious anemia, in that hematologic remission may occur while neurological

manifestations remain progressive.

ADVERSE REACTIONS: Allergic sensitization has been reported following
both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRBATION — . N

Oral administration: Folic acid is well absorbed and may be administered
orally with satisfactory results except in severe instances of intestinal mal-
absorption.

Usual therapeutic desage: Inp pdylts: 9.25 mg. to 1.0 mg. daily. In children
(regardless of age): 0.25 to 1.0 m§. dally. Resistant cases mgy require larger
doses. :
Maintenance dosage: When clinical symptoms have subsided and the blood
picture has become normal, a maintenance dose of 0.1 mg. to 0.25 mg. daily
should be used, but never less than 9.1 mg. per day. Patlents should be kept
under close supervision and adjustment of the maintenance dose made if
relapse appears imminent.

In the presence of alecoholism, pregnancy, hemolytic gnpemis, anticonvulsant
therapy, O chronic infection. the maintenance dose should be at least
doubled. .

HOW SUPPLIED: Folic Acid 1 mg. Tablets in bottles of 100 and 1,000,
CAUTION: Federal law prohibits dispensing without prescription.
May 1972
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REVIEW OF ANDA

DATE COMPLETED: 1/12/72 ANDA #: 80-784

F.R. Date: 4/9/71
Rondex Laboratories, Imc.
688 Sixty Ninth Street
Guttenberg, New Jersey

NAME OF DRUG: Trade & Gemeric: Folic Acid Tablets, 1 mg.

DATE OF SUBMISSION: 11/29/71

TYPE OF SUBMISSION: ANDA

CLINICAL EVALUATION:
1. Review of Studies: Content uniformity and dissolution tests submitted to be
evaluated by the chemist.
2. Review of Labeling:
a. Container Label: 1 mg tablets in bottles of 100 and 1000. The following
revisions are reqﬁired: (1) Delete, oo
(2) Add lot or conmtrol number.

b. Package Insert: Revise as follows: Delete the paragraph in the DOSAGE AND

ADMINISTRATION section entitled ~—— — . » 85 this product

is in tablet form only.

CONCLUSIONS: (1) Chemist to review. ,
(2) Labeling requires above stated revisions.

RECOMMENDATION: Request firm to submit FPL with revisions moted above.

o
Margaret A. Clark, M.D.

cc:

Dup.

BD-69
MAClark/mc/1/12/72



REVIEW OF AMENDMENT

DATE COMPLETED: 5/22/72 : ‘ ANDA # 80-784

F.R. Date: 4/9/71
Rondex Laboratories, Inc.
68 Sixty Ninth Street
Guttenberg, New Jersey

NAME OF DRUG: Trade & Generic: Folic Acid Tablets, 1 mg.

DATE OF SUBMISSION: 5/12/72

TYPE OF SUBMISEION: Amendment for distributor: Approved Pharmaceutical Corp.
Syracuse, New York 13201

CLINICAL EVALUATION:

1. Review of»LabéIing: The labeling has the same errors noted in the Rondex
labeling which were communicated to the firm in our letter of 1/27/72.
The firm Should be told that distributor labeling should not be submitted
unless the appropriate corrections have been made. In a&dition, the
labeling for Approved Pharmaceutical Corp. states that tablets are available
in strengths of 0.1 mg., 0.25 mg. and 1 mg. The ANDA submitted by Rondex

is for 1 mg. only and hence distributors may have only this strength.

CONCLUSIONS: Labeling should have coreections noted in our letter of 1/27/72.

Only the 1 mg. strength is acceptable under this application.

RECOMMENDATION: Firm should be instructed not to submit labeling which is

| » N . .
known to be incorrect. zi%abtgdéig;’
: ¥

Margaret A. Clark, M.D.
cc:
Dup.
BD-69
MAClark/mc/5/22/72



" 'REVIEW OF RESUBMISSION

DATE COMPLETED: 8-31-72 ANDA #) 80~784

F.R. DATE: 4-9-71

CO. NAME: Rondex Laboratories, Inc.
68 Sixty Ninth Street
Guttenberg, N.J. 07093

NAME OF DRUG: Trade & Generic: Folic Acid Tablets, 1 mg.
Bottles of 100 and 1000 tablets

DATE OF SUBMISSION: 7-27-72 Received for review 8-31-72

TYPE OF SUBMISSION: Resubmission for Rondex Laboratories, Inc.
Guttenberg, N.J. 07093

and distributors: Bioline Laboratories
Brooklyn, N.Y. 11203

and

Columbia Medical Co.
New York, N.Y. 10003

CLINICAL EVALUATION:
1. Review of Studies: None submitted
2. Review of Labeling:

a) Container labels: Satisfactory
b) Rackage insert: Satisfactory

CONCLUSION: The labeling for this product is acceptable.

RECOMMENDATIONS: The company is to be notified of the aforementioned
conclusion.

&/[?‘ éiamm//
J.R. Carr, D.D.S.
cece
Dup
BD-69

JRCarr/wlib/8-31-72
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‘REVIEW OF AMENDMENT

DATE COMPLETED: 8-31-72 ANDA #: 80-784
F.R. DATE: 4-9-71
CO. NAME: Rondex Labs., Inc.
68 Sixty Ninth Street
Guttenberg§, N.J. 07093

NAME OF DRUG: Trade & Generic: Folic Acid, 1 mg. Tablets
Bottles of 100 and 1000 tablets

DATE OF SUBMISSION: 8-1-72 Received for review 8=31-72

TYPE OF SUBMISSION: Amendment for distributors: Approved Pharmaceutical Corp.
Syracuse, N.Y. 13201

Berry Withington Co.
Cambridge, Mass. 02140

Gotham Pharmaceutical Co. Inc.
Brooklyn, N.Y. 11223
(bottles of 1000 tabs only)

CLINICAL EVALUATION:

=

Review of Studies: None submitted.

2. Review of Labeling:

a) Container labels: Satisfactory. However, Gotham Pharmaceutical
should submit a label for the 100 tablet size &f they plan to market
this size. . ‘

b) Package insert: Satisfactory. If Gotham Pharmaceutical does not
plan to market the 100 tablet size, this should be deleted feom
their insert.

CONCLUSION: The labeling is acceptable. Note above concerning Gotham
Pharmaceutical. -

. RECOMMENDATIONS: The company is to be notified of the aforementioned
conclusion. '

J.R. Carr, D.D.S.

cc:

Dup

BD-69
JRcarr/wlb/8-31-72
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{DESI 5897; Docket No. FDG-D—265 ‘NDA
5-897, etc.]
EOLIC ACID PREPARATIONS ORAL
AND PARENTERAL FOR THERA—
PEUTIC USE

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
has evaluated reports received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study

‘Group, on the following folic amd
preparations:

1. a."Folvite Elixir; 5 mg. folie aeld
per 5 cc.;

b. Folvite Tablets; 5 mg and 20 meg.
folic acid per tablet; and -

c. Folvite Parenteral Solution; sodium
folate equivalent to 15 mg. folic acid
per cc.; marketed by Lederle Labora-
tories, Pearl River, New York 16965
(NDA 5-89T). )

2. Folic Acid Tablets; 5 mg. per tablet;
marketed by Eli Lilly and Co., Box 618,
Indianapolis, Indiana 46206 (NDA
6-135).

3. Folic Acid Injection; 15 mg. folic
acid, as the sodium salt, per cc.; mar-
keted by S. P. Durst and Co., Inc,, 5317
North Third Street, Philadelphia,
Pennsylvania 191280 {NPA 6-338).

In addition to the above produets, folic-
acid preparations for therapeutic use
are marketed by other firms. A partial
list of other suppliers of folic acid prepa-
raiions limited to prescription dispens-
ing, as indicated in readily available
reference sources, is as follows:

ABA Phnarmaceutical Co., Division of Bergher
Distributing Co.

American Pharmaceutical Co.

American Drug Products.

American Quinine Co.

Approved Pharmaceutical Corp

Arcum Pharmaceutical Corp. I

Associated Labs., Inc. -

Barre Drug Co., Inc., The.

Barry-Martin Pharmaceuticals, Inc.

Bell Pharmacal Co. -

Carroll Chemical Co., The.

Columbia Medical Co

Consolidated Midland Corp., CMC Research
Division.

Corvit Pharmaceuticals.

Daniels, Robert and Co., Inc.

DuMont Pharmacal Co. :

Evron Pharmaceutical Co., Inc.

Faraday Laboratories, Inc.

Gold Leaf Pharmacal Co., Inc.

Gotham Pharmaceutical Co., Inc.

Halsey Drug Co., Inc. ™

Harvey Labs., Inc.

Jan Labs. -

Kirkman Labs., Inc. ‘.

Lannett Co., Inc. "

Lit Drug Co. IS

Lustgarten Laboratories, Inc. 1

Mifflin, McCambridge Co., Inc,

Penhurst Pharmacal Co.

Pharmex, Ing.

Pgeston Franklin Pharmacal Co.

Richlyn Labs.

Robinson Laboratory, Ine. ;

Spencer-Mead,.Inc.

Stanlabs, Inc.

Supreme Pharmaceulical Co., Ine.

Thompson, Wm. T., Co. i

Towne, Paulson and Co., Inc.

Vitamin Research Corp.

_. Vita-Fore Products Co.

-FEDERAL REGISTER, VOL. 36, NO. 69—FRIDAY, APRIL 9,

NOTICES

West-Ward, Inc.
Williams Chemical Co. | .
Winsale Drug Co. .

The drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new-
drug applications are required to revise
the labeling in and to update previously
approved applications providing for such
drugs. A new-drug .application is re-
quired from any person marketing such
drugs without approval.

The Food and Drug Administration is
prepared to approve new-drug applica-
tions and supplements to previously ap-
proved new-drug applications under con-
ditions described in this announcement.

A. Effectiveness classification. The
Food and Drug Administration has con-
sidered the Academy reports, as well as
other available evidence, and concludes

that: :
1. Folic acid is effective for the treat-
ment of megaloblastic anemias of

tropical - and nontropical sprue, nutri-
tional origin, pregnancy, infancy, and
childhood.

2. There is a lack of substantial evi-
dence that folic acid is effective for the
following labeled indications: *“‘macro-

- eytic anemias associated with pellagra

and similar deficiency states” and such
vague, unspecific conditions as “macro-
cytic anemia of gastrointestinal origin”
and “megaloblastic anemias other than
pernicious anemia.’

The Food and Drug Administration
also concludes that there is no evidence
that doses of folic acid greater than 1
me. daily have greater efficacy than do
those of 1 mg. Further, the usual thera-
peutic dose, oral or parenteral, should be
0.25 mg. to 1.0 mg. daily, and thie mainte-
nance dose should ordinarily be 0.1 to
0.25 mg. daily. Administration of higher
doses greatly increases the possibility of
masking vitamin B-12 deficiencies and

_the insidious development of or precipi-

tation of neurological manifestations

- and/or lesions. .

Preparations supplying no more than
0.1 mg. folic acid daily continue to be
regarded as dietary supplements (21
CFR 3.42) and may be prescribed when
a maintenance dose of 0.1 mg. a day is
indicated.

B. Form of drug. Folic acid prepara-
tions are in (1) tablet form suitable for
oral administration and contain no less
than 0.15 mg. and no more than 1.0 mg.
folic acid per tablet or (2) solution form
suitable for parenteral administration in
the dosages recommended in the labeling
guidelines below.

C. Labeling conditions. 1. The label
bears the statement ‘“CautioN: Fed-
eral law prohibits dispensmg without
prescription.” )

2. The drug is labeled to comply with
all requirements of the Act and regula-
tions promulgated thereunder, and those
parts of its labeling indicaied below are
substantially as follows: (Optional addi-
tional information, applicable to the
drug, may be proposed under other
appropriate paragraph  headings and
should follow the mformatlon set forth
helow.)

o Av e s
o5 .

-tropical sprue,

- . 6843

Foric Acin
DESCRIPTION .-

(To be supplied by the manufacturer. This
is to be confined to an appropriate descrip-
tion of the physical and chemical properties
of the drug, and the formuilation.)

ACTIONS

(To be supplied by the manufacturer. This
is to be confined to an appropriate statement
of the demonstrated pharmacologic/physio-
logic actions of the active ingredients of the
drug in humans. When the mode of action
has not been determined, this should be
clearly indicated.) .

INDICATIONS

- Folic acid is effective in the treatment of
megaloblastic anemias due-to & deficiency of
folic acid as may be seen in tropical or non-
in anemias of mnutritional
origin, pregnancy, infancy, or childhood.

WARNINGS

Folic acid alone is improper therapy in the

treatment of pernicious anemia and other
megalcblastic anemias where vitamin B,g is
deficient.

PRECAUTIONS

Folic acid especially in doses above 1.0 mg.
daily may obscure pernicious anemia, in that

hematologic remission may occur while neu- .-

rological manifestations remain progressive.
ADVERSE REACTIONS

Allergic sensitization - has been reported

following both oral and parenteral adminis-

tration of folic acid.

DOSAGE AND ADMINISTRATION

Oral administration: Folic acid is well ab-

sorbed and may be administered oraliy with
satisfactory results except in severe instances
of intestinal malabsorption.

Parental administration: Intramuscular,
intravenous, and subcutaneous routes may
be used if the disease is exceptionally severe,
or if gastrointestinal absorption may be, or
is known to be, impaired.

_Usual therapeutic dosage: In aedulis: 0.25
mg. to 1.0 mg. daily. In Children (regardless
of age) : 0.25 to 1.0 mg. daily. Resistant cases
may require larger doses.

Maintenance dosage: When clinical symp-
toms have subsided and the blood picture
has become normal, a maintenance dose of
0.1 mg. to 0.25 mg. daily should be used, but
never less than 0.1 mg. per day. Patients

should be kept under close supervision and -

adjustment of the maintenance dose made
if relapse appears imminent. ‘

In the presence of alcoholism, pregnancy,
hemolytic anemia, anticonvulsant therapy,
or chronic infection, the maintenance dose
should be at least doubled.

D. Previously approved applications.
1. EBach holder of a “deemed approved”
new-drug application (i.e., an gpplication
which became effective on the basis of
safety prior to October 10, 1962} for such
drug is requested to seek approval of the

" claims of effectiveness and bring the ap-
plication into conformance by submlttmg

supplements containing:

a. Revised labeling as needed to con-
form to the labeling conditions described
herein for the drug, and complete cur-
rent container labeling, unless recently
submitted.

b. Updating information as needed-to
provide for an oral dosage form contain-
ing no less than 015 mg. and no more

than 1.0 mg. folic acid per tablet or a

oy

1971




6844

parenteral "dosage form contalmng an
amount appropriate for administration
as described herein, and to make the ap-
plication current in regard fo items 6

nponents), 7 (composition), and 8

thods, facilities, and controls) of the
new-drug application form FD-356H to
the extent described for abbreviated new-
drug applications, § 130.4(f), published
in the FEpERAL REGISTER April 24, 1970
(35 F.R. 6574). (One supplement may
contain all the information described in
this paragraph.):

2. Such supplements should be sub-
mitted within the following time periods
after the date of publication of this no-
tice in the FEDERAL REGISTER:

a. 60 days for revised labeling; or, for
those products which must be reformu-
lated, 180 days for revised labeling fully
in accord with this announcement, bro-
vided claims for which substantial evi-
dence of effectiveness is lacking are
deleted within 60 days. The supplements
should be submitted under the provisions
of §130.9 (d) and (e) of the new-drug
regulations (21 CFR 130.9) which permit
certain changes to be put into effect at
the earliest possible time.

b. 180 days for updating information.

3. Marketing of the drug may continue
_ until the supplemental applications sub-
mitted in accord with the preceding sub-
paragraphs 1 and 2 are acted upon,
provided that the labeling of the prepa~
ration shipped within the jurisdiction of
the Act is in accord with the labeling
conditions described in this announce-
ment wthin the time periods deseribed
in subparagraph 2a.

~ E. New applicetions. 1. Any person who
© stributes or intends to distribute such

_‘ug which is intended for the conditions
of use for which it has been shown to
be effective, as deseribed under Al above,
should submit an abbreviated new-drug
application meeting the conditions spec-
ified in § 130.4(f) (1) and (2), published
in the FEDERAL REGISTER April 24, 1970
(35 F.R. 6574). Such applications should
include proposed labeling which is in
accord with the labeling conditions de-
. scribed herein.

2. Distribution of any such prepara-
tion currently on the market without an
approved new-drug application may be
continued provided that:

a. Within 60 days from the date of
publication of this announcement in the
FEDERAL REGISTER, phe labeling of such
preparation shipped within phe jurisdic-
tion of the Act is in accord with the
labeling conditions described herein, ex-
cept that if the preparation must be re-
formulated, 180 days will be allowed for
the dosage recommendations to bé in
accord with this announcement. s

b. The manufacturer, packer, or dis-
tributor of such drug submits, within

180idays from the date of this publica-,

tion, a new-drug application to the Food
and Drug Administration.

c¢. The applicant submits within a
rezsonable time additional information
that may be required for the approval of
the application as specified in a written
communication from the Food and Drug
Administration.

NOTICES

d. The application has not been ruled

‘incomplete or unapprovable.

F. Opportunity for a hearing. 1. The
Commissioner of Food and Drugs pro-
poses to issue an order under section
505¢(e) of the Federal Food, Drug, and
Cosmetic Act withdrawing approval of
all new-drug applications and all amend-
ments and supplements thereto provid-
ing for the indications for which sub-
stantial evidence of effectiveness is lack-
ing as described in paragraph A2 of this
announcement. An order withdrawing
approval of the applications will not is-
sue if such applications are supple-
mented, in accord with this notice, to
delete such indications. Promulgation of
the proposed order would cause any such
drug for human use offered fer the in-
dications for which substantial evidence
of effectiveness is lacking, to be a new
drug for which an approved new-drug
application is not in effect. Any such
drug then on the market would be sub-
jeet to resulatory proceedings.

2. In accordance with the provisions
of section 505 of the Act (21 U.S.C. 355)
and the regulations promulgated there-
under (21 CFR Part 130), the Commis-
sioner will give the holders of any such
applications, and any interested person
who would be adversely affected by such
an order, an opportunity for a hearing
to show why such indications should not
be deleted from labeling. A request for a
hearing must be filed within 30 days after
the date of publication of this notice in
the FEDERAL REGISTER. A reqguest for a
hearing may not rest upon mere allega-
tions or denials, but must set forth spe-
cific facts showing that a genuine and
substantial issue of fact requires a hear-
ing, together with a well-organized and

‘full-factual analysis of the clinical and

other investigational data the objector
is prepared to prove in a hearing. Any
data submitted in response to this notice
must be previously unsubmitted and in-
clude data from adequate and well-
controlled clinical investigations (iden-
tified for ready review)  as described in
§ 130.12(a) (5 of the regulations pub-
lished in the FeperaL REGISTER of May 8,
1970 (35 F.R. 7250). Carefuily conducted

and documented clinical studies obtained _

under uncontrolled or partially controlled
situations are not acceptable as a sole
basis for approval of claims of effective-
ness, but such studies may be considered
on their merits for corroborative support
of efficacy and evidence of safety. If a
hearing is requested and justified by the
response to this notice, the issues will be
defined, a hearing examiner will be
named, and he shall issue a written no-
tice of the time and place at which the
hearing will commence.

G. Unapproved use or form of drug.
1. If the article is labeled or advertised
for use in any condition other than those
provided for in this announcement, it
may be regarded as an unapproved new
drug subject to regulatory proceedings
until such recomended use is approved
in a new-drug application, or is other-
wise in accord with this announcement.

2. If the article is proposed for market-
ing in another form or for use other than

the use provided for in this announce-
ment, appropriate additional information -
as described in § 130.4 or § 130.9 of the
regulations (21 CFR 130.4, 130.9) may be
required, including results of animal and
clinical tests intended to show whether
the drug is safe and effective.
Representatives of the Administration
are willing to meet with any interested
person who desires to have a conference
concerning proposed changes in the
labeling set forth herein. Requests for
such meetings should be made to the Of-
fice of Scientific Evaluation at the ad-

- dress given below, within 30 days after

the publication of this notice in the Frp-

ERAL REGISTER.

A copy of the NAS-NRC report has
been furnished to each firm referred to
above. Any other interested-person may
obtain a copy by request to the appropri-
ate office named below.

Communications forwarded in re-
sponse- to this announcement should be
identified with the reference number
DESI 5897, directed to the attention of .
the following appropriate office, and ad-
dressed (unless otherwise specified) to
the Feod and Drug Administration, 5600
Fishers Lane, Rockville, Maryland 20852:
Supplements (identify with NDA number):

Office of Scientific Evaluation (BD-100),

Bureau of Drugs.

Original abbreviated new-drug apphcatlons
(identify as such): Drug Efiicacy. Study-
Implementation Project Office (BD-5), Bu-
reau of Drugs,

Request for Hearing (identify with Docket
number) Hearing Clerk, Office of Gen-
eral Counsel (GC-1), Room 6-62, Parklawn.

All other communications regarding this an-
nouncement: Drug Efficacy Study Imple-
mentation Project Office (BD-5), Bureau of
Drugs.

Requests for NAS-NRC report: Press Rela-
tions Office (CE-200), 200 C Street S\V
\Washington, D.C. 20204.

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 505, 52 Stat.
1050-53, as amended; 21 U.S.C. 352,-355)
and under authority - delegated to the
Commissioner of Food and Drugs (21
CFR 2.120).

Dated: March 19, 1971,

‘Sam D. FINE,
Associate Commissioner
. for Compliance.

{FR Doc.71-4952 Filed 4-8-71;8:46 am] ’

[DEST 10423}

LEVALLORPHAN TARTRATE
INJECTION

Brugs for Human Use; Drug Ef“cacy
Study Implementation

The Food and Drug Admlmst.ration
has evaluated a report received from the-
National Academy of Sciences-National
Research Council, Drug Eflicacy Study
Group, on the following drug for intra-
venous use: - -

Lorfan Injection, containing leval-
lorphan tartrate; Roche Laboratories,
Division of Boffman-LaRoche, Inc., 340 .
Kingsland Street, Nutley, New Jezmy
07110 (NDA 10-423).
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NDA NUMBER

- - NOTICE OF APPROVAL . 80'781“_ _ :
. DATE APPROVAL LETTER lSSUEDV

NEW DRUG APPLICATION OR SUPPLEMENT
. 1 JAN171973

TO: FROM:

@] Bureau of M¥IES

Press Relations Staff (CE-300)

égﬁal?& origg of thxs,%nmgm

approval has been entered above.

TYPE OF APPLICATION CATEGORY
— ABBREVIATED SUPPLEMENT

) orieinaL nDA ORIGINAL NDA XJ to Abbreviated NDA X ] Human [ vETERINARY

TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME ¢if any) OF DRUG

Folic Acid

DOSAGE FORM HOW DISPENSED
Tablet g Rx LJorc

ACTIVE INGREDIENT(S) (as declared on label. List by established or nonproprietary name(s) and include amount(s), if amount is
declared on label.)

Folic Acid 1 mg.

k
‘I
g
NAME OF APPLICANT (Include City and State)

Rondex Laboratories, Inc. ) -
Guttenberg, New Jersey 07093

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Vitamin

COMPLETE FOR YETERINARY ONLY

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

Distributor

. - APPEARS THIS WAY
ON ORIGINAL

FORM PREPARED BY

NAME DATE

R.J. Wolters

FORM APPROVED BY

N AME, DATE

J.L. Meyer

£D -FORM 1642 (7/69) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

S G I C LR St



CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

30-784
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CorumsiAa MEepicaL COMPANY

OUQ/I.fy A bgmeOQUf/Z’Q/Q FDA #24-11012

COLUMBIA

38 EAST 19th STREET « NEW YORK, N.Y. 10003 « TEL. 212 OR 3-7320
November 15, 1971

Drug Efficacy Study Implementation
Project Office
Bureau of Brugs
Department of Health, Education and Welfare
Food and Drug Administration
Rockville, Maryland 20852

Re: Abbreviated New Drug Application
Folic Acid 1 mg. Tablets, U.S.P.

Gentlemen:

The undersigned, regularly and lawfully engaged in the dis- -
tribution ot dispensing of prescription drugs (FDA Registration
No. 24-11012) hereby agrees to use only the labeling text which
is included in the Rondex Laboratories, Inc. Abbreviated New
Drug Application for Folic Acid 1 mg. Tablets, U.S.P.

{

It is further agreed that no changes will be made in such
labeling or any other printed materail used in connection
with the distribution of the drug other than that set forth

in such Abbreviated New Drug Application. 1In the event that
any changes are proposed in such labeling, they will first

be submitted as a supplement to the said effective Abbrevuated
New Drug Application and will not be used or otherwise
distributed until or unless the supplement shall have been'
approved.

We, the undersigned, understand that we are permitted to
distribute the drug only under the labeling provided for in
the Abbreviated New Drug Application; that any other labeling
or advertising for the drug will prescribe, recommend, or
suggest its use only under the conditions stated in the
labeling provided for in this application.

Respectfully,
COLUMBIA MEDICAL COMPANY

Harvéy Wokésonlyﬁresident

Pége 28

NOV 17 1971
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Ulw B | 0 LI N E ..Caboratorfed, Ine.

Dlstnbutcrs of Intravenous, Intramuscular, Glandular, Chemotherapeutic Preparahons
Tablets, Liquids, Ointments, Physicians and Hospital Supplies

Plote Ji)

NOV 2

NOV 22 1971

1353 UTICA AVE ¢ BROOKLYN 3,
Telephone NA 9-1313 )

NOVEMBER 18.1971

IRUG EFFICACY STUDY IMPLEMENTATION
PROJECT OFFICH
BURREAU OF IRUGS ,
IRPARTMENT OF HEBALTH, EDUCATION, AND VEFFARE
FOOD AWD IRUG ADMINISTRATION
HOCKVILLE, MARYIAND 20852 :
: ABBHRRVIATED N&W DRUG APPLICATION
FOLIC ACID 1 MG. TABLETS, U.SeP.-

THE UNDERSIGNED, REGULARLY AND L&WFULLY ENGAGED IN-THE DISTRIBUTION
OR DISPENSING OF PEESCRIPTION DRUGS (FDA RuGISTRATION NO. 24-12153) HEREBY
AGREES TO USE OFLY THE LABELING TEXT WHICH IS INCLUDED IN THE RONDEX LABORATCRIES,
ING. ABBERVIATED NuW DRUG APPLICATION FOR FOLIC ACID 1 MG. TABLETS, U.S.P.

iT is .FUBTHER AGR"C?:TH.{D. THAT NO CHANGES WIkL BE MADE IN SUCH LABELINGCR

-ANY OTHER PRINTHD MATERTAL USHD 1IN CONMBCTION WITH HE DISTRIBUTION OF THE DRUG

OTHER THAN THAT SET FCRTH.IN SUCH ABBREVIATHED NEW DRUG APPLICATION.  IN THE BEVENT
THAT ANY GHANGES ARSE PROPOSED IN SUCH IABHLING, THEY WilL FIRST BE SUBMITTED AS

A SUPPLEMENT TO THE SATD EFFRCTIVE ABREVIATED Nww DRUG APPLICATION AND WILd NOT
B& USED OR OTHiBRWISE DISTRIBUTED UNTIL OR UNIESS THE SUPPLEMENT SHALL HAV: BUEN
APPROVED.

Wi, THE UNDERSIGNED, UNDERSTAND THAT W& ARY PERMITTED TO DISTRIBUTE THE
DRUG ONLY UNDER THR LABELING PROVIDED FOR IN THE ABBREVIATED NEW DRUG APPLIQATION H
THAT ANY OTHER LABELING OR ADVERTISING FOk THE DKUG WILL PRRSCRIBE, RECOMMEND,
OR SUGGEST ITS USE ONLY UND:R THE‘ CONDITIONS STATED IN THE LABRLING FROVIDED FCR
IN THIS API’LIGfATION.

RBSPECTFULLY,

BIOLINE LABORATORIES, ING.

JEROME PHILLIPS

APPEARS THIS WAY PRESIDENT -

ON ORIGINAL

Page 27 .



RONDEX LABORATORIES, Inc.

"“THE HOME OF FINE PHARMACEUTICALS"
68 SIXTY NINTH STREET, GUTTENBERG, NEW JERSEY
TEL. NEW JERSEY: 868-5400 NEW YORK DIRECT: 594-0913

CABLE - RONDEX, GUTTENBERG N J

November 29, 1971

Drug Efficacy Study Implementation Project Office§
Bureau of Drugs :
Department of Health, Education, and Welfare
Food and Drug Administration

Rockville, Maryland 20852

Gentlemen:

Rondex Laboratories, Inc,, FDA Registration # 24-10563, is herewith
submitting an Abbreviated New Drug Application for Folic Acid 1 mg. Tablets,
U.5.P,, pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act,
and Section 130,4(f)(1l) and (2) of the Code of Federal Regulations.

Enclosed you will find an original and two copies of the required
information arranged in the order outlined in 21 CFR Part 130, Abbreviated
Applications.

Thank you for your attention to this matter.
Respectfully submitted,
RONDEX LABORATORIES, INC, /' 3

{. ( A
3 n N ; H
ré “‘-.; i A \ AN : 4
o 0Nl S

Edward Plymack, Pr%s%dent

.

2
S,

EP:va
Enclosures
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ﬁm 80784
TAF 32-746

JAN 031972

Rondex Laboratorien, Iuc.
Attentfon: Mr. Bdward Plysack
68 Sixty Binth Stre |
rg, Now auey i}w%

Ye aekwwl&&gﬁ ﬁm mifpt i}f your sbbraviated new émg application
- : tant to '”B} of m Eﬁml fm, Prug, end

TI0N: November 79, 1971
s Dacember 20, 1971

BATE of APPLIC
DRTE of RECEIY

'% will cor éspend with you ferther after we have had the opportunity
. - 52 % eka &pgliaaeian

*"iiy any- m&ie&tim concerning this application with

Bincerely yours,

@MyCW@W /:‘/70/?/

ﬁﬁ‘ﬁé ﬁ. Gﬂﬂell H;E.

BD-69
BD-67
=22
3D-310 ‘SUWLge( té«l "’0['”

JLMeyer/bhy 12/23/71
S Acky '
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_ Flaswd lat o bave your respos we promptly.

Dup

BD-67 o L | | »

BD-22 R -

BD-242 . &l)ﬁ@/?s/?‘/
MAClark/JI.Meyerr‘ ters’ 1-13-72 @9’ Ve :

- R/D:init. by MC er‘/MSvife 1-24-72 - N

. Final typing/, S N TR {(;ﬁ(?g—-
‘Rev- w/ f s '
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NDA QRIG_AMENDMENY, &

Wk, . E

© NDA 80-784

’;”1pursuant to Section ..505(b) of the Federal Food Drug and Cosmetlc Act

.. .This supplement provides for the distribution of the drug 1n bottles

ONS:T pm .

'~ Drug Efficacy Study Implementatlon
. Food and Drug Administration
- Dear 'Sir,

:Eamendment to our Unapproved Abbrev1ated New Drug Appllcatlon for

RONDEX LABORATORIES Inc.

' #"THE HOME OF FINE PHARMACEUTICALS" S
68 SIXTY NINTH STREET. GUTTENBERG, NEW JERS_EY o ' Teo P
TEL_. ‘NEW JERSEY: 868.5400 NEW YORK DIRECT: 594‘-0913

121&

' CABLE - RONDEX, GUTTENBERG N J

May 12, 1972 .

D1rector

. PrOJect Office
Bureau of Drugs

Department of Health, Education, and Welfare
. Rockville, Maryland - - 20852

Rondex Lébdratories’ Inc., is herewith submlttlng in trlpllcate an

Follc Acid 1 mg. Tablets, U.S.P., NDA 80-784

”100 -and- 1000 Tablets by:

ﬁf w; Approved Pharmaceutical Corporatlon -
Syracuse New York 13201

. Ihank,you‘for your attention'to this matter.'

Enclosures -



JUN 211972

Ezatm is made to your sbbrevisted new drug applicstion m&e&
pureusnt to Section %5(»} e# the Pedevel Food, Drug, and Cosmetic
Aot for Polie Aoid Taktets, 1 mg.

¢ the ressipt of your communicstion dated May 32, 1972,
ing for s adds tional distributer.

gmm for you to lebal the drug with a

: 1&3 {%J, B, sasi ﬂ,aﬁ ng,) while thi
e ¢ poteney of 1 g,

MAClark/JIMeyer/RJWolters/6-13-72
R/D init, by MCLark/JMeyer/6-1h-72
Final typlng/km/6-3,5-72

R/t <y i mlww
oM MMLMV

BD-69 BD-67 PB-106 BD-2
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RONDEX LABORATORIES, Inc. &

““THE HOME OF FINE PHARMACEUTICALS"'

~

7 o

- RESURMISSION /—
NDA ORig AMENDMENT

PPl

e

68 SIXTY NINTH STREET, GUTTENBERG, NEW JERSEY

TeL. NEW JERSEY: 868-5400

CABLE - RONDEX, GUTTENBERG N J

NDA 80-784

Director

Division of Actions Tmplementation

Drug Efficacy Study Implementation
Project Office

Bureau of Drugs

Food and Drug Administration

Rockville, Maryland 20852

Dear Sir,

NEW YORK DIRECT: 594-0913

July 27, 1972

Rondex Laboratories, Inc. is herewith submitting in triplicate
Communication No. 1 to our Abbreviated New Drug Application for

Folic Acid Tablets, 1 mg, NDA 80-784,
requested in your letter of January 27,

Thank you for your attention to this matter.

NS:pjm
Enclosures

to supply the information

Sincerely,
2 Loks

Nathan Skop, Vlce President
Rondex Laboratories, Inc.

b



NDA ORIG AMENDMENT

E
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RONDEX LABORATORIES, Inc.

FPL

“THE HOME OF FINE PHARMACEUTICALS" ‘Q'K lé

68 SIXTY NINTH STREET, GUTTENBERG, NEW JERSEY
TeL. NEW JERSEY: 868-5400 NEW YORK DIRECT: 594-0913

CABLE - RONDEX, GUTTENBERG N J

NDA 80-784 . _ August 1, 1972

Director v
Drug Efficacy Study Implementation
Project Office
Bureau of Drugs
Food and Drug Administration
Department of Health, Education and Welfare
Rockville, Maryland 20852

Dear Sir,

Rondex Laboratories, Inc. is herewith submitting in triplicate
an Amendment to our unapproved Abbreviated New Drug Application for
Folic Acid 1 mg. Tablets, U.S.P., NDA 80-784., This Amendment provides
for revised labeling for one distributor previously submitted, and for
labeling for two additional distributors.

Thank you for your attention to this matter.

Singerely, ]

Nathan Skop, Vice-President
Rondex Laboratories, Inc.
NS:pjm :
Enclosures




SEP 81972

Attention: M. Nethen Skop
68 Sixty Hinth Street
Guttekberg, Hew Jersey 07003

Refevence is made to your acw drug spplication submitted
pursusnat to Section 3&3&) of 'bhe Mezsl Food, ﬁwg, and Cosmetic
act for Folic Aeid Tablets; 1 ng.

Reference is mmwmmamm msma?,
ng 19?2; and pamfaoty £
information.

mmﬁimti%gm&ﬁfawm%m%m&mwm
mzahei Ita&sagmiﬁes fwmwlaba%ﬁhaMwiﬁtlab&s

Columbia Medical Compsny
ﬁes: York, New York 0003

@Mmmﬁm i»-*«;-::m RELY . m‘

pd cuy veview of this aibrevisted new drug sppiicstion.

ever, befﬁa are sbie to vesch a finsl conclusion, the following




ces

RWK-DO

Dup

BD-69

BD-66

BD-106

BD-2h2

JRCarr/JLMeyer /RIWolters /9-1~T72
R/D init. by MClark/JiMeyer/9-5-72
Final typing/kim/9-5-72

Rev w/f ‘3

(Y\;}W’ﬁ 7

‘ ’ N &LJV

fh W?ﬁ%ﬂm |
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NDA ORIG AMENDMEN‘

R_ONDEX 'LABORATORIES, Inc. ﬁ%‘

“THE HOME OF FINE PHARMACEUTICALS'!
68 SIXTY NINTH STREET. GUTTENBERG, NEW JERSEY
TeEL. NEW JERSEY: 868-5400 NEW YORK DIRECT: 594.0913

CABLE - RONDEX, GUTTENBERG N J

NDA 80-784 Octoeber 10, 1972

.Director y

Drug Efficacy Study Implementation -7
Project Office” '

Bureau*of Drugs

Food and Drug ‘Administration

Department of Health, Education, and Welfare

Rockville, Maryland 20852

i

Dear Sir,

Rondex Laboratories, Inc. is herewlth submitting in triplicate a
Communication to our Abbrev1ated New Drug Application for
Folic Acid Tablets, 1 mg., NDA“80-784.

This Communication provides the information requested in your letter
of September 8, 1972, :

Thank your for your attention to this matter.

: S i P Sincerely yours,
- : : . . - )

Nathan Skop, Vice-President
- Rondex Laboratories, Inc.

Enclosures

NS:pjm oo _ \ .




