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MAR-23 084

NDA 88-730

Vangard Labs R )

- Attention: Mery G, Foster
101107 Samsen Street
Glasgow, KY 42141

Dear Ms, Foster:

Chal UL Reference S is made- to’ your - abbrey lated new drug spplication, submitted

- pursuant to Section 505(h) of ‘the Federal Food, Drug, and Cosmetic Act
for Folic Acid Tablets, USP 1 mg., . R .

The application provides fa& " you to wepazgggeo the drug product
manufactured by Towne, Pasisen & Co,, Monrevia, Lalifornia.

He have completed the veview of this abbreviated new grug application and
have concluded that the drug is safe and effective for use as reconmended
in the submitted labeling, Accordingly, the applicatien is approved,

Any significant change in the conditions outiined in this asbbreviated new
drug spplication requires an approved supplemental application befere the
change may be made, except for changes made in.conformance with other
provisicns of Section 214.8 of the new drug regulations.

This Administration sheuld be advised of ‘any change in the marketing
status of this drug. : ' '

For Initial Compaigns: We request that you submit, n: duplicate, any
.- proposed sdvertising or promotional copy which you inténd to use in: your
- lmmediate advertising or. promotienal cempaigns, - Please submit - 211
- Propesed materials dn draft or mogh-up form; ot Final print.  Submit

hoth coples: toget wWith  a "copy~af ¢ ropesed or  final printed

labeltag to the Division of Drug Advertising and Labeling (HFN-248).
Also, please do net use Form FD-2253 for this submission. _

 For Subsequent Campaigns: Ke call your stiention fo Regulation 21 CPR

- 310.300 e?*ﬁ) (3} which . requires that material for any . subsequent

- advertising or promotional campaigns, &t the time of their- {nitial use,

- be sybmitted to eur Divislor of Drug Advértising and Labeling (HFi-240)
with a completed Form FD-2283., A copy of Form FD-2253 4s enclosed for
your convenisnce. E '
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This application is being approved with the understanding that, at the
time of the next printing or within 160 days, whichever comes soomer, the
wording will be changed to clarify the TP ..... B73 and 250" that
appears in the How Supplied section of the package insert. :

APPEARS THIS WAY
ON ORIGINAL

i
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<

Folic Acid

Each scored tablst contains 1.0 mg of Folic Acid, also Xnown
ptaroylglutamic acid.

ACTIONS: Fotic Acid is one of tha hematopoetic factors necessary for
normai red cell development. Tha exact mechanism of action is not
claasiy understood at this time.

INDICATIONS: Foiid Acid is effective in the treatmant of megaloblastic
anemias due 1o a deficiency of Folic Acid as may be seen in tropical
or non-topicat sprus, in ias of nutritiona! origin, preg . in-
fancy, or childhood.

WARNINGS: Folic Acid akone is improper therapy in the treatment of
pernicious anamia and other magaloblastic ansmias where Vitamin 8
is dpficient. 12

PRECAUTIONS: Folic Acid in doses above 0.1 my daily may obscure
pernicious anemia in that hematologic remission can occur while
neurolgical manifestations femain progressive.

ADVERSE REACTIONS: Aliergic sensilization has been reported follow-
ing both oral and parenteral administration of Folic Acid.

DOSAGE AND ADMINIS TRATION: Oral admiinis trabion. Folic Acid is well
absorbed and may be administered orally with satistactory results ox-
copt in savers i of i inal tion.

Usual therapeutic dosage - a adulls and chidren {ragardlass of age)
up o 1.0 mg daily. Resistant cases may require larger doses.

Maimenancelavel.m\endmcdsympmmsmveumidedmmbhod
picture has become normal, a maintenance level should be used, i.e.,
0.1 mg for infants and up to 0.3 my for children under four years of
age, 0.4 mg for adults and children four or more years of age, and
0.8 mg for pregnant and lactating women, per day, but never less than
0.1 mg per day. Patiants should be kep! under close suparvision and
adjustment of the maintenance tavet mada if relapse appears imminent.
In the p of ksm, b ic anemia, anti Isant therapy,
o chronic infection, the maintenanca level may need 10 be increased.

HOW SUPPLIED: Yellow colored, round comprassed, unscored film
coated tabiets contaning 1 mg. of Fokic Acid and debossed with Tawne,
Pautsmbqoanﬂploduclidonﬁﬂmumnumbermamsidaommabm.
(P ).Bottles of 100, 500, 1000's and unit-dose packages of 100 (10x10)
873

and 250.

100's - NDC #0615-0664-01

500's - NDC #0615-0664-05

1,000's - NDC #0615-0664-10

100 (10x10) - NDC #0615-0664-13

250's - NDC #0615-0664-03

Manulaclured by Towns, Paulsen, Monrovia, California 91018.
Distributed by VANGARD LABS, Div. of MWM Corporation, Glasgow,
KY 42141, :
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LANICATION

HFD-530

T, e
*C pagere

2. HGA NUMBE R

Vangard Labs
Glasgow, KY 42141

SMNAME-AND ACORESS OFAPPLICANT (City ardd State)

(Repackager)

88-730
s nohnta
s. SUPPLEMEONT (S}

NUMBE RIS) CaATE(S!

6. NAME OF DRUG

Folic Acid

7. NONFPROPRIETARY NAME

8. SUPPLEMENTI(S} PROVIDES FOR:

9. AMENDMENTS AND OTHER
‘(Reports, etc) DATES

*

10. PHARMACOLOGICAL CATEGORY
Vitamin B (hematopoitic)

11. HOW DISPENSED

q Kliex

3 oTe

2. RELATED IND/NDA/DMF(5)

13, DOSAGE FORM (S}

tablet”

14,POTENCY (ica)

1 mg.

80-691( Towne,Pau-
Isen) mfg.

15, CHEMICAL NAME AND STRUCTURE

|5.‘ RECORDS AND REPORTS

CURRENT

. Cives  [Owo
- REVIEWED
Clves Cine
17. COMMENTS _ ‘
L ]

APPEARS THIS WAY
ON ORIGINAL

18. CONCLU?ONS AND RECOMMENDATIONS

Desi # 5897

Applicant meets requirements for approval as repackager

18, T ROCVILWER
NamL : S'CN‘”’UN— SATE COMPLETCD 1
C M Smith J < z 3 %5
—L —
DISTRIRUTION 7| oriGinAL JACKET {‘ jhRrvit wen ] DIVISION FILE

FORM FDI 2266 (7/15)

PREVIOUS LUITION MAY UiL

USLD UNTIL SUEPLY 13 EXHAULTRED. B |
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CHEMIST'S REVIEW, Page 2 NDA NUMULER
Entar evrluction or Cmm#ntl for each ftom., I receseery, continue on R°* y JOVI*° nar. 88—730
Koy contimation to Htem tv numrber, Enter *"INC°° il ‘no change or e A If not applicabile.
.§20. COMPONENTS AND COMPOSITION (6. 7)
N.A App11cant is repacakger, See NDA gp-691
-

21, FACILITIES AND PERSONNEL (8a,d)

satisfactory : L

22, SYNTHESIS (4¢) - ] .

See NDA g8p-691 )

123, RAW MATERIAL CONTROLS (3d,c)
a, NEW DRUG SUBSTANCE

NA

b. OTHER INGREDIENTI

I.D. test to be conducted on f1n1shed product

24, OTHER FiIRM(#) (81)

- 1N CcOmpliance

28, MANUFACTURING AND PROCESSING (88.h./.k) N

see NDA 80-691

e

26, CONTAINER (8i)

are — and — B P
food addit1ve.regu1at1ons.

app11cant will market only wnit dose packages.

components meet

Bliser packets

Z7. PACKAGING AND LABELING (3L,m)

satisfactory

28. LABORATORY CONTROLS (In-Process and Finished Dosage Form) (8n)

NA

29, STABILITY (8p)

applicant submits protocol and available data
18 month expiration dating.

30, CONTROL N'.UMBERS (3¢c)
allowed for

31, SAMPLES AND RESULTS (9)

8. YALIDATION
N NA

b. MARKEYT PACKAGE

32, LABELING (¢)

satisfactory per

3. ESTABLISHMENT INSPECTION
applicant, manufacturer and testing lab in compliance

31, RECALLS

- FORM FDH 2266 (7/75)

40
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Dated: October 7, 1680.
Sanford A. Miller,
[ r. Bureau of Foods.
¥R Doc. 80-32200 Filed 10-16-8tx 8:45 am]
PILLING COOE 4110-03-8

[Docket No. 80F-0401)

Eastman Chemicals Division, Eastman
Kodak Co_; Fliing of Food Additive
Petition

aGeNCY: Food arid Drug Administration.
acTion: Nutice. i

SUMMARY: Eastman Chemicals Division,
Eastman Kodak Co. has filed a petition
proposing that the food additive
regulations be amended to broaden the
mole percentages of ethylene glycol and
1.4-cyclohexane dimethanol to 99-66
and 1-34, respectively, in the mixture
psed as a reactant with dimethyl
terephthalate in the production of
ethylene-1,4-cyclobexylene dimethylene
terephthalate copolymer intended for
food-contzct use. \

FOR PURTHER INFORMATION CONTACT:
Vir D. Anand, Bureau of Foods (HFF-
$34). Pood and Drug Administration, 200
C St.. SW., Washington, DC 20204, 202-
472-5690.

ARY INFORMATION: Under
the Federal Food, Drug, and Cosmetic
Act (secs. 201(s), 408, 72 Stat. 17841783
as amended (21 U.S.C. 321(s), 348))
notice is given that a petition (FAP
©OR3523) has been filed by Eastman
Chemicals Division, Eastman Kodak Co.,
Kingsport, TN 37662, proposing that
$ 177.1315 Ethylene—14-cyclohexylene
dimethylene terephthalate copolymer
(21 CFR 177.1315} be amended to
broaden the mole percentages of
ethylene g!ycol and 1.4-cyclohexane
dimethanol to 99-66 and 1-34,
gespectively, in the mixture used as a
reactant with dimethyl terephthalate in
the production of ethylene-1.4-
eyclohexylene dimethylene
terephthalate copolymer intended for
food-contact use.

FDA has carefully considered the
polential environmental effects of this
ection and has concluded that the action
will not have a significant impact on the
human environment and that an
eavironmental impact statement is not
required. The agency's finding of no
significant impact and the evidence
supporting the document may be scen in
the office of the Hearing Clerk (HFA~
205), Food and Drug Administration, Rm.
4-#~ %800 Fishers Lane, Rockville, MD
2. between9a.m. and 4 p.m, ’
Monday through Friday.

Duted: October 7, 1860.
Sanford A. Miller,
Direclor, Bureau of Foods.
{FR Do, 80-32209 Filod 10-16-00; 8:45 £m]
BILLNG CODE 4110-03-4

Dated: October 6, 1980.
Gerald B. Guest,
Acting Director, Bureau of Veterinary
Mcdicine.
[¥R Uuc. 80-32118 Filed 10-16-80 8:46 am]
BILLING CODE 4110-03-M

" Farmiand Industries, inc.; Co-op Chick

Fortifier; Withdrawal of Approval of
NADA

AG!ENCV: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The agency withdraws
approval of & new animai drug

" application (NADA] providing for use of

Co-op Chick Fortifier (amprolium)
premix. Finished feeds containing the
premix are fed to poultry as an aid in
prevention of coccidiosis or for
development of immunity to coccidiosis.
The sponsor, Farmland Industries, Inc.,
requested the withdrawal of approval.

EFFECTIVE DATE: October 27, 1880.

FOR FURTHER INFORMATION CONTACT:
Vitolis E. Vengris, Bureau of Veterinary
Medicine (HFV-214), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301—213-3183.

SUPPLEMENTARY INFORMATION:
Farmland Industries, Inc.. P.O. Box 7305,
Kansas City, MO 64116, is the sponsor of
NADA 44-364 which provided for use of
Co-op Chick Fortifier {0.50 percent
amprolium) premix in making finished
poultry feeds. The feeds are indicated as
aids in prevention of coccidiosis in
broiler chickens, turkeys, and laying
hens or for development of active
immunity to coccidiosis in replacement
chickens under conditions of slight
exposure to coccidiosis. The application
was originally approved November 10,
1970. By letter of April 22, 1480, the
sponsor requested withdrawal of
approval of the NADA becuuse the
product is no longer being manufactured
or marketed.

Therefore, under the Federal Food.
Drug, and Cosmetic Act [sec. 512(e). 82
Stat. 345347 (21 U.S.C. 36ub{e)}). under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1} and
redelegated to the Bureau of Veterinary
Medicine (21 CFR 5.84), and in
accordance with § 514.115 Withdrawa!
of approval of applications {21 CFR
514.115). notice is given ths! approval of
NADA 44-364 and all supplements for
Farmland Industries, Inc., Co-op Chick
Fortifier is hereby withdruwn, effective
October 27, 1880.

{DESI 5897; Docket No. 8ON-0379)

Folic Acid Preparations, Oral and
Parentera! for Therapeutic Use; Drugs
for Human Use; Drug Efficacy Study
Implementation; Amendment

AGencY: Food and Drug Administratior:.
ACTION: Notice.

SUMMARY: This notice amends 8
previous Federal Register notice for folic
acid by revising the Precautions
statement to be included in the jabeling
for these drugs. The agency believes the
revised labeling more accurutely states
the level at which folic acid may
obscure pernicious anemia.

DATE Supplements to approved NDA's
and ANDA’s due on or before December
16, 1980.

ADDRESS: Communicatlions in response
to this notice should be identified with
the reference number DESI 5897,
directed to the attention of the
appropriate office named below, and
addressed top the Food and Drug
Administration, 5600 Fishers Lane,
Fockville, MD 20857.

Supplements to full new drug applications
(identify with NDA number): Division ol
Metubolism and Enducrine Drug Products
{HFD-130), Rm. 14B-03. Burexu of Drugs.

Original abbreviated new drug applications
or supplements thereto (identify as suct):
Division of Generic Drug Monographs (HFD-
530). Bureau of Drugs.

Requests for opinion of the applicability of
this notice to a specific product: Division of
Drug Labeling Compliance {(}H{F{}-310}, Bureau
of Drugs.

FOR FURTHER INFORMATION CONTACT:
David T. Read, Bureau of Drugs (HFD-
32), Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857, 301~
443-3650.

SUPPLEMENTARY INFORMATION: A notice
published in the Federal Register of
April 9, 1971 {36 FR 6843}, announced
the conditions under which the FDA
would approve new drug applications
for folic acid preparations. The labeling
conditions included the following
precaution:

Folic acid especially in duses abaove 1.0
mg daily may obscure petuicious anemia. in
that hematologic remission may octur while
neurolog_ical manilestations remain
progressive.

This same precaution was required in
an amendment published August 2, 1973
(38 FR 20750). _
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Based on available data end
Jormation the Director of the Bureau of

=% _rugs finds that the precautions section

of the labeling conditions for folic acid
preparations should be amended. While
obscuration of pernicious anemia does
not ocur at levels of 0.1 mg for folate per
day, hemotologic remissions in
pernicious anemia have been reported
at levels as low as 0.25 mg of folate per
. day. The precautions section of the
1abeling conditions for folic acid
preparationy is amended to read as -
follows: . .

Folic acid in doses above 0.1 mg daily may
obscure pericious 8nemia in that
hemstologic remission can occur while
newrological manifestations remain
progressive. .

Supplements to approved NDA's ar
ANDA's providing for appropriate
revision of the labeling of drug products
affected by this notice should be
submitted on or before December 18,
1880. The revised labeling may be put
imo use before FDA approves the
supplemental NDA or ANDA, but it
shall be put into use no later than
February 17. 1881. -

This notice is issued under the Federal
Food, Drug, and Cosmetic Act {secs. 502,
505, 52 Stat. 1050~1053, as amended (21
U.S.C. 352, 355)). and under the authority
delegated to the Director of the Bureau

which provides for use of anthelin
tablets as a taeniafuge (anthelmintic} in
dogs. Each tablet contains 47 milligrams
of anthelin (equivalent to 12.7 mg of
antimony). The NADA was originally
approved January 23, 1850. In their letter
of April 29, 1960, the firm requested that
approval of the NADA be withdrawn
because the product is no longer being
manufactured or marketed.

Therefore, under the Federal Food,
Drug, and Cosmetic Act {sec. 512(e), 82
Stat, 345-947 {21 U.S.C. 380b(e))) and -

- under authority delegated to the

Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Bureau
of Veterinary Medicine {21 CFR 5.84),
and in accordance with § 514.115
Withdrawal of approval of applications
{21 CFR 514.115), notice is given that
NADA 7-228 and all supplements for
anthelin tablets is hereby withdrawn,
effective October 27, 1880.

In & document published elsewhere in
this issue of the Federal Register,
§ 520.120 (Anthelin tablets is being
revoked.

Dated: October 6, 1980.
Gorald B. Guest,
Acting Director, Bureau of Veterinary
Medicine.
{FR Doc. 80-32117 Filed 10-16-80: 846 sm)
BULLING CODE 4190-03-M

of Drugs (21 CFR 5.82). Dod(. ' 00F-0359]

Dated: October 8, 1080. [Docket No. .
J. Richard Crout, Mitsut Petrochemicai Industries, Ltd.;
Director, Bureau of Drugs. Flling of Food Additive Petition
§FR Doc. 80-32283 Filed 10-16-80: 845 am] AGENCY: Food and Drug Administration.
SILLING CODE 4110-03-4 ACTION: Notice. ‘
- SUMMARY: Mitsui Petrochemical
Jensen-Salsbery Laboratories; Industries, Ltd., has filed a petition
Antheiin Tablets; Withdrawal of proposing that the food additive
Approval of NADA regulations be amended to provide for

AQENCY: Food and Drug Administration.
AcTION: Notice. '

SUMMARY: The Food and Drug
Administration (FDA) withdraws
approval of a new animal drug
application (NADA) providing for use of
anthelin tablets as an anthelmintic in
dogs. The sponsor, Jensen-Salsbery
Laboratories, requested withdrawal of
spproval.

EFFECTIVE DATE: October 27, 1980.

FOR FURTHER INFORMATION CONTACT.
Leonard D. Krinsky, Bureau of :
Veterinary Medicine (HFV-216), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4009.

SUPPLEMENTARY INFORMATION: Jensen-
Salsbery Laboratories, Division of
Burroughs-Wellcome Co., Kansas City,
MO 84108, is sponsor of NADA 7-228

an increase in the weight-percent of
units derived from 4-methylpentene-1in
ethylene/4-methylpentene-1 copolymers
intended for food-contact applications.’
FOR FURTHER INFORMATION CONTACT:
Neal D. Singletary, Bureau of Foods
{HFF-334), Food and Drug
Administration, 200 C 5t. SW.,
Washington, DC 20204, 202-472-5690.
SUPPLEMENTARY INFORMATION: Under
the Federal Food. Drug, and Cosmetic
Act (secs. 201(s), 409, 72 Stat 1784-1788
as amended {21 U.S.C. 321(s}, 348]).
notice is given that a petition (FAP No.
0B3521) bas been filed by Mitsui
Petrochemical Industries, Ltd., cfo
Keller and Heckman, 1150 17th St. NW.,
Washington, DC 20038, proposing that
§ 177.1520 Olefin polymers (23 CFR
177.1520} be amended to provide for an
tocrease in the weight-percent units
derived from 4-methylpentene-1 in

Sl TR

ethylene/4-methylpentene-1 copolymers
intended for food-contact applications.
The potential environmental impact of
this action is being reviewed. If the
agency finds that an environmental
impact statement is not required and
this petition results in a regulation, the
notice of availability of the agency's
finding of no significant impact and the

_evidence supporting that document will

be published with the regulation in the
Federal Register in accordance with 21
CFR 25.40{c} (proposed December 11,
1978; 44 FR 71742).

Dated: October 7, 1980.
Sanford A. Miller,
Director, Bureau of Foods.
{FR Doc. 80-12292 Filed 10-18-62 8:45 sm]
BILUING CODE 4110-03-M

[Docket No. 80F-0388]

Radlation Technology, inc; Fitling of
Food Additive Petition

AGENCY: Food and Drug Administration.
AcTiON: Notice.

SUMMARY: Radiation Technology, Inc.,
has filed a petition proposing that the
food additive regulations be amended to
provide for the safe use of a source of
gamma radiation to reduce or control
microbial contamination in spices,
natura! flavorings, and dehydrated
vegetable seasonings:

FOR FURTHER INFORMATION CONTACT. .
George H. Pauli, Bureau of Foods (HFF-
334), Food and Drug Administration, 200
C Si. SW., Washington, DC 20204, 202-
472-5690.

SUPPLEMENTARY INFORMATION: Under
the Federal Food, Drug. and Cosmetic
Act (secs. 201(s), 408, 72 Stat. 17841768
as amended (21 U.S.C. 321(s). 348)),
notice is given that a petition (FAP
OM3516) has been filed by Radiation
Technology. Inc., Lake Denmark Road,
Rockaway, N] 078686, proposing that Fart
178—Irradiation in the Production,
Processing and Handling of Food (21
CFR Part 179) be amended to provide for
the safe use of u Cobalt 60 or Cesium
137 source of gamma radiation to reduce
or control microbial contamination in
spices, natural flavorings, and
dehydrated vegetable seasonings by
irradiating those foods at doses up to 3
megarad. This petition is being
evaluated. :

The agency has considered the
potential environmental effects of this
action and has concluded that the action
will not bave a significant impact on the
buman environment and an
environmental impact statement is not
required. the agency’s findings of no
significant impact and the evidenoe’
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tng. 1¢ m Street, Giloucestes,

setts 01030, talephons 617-381-0640 (Appli-

oations No. 4, 8);
Ragional Director. National Marine Pisheries

9450 Gandy Boulsvard, Bt. Petersburg, Flor-
913-908-1841 (Appli-

' 34005
hrydcommueelssendmzeopnsott.he
applications to the Marine Mammal
commislonandthecommlueeofscien-

tific Advisors.

Pursuant to § 216.15 of the regulations.
interested parties may submit written
date or views on these applications on
January 9, 197¢. -

Comments should be sent to the Direc-
tor, Nationa}! Marine Pisheries Bervice.
Department of Commerce, ‘Washington,
D.C. 20235.

Marine Figheries Bervice.

Dated: December 4, 1973.

wnrLiax F. ROYCE,
- Acting Director,
National Marine Fisheries Service.

[PR Doc.73-26135 Plled 13-7-79;8:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food and Drug Administration
{DESI 5897)

FOLIC ACID PREPARATIONS, ORAL AND
PARENTERAL FOR THERAPEUTIC USE

Corvection

PR Doc. 73-15609 appearing omn page
msomthewu'nmndsy.Awn.

mbrﬂummmnrugﬁﬁucym
unpleummnt

ms.hmtumbnshed.mthe
Raawsrer of

Froxmal
PR 38710) this

document was inadvert-
wwﬂn:theword

iytic
chronic nfection, the maintenance level
. may need to be increased.

Dated: December 4, 1873. . -

RO~

Woniiam F. RANDOLPH,

Acting Associate Commissioner

for Complicnce.
[ PR Doc.T3-36310 Piled 13-7-T3;8:45 am]

October 16, 1978 (38

s
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Notics of Mesting
Pursuant to Executive Order 11688,
notice is hereby given of the following

meeting:
necommltuecnl’eu'okumm
Petroleum

- [PR Doc.73-32074 Piled 10-13-78;11:13 am}

DEPARTMENT OF COMMERCE
Domestic and ltmaﬂoml Business

COMPUTER PERIPHERALS. COMI’ONENTS
AND RELATED TEST EQUIPMENT TECH-
NICAL ADVISORY COMMITTEE

Notice of Mesting

The Computer Perlphuﬂs Compo-
nents, and Related nuimunt
Technical Advisory committeeot
US. Department of Commerce will meet
October 23, 1973, at $:00 am. in Room
6803 of the Main Commerce Building,

applicable to computer oom-
ponents, and related test equipment, in-
cluding data reiated .

sect to multilateral (COCOM) Controls.
Agends items are as follows:

1.-Approval of minutes from Technical Ad-
mmmmumu.

zmmamcmam
;mmwa-uwm
associated discussion.
a. 170 Equipmsnt Subgroup—1I. Wiassl-
soan.
b. Memory Bguipment Subgroup—P.
Harding.
¢. Test Bquipment Subgroup—J. Hubbs.
4. Executive ssssion:
a. Beport ffom chatrmen dm
discussion.

ndn.odmd
- /

NOTICES ~
(1) /0 Equipment BSubgroup—I
Wiseelman,

(l) Msmory Rquipment Subgroup
(l) M lq\upmt Subgroup

. '85. Discuasion on future smignments.

= §. Adjournment.

The Computer Peripherals, Compo-
nents and Related Test Equipment Tech-
nical ttee was estab-

Advisory Commi
lished January 3, 1973, and consists of
technical experts from a representative

cross section of the industry in the

United States and officials representing
wvarious agencies of the US. Government.
The indust’y members are appointed by

mmxbucwlnbepemlttedtotttend
the discussion of agenda jtems 1-3, and
& limited number of seats—approx-
tmately 25—will be available to the pub-
lic for these agenda items. To the extent
time permits, members of the public may
present oral statements to the committee.
Interested persons are also invited to file
written statements with the committee.

With respect to agends item (4),
“Executive seaxion,” the Assistant Secre-
tary of Commerce for Administration, on
Angust 13, 19738, determined, pursuant to
section 10(d) of Pub. L. $2-463, that this
umdsltemahmﬂdbeexemptxmmﬂu
provizion of Bections 10 (a) (1) and (»)
(3), relating to open meetings and public
mrﬁclpaﬂ

be :
in (6 UBC. 552 (1)).

Further information may be obtained
from Rauer H. Meyer, Director, Ofiice of
Export Control, Room 1888C, US. De-
partment of Commerce, Washington,
D.C. 20230 (A/C 202-067-4293).

Minutes of those portions of the meet-
ing which are open to the public will be
avallable 30 days from the date of the

STEVEN Lazarvus,
Deputy Assistant Secretary for
East-West Trade, US. De-
partment of Commerce.

{PR Doc.73-29082 PFiled 10-15-78;8:45 am)

Office of the Secretary

- IMPORTERS' TEXTILE ADVISORY
= COMMITTEE

Notice of Change of Dats of Public Mesting

) Ocrorez 15, 1973.
On October 11, 1973, there was pub-
Hished in the Froxmar Rzomrzz (38 FR
28091) a notice announcing that a meet-
ing of the Importers’ Textie Advisory
Committee would be held on October 18,
1973, at 2:00 pm., Room 6802, Depart-
ment of Commerce, 14th and Constitu-
tion Avenue NW., Washington, D.C.
20230, The purpose of this notice is to
advise that the date of that meeting has
been changed to October 19, 1973. The

i ot o e i M o e i

time and location of the meeting remsain
the same.
. SzTeE M. BopNER,
Chairman, Committee for the
Implementation of Textile
Agreements, and Depuly As-
sistant Secretary for Re-
- sources and Trade Assistance.

PR Doc.T3-22103 Filed 10-15-73;10:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
BASF WYANDOTTE CHEMICALS CORP.
Flling of Petition for Food Additives

Pursuant to the provisions of the Fed-
eral Food, Drug, and Cosmetic Act (sec.
409(b) (5), T2 Btat. 1786; (21 US.C. 348
M) (5))), notice is given that a petition
(PAP 7J2178) has been flled by BASF
Wyandotie Corp., 1609 Biddle Avenue,
Wyandotte, Mich. 48192, proposing that
§$ 121.1235 Copolymer condensatez of
ethylene oride and propylene ozide (21
CPR 121.1235) be amended to provide for
the safe use of «-hydro-omega-hydroxy-
poly (oxyethylene) /poly (oxypropylens)
(51-57 moles) /poly(oxyethylene) block

copolymer, having an average molecular
weight of 14,000 and a cloud point above
100° C. in 1 percent agqueous solution, as
a dough conditioner in yeast-leavened
bakery products.

Dated October 8, 1973.

Ve O. WoDICKA,
Director, Bureau of Foods.
{FR Doc.78-2102¢ Piled 10-15-73:8:45 am]

[DESI 5807]

FOLIC ACID PREPARATIONS, ORAL AND
PARENTERAL FOR THERAPEUTIC USE
Drugs for Human Use; Drug Efficacy Study
implementation; Amendment

Correction

In PR Doc. 73-15699 appearing on
mem 50 in the issue of Thursday, Au-
gust 2, 1973

section heuled "Dosaae and Adminis-

belnwrtedlnﬂ:enrstunebetwemt.he
words “alocholism” and ‘hex_nolyttc

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of interstate Land Sales Registration
{Docket No. N-73-108]
ALBERMARLE SHORES
Order of Suspension
‘In the matter of Albermarle 8hores,
Administrative Proceedings Division File

No. Z-2185.

Notice is hereby given that: On June
31, 1073, the Department of Housing and
Urban Development, Office of Interstate
Land Bales Registration, published m‘
the Frommar RaamsTex & Notice of Pro-
oceedings and Opportunity tor Hearing,

MEDERAL RRGISTER, VOL. 38, NO. 199—TUESDAY, OCTOMER 16, 1973
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NOTICES

folic acid as may be seen in tropical or
nontropical sprue, in anemiss of nutritional
origin, pregnancy, infancy, or childhood.

WARNINGS

Folic acid alone is improper therapy in the
treatment of perniclous anemia and other
megaloblastic anemias where vitamin By
18 deficient.

PRECAUTIONS

Polic acid especially in doses above 1.0 mg. .
dally may obscure pernicious anemis in that
hematologic remission occur while neu-
rological manifestations remain progressive.

ADVERSE REACTIONS

Allergic ssnsitization has been reported
following both oral and parenteral sdmin-
istration of folic acid.

Ly e e
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DOBAGE AND ADMINISTRATION
Oral sdministration. Polic acid s well

It

than 1 mg daily have greater efficAaCy on¢eral, is up to 1.0 mg. daily. absorbed and may be administered orelly
than do those of 1 mg. nndorthst thf Dietary supplement preparations are with O:W results except in severe in-
teral, should be 0.25 mg. t0 1.0 mg. dally. vailable without & prescription (21 CFR  pgrenteral administration. Intramuscular,
and th m;intemn:‘ dose nho?lfd ordi- 131.1134). Levels higher dietaTy yptravenous, and subcutancous routes may
mﬂy:enltoo.zs ty. The notice suppiement amounts are available ODIY be used if the discase is exceptionally seers,
. mg. Ay rarers and YD ® or if gastrointestinal absorption may be, or

allowed lwdmtotﬁ ot Parenteral drug products and those 1s known to be, impaired.
distributors to l‘“’“‘u te products of s dosage form products which by rea-  Usual therapeutic dosage —In adults and
bigher strength than 1.0 mg. son of containing in excess of 08 mg children (regardless of ege) up to 1.0 mg.
Mmuoedsomted.mmordwlth unit or per recommended dally. Resistant cases may require larger

that oral preparations SERITLE T Seastng, are regard phlon dis- | Mot e od pletiry has be-

.1 mg. per pensing, are as pew drugs (21 -
Snld be restricted to prescription dis- US.C. $21(»)). The Food and Drug Ad- come normal, & Daalnten Ot o
pensing and that a dietary supplement prepared to &b- for children mu:&:tanmy?: :x“::u me.
furnishing 0.1 mg. could be breviated new-drug applications and for adults and chiidren four ar more years

of age. and 0.8 mg. for prognant and lactat-
lnc'nmen.peruy.b\nnemh-mno.l
mg. per day. Patients should be kept under

herein.

A. Form of drug. Folic acid prepara-
tions are in (1) tablet form suitable for
oral administration and contain no
more than 1.0 mg. folio acid per tablet
or (3) solution form suitable for paren-
teral administration in the dosages rec-
ommended i the labeling guidelines
below. ,

‘B, Labeling conditions. 1. The label
bears the statement “Caution: Federal
law prohibits dispensing without pre-
scription.” .

2.Tbednuhhbeledtoeomplywlth
all requirements of the Act and regula-
tions promulgated thereunder, and those
pa.rudmhbelmtlndluudbelowm
substantially as follows: (Optional ad-
ditional information applicable to the
drug, may be proposed under other ap-
propriate paragraph headings and
should follow the information set forth

In the presence of alcoholism, hemolytic
anemis, anticonvulsant therapy, of chronic
infection, the maintenance level may need
to be increased.

Holders of new-drug applications and
abbreviated pew-drug spplications &p-
proved for folic acid-containing preps-
rations limited to prescription sale shall
submit supplements by October 1, 1973
to provi labeling in accord
with that given in paragraph B2, above.

Any identical, related, or similar prod-
uct, not the subject of & new drug ap-

B
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notice. See 21 CFR 130.40.(37 FR 23185,
October 31, 1972).

]

tion, Buresu of Drugs,
ance (BD-300), 5600 Fishers Lane, Rock-
ville, MD 20852.

This notice s issued pursuant to pro-
ﬂdmdthohder&l!’ood.nnu.md
Cosmetic Act (secs. 502, 505, 52 Btat.
1050-53, as amended; 21 UB.C. 352, 355)
and the Administrative Procedure Act (5
UB.C. §54) and under authority dele-

bd&othecommlssionero!mdmd
Drugs (21 CFR 2.120).

Dated: July 26, 1973.
A. M. ScEMIDT,
Commissioner of Food
and Drugs.
{PR Doc.T3-18600 Piled 8-1-73;8:45 am]

well as other

evidence,
concludes that folic acid administered

1. Is effective for tba treatment of
megaloblastic ansmiss of tropical and
NO. 148—THURSDAY, AUGUST 2, 1973
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{DEBI 5807; Docket No. FDC-D-9265; MDA
5-807, etc.)
FOLIC 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 acid
preparations: ]

1. a. Folvite Elixir; 5§ mg. folie aeld

" per § ec.:

b. Folvite Tablets; 5 mg. and 20 mg.

" folic acid per tablet; and

¢. Folvite Parenteral Solution; sodium
folate equivalent to 15 mg. folic acid
per cc.; marketed by Lederle Labora-
tories, Pearl River, New York 10865
(NDA 5-897).

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

3. Polic Acid Injection; 15 mg. folic
acld, as the sodfum salt, per cc.: mar-
keted by S. F. Durst and Co.. Inc., 5317
North Third 8Street, Philadelphia,
Pennsylvania 19120 (NDA 6-338).

In addition to the above products, folic

.acid preparations for therapeutic use

are marketed by other firms. A partial
list of other suppliers of folic acid prepe-
rations limited to prescription dispens-
ing, ‘as indicated in readily available
reference sources, is as follows:

ABA Pharmaceutical Co., Division of Bergher
Distributing Co.

Anferican Pharmaceutical Co.

American Drug Products.

American Quinine Co.

Approved Pharmaceutical Corp.

Arcum Pharmaceutical Corp.

Associated Labs., Inc. :

Barre Drug Co., Inc., The.

Barry-Martin Pharmaceuticals, Inc.

Bell Pharmacal Co.

Qarroll Chemical Oo., The. .

Columbia Medical Co.

Oonsolidated Midland Corp., CMC Research
Division.

Corvit Pharmaceuticals.

Daniels, Robert and Co., Inc.

DuMont Pharmacal Oo.

Evron Pharmaceutical Co., Inc.

" Paraday Laboratories, Inc,

Gold Leaf Pharmacal Oo., Inc.
QGotham Pharmaceutical Oo., Inc. =
Halsey Drug Co., Inc.

Harvey Labs., Inc.

Jan Labs. i

Kirkman Labs.. Inc.

Lannett Co., Inc.

Lit Drug Co.

Lustgarten Laboratories, Inc,
Mifiin, McCambridge Oo., Inc.
Penhurst Pharmacal Co. -

* Pharmex, Inc.

™

Preston Prankiin Pharmaoca] Co.
Richlyn labs.

Robinson Laboratory, Inc.
Spencer-Mead, Inc.

Btanlabs, Inc.

Buprams Pharmaceutical Oo., Inc,

et - e . : .
® - @

Thompeon, Wm. T., Co.
Towne, Paulson and Co., Ine.
Vitamin Research Corp.
Vite-Fore Products Co.
West-Ward, Inc.

Williams Chemical Co.
Winsale Drug Co.

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

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

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

. that:

1. Folic acid is effeclive for the treat-
ment of megaloblastic anemias of
.tropical and nontropical -sprue, nutri-
tional origin, pregnancy, infancy, and
childhood.

2. There is & lack of substantial evi-
dence that folic acid is effective for the
following labeled indications: ‘“macro-
cytic 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
Ppernicious anemia.”

The Food and Drug Administration
also concludes that there is no evidence
that doses of folic acid greater than b
mg. 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 the 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 me. folic acid daily continue to be

regarded. as dietary supplements 21
CFR 3.42) and may be prescribed when
& maintenance dose of 0.1 mg. & day is
indicated. H

B. Form of drug. Folic secid prepara-
tions are in (1) tablet form suitable for
oral administration and contain no less
than 0.15 mg. and no more then 10 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 “Cavrion: Fed-
eral law prohibits dispensing without
prescription.” : ,

FEDERAL REOISTER, VOL 36, NO. 69—FRIDAY, APRR 9, Y97V
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2. The drug ts labeled to comply with
all requirements of the Act and regula-
tions promulgated thereunder, and those
paris of its labeling indicated 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 information set forth
. below.)

Fouic Aco

DESCRIPTION

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

ACTIONS

(To be supplied by the manufacturer. This
15 to be confined to an appropriate statement
of the demonstrated pharmacologic/phys;o-
Jogic actions of the active ingredicnts of the
drug in humans. When the mode of action
bhas not been determined, this should be
clearly indicated.)

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 non-
tropical sprue, in anemias of nutritional
‘origin, pregnancy, infancy, or childhood.

Folic acid alone is improper therapy in the
treatmnent of pernicious snemia and other
megaioblastic anemias where vitamin By, is
deficient.

. PRECAUTIONS

Polic acid espectally in doees above 1.0 mg.

dally may obscure perniclous anemis, in that .

" bemastologic remission may occur while neu-
rological manifestations remain progressgive.

ADVERSE REACTIONS

JAllergic sensitization has been reported
foliowing both oral and parenteral adminis-
tration of folic acid. : :

DOSAGE AND ADMINISTRATION

. Oral administration: Folic acid is well ab-
sorbed and may be administered orally with
. satisfactory results except in severe instances
of intestinal malabsorption.

Parental edministration: 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 adults: 0.25
mg. to 1.0 mg. dally. In Children (regardless
of sge) : 0.25 10 1.0 mg. datly. Resistant cases
may require larger doses.

Maintenance dosage: When clinical symp-
-toms have subsided and the blood picture
has become normal, & maintenance doge 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
sdjustment of the maintenance dose made
f relapse appears imminent. )

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

D. Previously approved applications.
1. Each holder of a “deemed approved”
new-drug application (i.e., an application
which became effective on the basis of
_safety prior to October 10, 1962) for such
;@rug is requested to seek spproval of the
“elaims of effectiveness and bring the ap-
Pplication into conformance by submitting
supplements containing:
&. Revised labeling as needed to con-
form to the labeling conditions described
for the drug. and complete cur-
rent container labeling, unless recently
submitted. . N

-
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b. Updating information &s needed to
provide for an oral dosage form contain-
ing no less than 01.5 mg. and no more
than 1.0 mg. folic acid per tablet or a
parenteral dosage form containing an
amount appropriate for administration
as described herein, and to make the ap-
plication current in regard to items 6
(components), T (composition), and 8
(methods, facilities, and controls) of the
new-drug application form FD-35GH to
the extent described for abbreviated new-
drug applications, § 130.4(f), published
in the Frorrar Recister April 24, 1970
(35 FPR. 6574). (One supplement may
contain all the {aformation described in
this paragraph.) 4

2. Buch suppleincsts should be sub-
mitted within the {(}'owing time periods
after the date of publication of this no-
tice in the Fepraar RecISTRR:

8. 60 days for revised Mbeling: or, for
those products which must be reformu-
lated, 180 days for revised labeling fully
in accord with this announcement, pro-
vided claims for which substantial evi-
dence of effectiveness 15 Jacking are
deletad 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 earlisst possible time.

b. 180 days for updating information.

3. Marketing of the drug may continue
until the supplemental gpplications 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 furisdiction of
the Act &s in accord with the labeling
conditions described in this announce-
ment wthin the time perlods described
in subperagraph 2a.

E. New applications. 1. Any person who
distributes or intends to distribute such
drug which s intended for the conditions
of use for which it has been shown to
be effective, as described under Al above,
ahould submit -

tion meeting the conditions spec-
'ﬁ%ﬂ!‘b’.«n (1> and (2), published
in the FepraaL Recister April 24, 1970
(35 P.R. 6574). Such applications should
include proposed labeling which is in
accord with the labeling conditions de-
scribed herein.

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

8. Within 60 days from the date of
publication of this announcement in the
Froxxar Recisten, the labeling of such
preparation shipped within the 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 be in
acoord with this announcement.

- b. The manufacturer, packer, or dis-

tributor of such drug submits, within

. "180 days from the date of this publica-

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

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

(1%
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d. The application has not been ruled
incomplete or unapprovable. .

¥. Opportunity for & 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
sanouncement. An order withdrawing
approval of the applications will not is-
sue if such applications are supple-
mented, 1n accord with this notice, to
dalets such indications. Promulgation of
the proposed order would cause any such
drug for human use offered for the in-
dications for which substantial evidence
of effectiveness is lacking, to be & new
drug for which an approved new-drug
application is not tn eflect. Any such
drug then on the market would be sub-
Ject to regulatory proceedings.

2. In sccordance with the
of section 505 of the Act (21 UB.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 s 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 Feprral REecIsTER. A request for s
hearing may not rest upon merc allega-
tions or denials, but must set forth spe-
eific 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 (jden-
tified for ready review) as described in
$130.12(a) (5) of the regulations pub-
Hshed {n the Feprrar REGISTER of May 8,
1970 (35 F.R. 7250). Carefully conducted
and documented clinical studies obtained
under uncontrolled or partially controlied
situations are not scceptable as s sole
basis for approval of claims of effective-
-ness, but such studies may be considered
on their merits for corroborative support
of efMcacy and evidenoce of safety. If a
hearing is requested and justified by the
response to this notice, the issues wil} be
defined, & hearing examiner will be
named, and he shall issue & written no-
tice of the time and place at which the
bhearing will commence.

-
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Q. Unapprorved use or form of druy.
1. If the article is labeled or advertised
for use in any condition other than those
provided for in this snnouncement, it
may be recarded as an unapproved new
drug subject to regulatory proceed:nzs
untfl 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
a8 described in § 1304 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 ifiterested
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 Bcientific Evaluation at the ad-
dress given below, within 30 days afier
the publication of this notice in the Fep-
ERAL REGISTER.

A oopy of the NAS-NRC report has
been furnished to each firm referred to
above. Any other interested person may

684k

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 referenoce number

DESI 5897, directed to the attention of

the following appropriate office, and ad-

dressed (unless otherwise specified) to

the Food and Drug Administration. 5600

Fishers Lane, Rockville, Maryland 20852:

Bupplements (identify with NDA number) :
Office of Eclentific Evaluation (BD-100),
Bureau of Drugs.

Original abbreviated new-drug applications
{identify as such): Drug Bfficacy Stud:
Implementation Project Office (BD-5), Bu-
reau of Drugs.

Request for Hearing (identify with Dockr:
number): Hearing Clerk, Office of Cen-
eral Counsel (QC-1), Room 6-62. Parklawn.

All other communioations regarding this arn-
nouncement: Drug Efticacy Studv lmpic-
mentation Prefect Office (BD-5), Bureau of
Drugs.

Requests for NAS-NRC report: Pres Rela-
tions OMmoe (CE-200). 200 C Strect S\v,
Washington, D.C. 30204. )

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

Dated: March 19, 1971,

8am D. FInNE,
dAssociate Commissioner
Jor Compliance.

-+ {PR Doc.71-4052 Plled ¢~8-71:8:46 am)|
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE *
FOOD AND DRUG ADMINISTRATION (HFN-106)

5600 FISHERS LANE

ROCKVILLE, MARYLAND 20852

Form Approved: OMB No. 0910-0001.

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

NOTE: No person shall introduce or deliver for introduction into interstate commerce any new drug unless approval of an
application filed pursuant to Section 505 of the Federal Food, Drug and Cosmetic Act has been approved with respect to
such drug.

VANGARD LABS, Packaglng Division of MWM Corporation
Mailing Address:
Address 603 W. Main St., Glasgow, KY 42141 P.0. Box K, Glasgow, KY 42141

Name of applicant

Date _2-17-84 Telephone ( 502 |_651-6188

Name of new drug Folic Acid Tablets, 1 mg

[J Amendment to abbreviated, unapproved application
({regulation § 314.6).

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

D Original application (regulation § 314.1)

D Amendment to original, unapproved application
(regulation § 314.6)

E] Abbreviated application {regulation § 314.1{f)). D 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 application 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 fabeling which furnishes or purports to
furnish information for use or which prescribes, recommends, or suggests a 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 appiication apply to the drug produced until an approved supplement to
the application provides for a change or the change 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. Table of contents. The table of contents should specify the
volume number and the page number in which the complete and detailed
item is located and the volume number and the page number in which
the summary of that item is located {if any).

' 2. Summary. A summary demonstrating that the application is
well-organized, adequately tabulated, statistically analyzed {where
appropriate), and coherent and that it presents a sound basis for the
approval requested. The summary should include the following
information: {in lieu of the outline described below and the evaluation de-
scribed in Item 3, and expanded summary and evaluation as outlined in
§314.1(d} of the new-drug regulations may be submitted to facilitate the
review of this application.)

a. Chemistry.

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

ii. Relationship to other chemically or pharmacologically related
drugs.

#ii. Description of dosage form and guantitative composition.

b. Scientific rationale and purpose the drug is to serve.

c. Reference number of the investigational drug notice(s) under which
this drug was investigated and of any notice, new-drug application, or
master file of which any contents are being incorprated by reference to
support this application.

d. Preclinical studies. {Present all findings including ali adverse
experiences which may be interpreted as incidental or not drug-related.
Refer to date and page number of the investigational drug notice{s) or the
volume and page number of this appllctanon where complete data and
reports appear.}

.. Pharmacology (pharmacodynamics, endocrinology, metabolism,
etc.)

FORM FDA 356H (11/82) PREVIOUS EDITION IS OBSOLETE.

ii. Toxicology and pathology: Acute toxicity studies; subacute and
chronic toxicity studies; reproduction and teratology studies; miscelianeous
studies.

e. Clinical studies. (All material should 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.)

i Speciai studies not described elsewhere.

i. Dose-range studies.

#i.  Controlled clinical studies.

iv. Other clinical studies {for example, uncontrolled or incompletely
controlled studies).

v. Clinical laboratory studies related to effectiveness.

vi. Clinical laboratory studies related to safety.
~vii. Summary of literature and unpublished reports available to the
applicant.

3. Evaluation of safety and effectiveness. a. Summarize
separately the favorable and unfavorable evidence for each claim in the
package labeling. Include references to the volume and page number in

. the application and in any documents incorporated by reference where

the complete data and reports may be found.

b. Include tabulation of all side effects or adverse experience, by age,
sex, and dosage formulation, whether or not considered 1o be significant,
showing whether administration of the drug was stopped and showing the
investigator’s name with a reference to the volume and page number in the
application and any documents incorporated by reference where the
complete data and reports may be found. Indicate those side effects or
adverse experiences considered to be drug-related.

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



a. Each label, or other labeling, should be clearly identified to show
its position on, or the manner in which it accompanies, the market
package. -

b. If the drug is to be offered over the counter, labeling on or within
the retail package should include adequate directions for use by the
layman under all the conditions for which the drug is intended for lay use
or is to be prescribed, recommended. or suggested in any labeling or
advertising sponsored by or on behalf of the applicant and directed to the
layman. If the drug is intended or offered for uses under the professional
supervision of a practitioner licensed by law to 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 to be advertised 1o, or represented for use by, physicians.

¢. If the drug is limited in its labeling 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 practitioners can use
the drug for the purposes for which it is intended. including all the
purposes for which it is to be advertised or represented, in accord with
§201.100 {21 CFR 201.100). The applicalioh should include any labeling
for the drug intended to be made available to the layman.

d If no established name exists for a new-drug substance, the
application shall propose a nonproprietary name for use as the established
name of for the substance.

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

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

in any particular.
When mailing pieces, any other labeling, or advertising copy are devised
for promotion of the new drug, samples shall be submitted at the time of
initial placement of such labeling and at the time of initial placement of
any 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.

g. If the drug is limited in its labeling to use under the professional
supervision of a practitioner licensed by law to administer it, its label
shall bear a statement directed to the pharmacist specifying the type(s) of
container(s) to be used in dispensing the drug to maintain its identity,
strength, quality, and purity so as to be in conformance with the provisions
of §201.100(b).

5. ‘A statement as to whether the drug is (or is not) limited in its
labeling and by this application to use under the professional
supervision of a practitioner ticensed by law to administer it.

6. A full list of the articles 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 in the process. Each substance
should be identified by its established name, if any, or complete chemical
name, using structural formulas when necessary for specific identification.
If any proprietary preparation is used as a component, the proprietary
name shouid be followed by 'a. complete quantitative statement of
composition. Reasonable alternatives for any listed substance may be
specified.

7. A full statement of the composition of the drug. The statement
shall set forth the name and amount of each ingredient, whether active
or not, contained in a 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
batch formula representative of that to be employed for the manufacture
of the finished dosage form. All components should be included in the
batch formula regardless of whether they appear in the finished product.
Any calculated excess of an ingredient over the tabel declaration should
be designated as such and percent excess shown. Reascnable variations
may be specified.

8. A full description of the methods used in, and the facilities and
controls used for, the manufacture, processing, and packing of drug.
Included in this description should be full information with respect to any
new-drug substance and to the new-drug dosage form, as follows. in
sufficient detail 10 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 identify, strength,
quatity, and"purity of the drug:

a. 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 responsible for assuring that the drug has the safety, identity,
strength, quality, and purity it purports or is represented to possess, and
a statement of their responsibilities. .

c. The methods used in the synthesis, extraction. isolation, or
purification of any new-drug substance. When the specifications and
control applied to such substance are inadequate in themselves to
determine its identity, strength. quality, and purity, the methods should be
in sufficient detail,

described times,

temperatures, pH. solvents, etc., to determine these characteristics.

including quantities used.

Alternative 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 materials is given a serial number
to identify it, and the use made of such numbers in subsequent plant
operations.

f if the applicant does not himself perform all the manufacturing,
processing. packaging. labeling, and control operations for any new-drug
substance or the new-drug dosage form, his statement identifying each
person who will perform any part of such operations and designating the
part: and a signed statement from each such person fuily describing.
directly or by reference, the methods, facilities, and controls in his part of
the operation.

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

Ah. The instructions used in the manufacturing, processing, packaging,
and labeling of each dosage form of the new drug. including any special
precautions observed in the operations.

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

/. Number of individuals checking weight or volgme 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 yield produced from a
batch of the drug with the theoretical yield. This should include a
description of the accounting for such items as discards, breakage, eic.,
and the criteria used in accepting or rejecting batches of drugs in the
event of an unexplained discrepancy.

m. Precautions to assure that each lot of the drug is packaged with
the proper label and labeling. including provisions for labeling storage and
inventory control. ‘

n. The analytical controls used during the various stages of the
manufacturing. processing, packaging. and labeling of the drug, inciuding
a detailed description of the collection of samples and the analytical
procedures 10 which they are subjected. The analytical procedures should
be capable 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.

0. An explanation of the exact significance of the batch control
numbers used in the manufacturing, processing, packaging, and labeling
of the drug. including the control numbers that appear on the label of the
finished article. State whether these numbers enable determination of
the complete manufacturing history of the product. Describe any methods
used to permit determination of the distribution of any batch if its recall is
required.

p. A complete description of, and data derived from. studies of the
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stablity of the drug, including information showing the suitability of the
analytical method used. Desciibe any additional stability studies underway
or contemplated. Stability data should be submitted for any new-drug
substance. for the finished dosage form of the drug in the container in
which it is to be marketed, including any proposed multiple-dose con-
tainer. and if it is to be put into solution at the time of dispensing. for the
solution prepared as directed, State the expiration date(s) that wili be
used on the label to preserve the identity, streagth, quality, and purity of
the drug until it is used. (If no expiration date is proposed, the applicant
must justify its absence.}

g Additional procedures employed which are designed to prevent

contamination and otherwise assure proper control of the product.
(An application may be refused untess it includes adequate information
showing that the methods used in, and the facilities and coritrols used
for, the manufacturing, processing, and packaging of the drug are
adequate 1o preserve its identity, strength. quality, and purity in conformity
with good manufacturing practice and identifies each establishment,
showing the location of the plant conducting these operations.)

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

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

ii. A representative sample or samples of finished market packages
o(.each dosage form of the drug prepared for initiat marketing and, if any
such sample is not from a commercial-scate production batch, such a
sample from a representative commercial-scale production batch; and a
representative sample or samples of each new-drug substance as defined
in §310.3(g) of the new-drug regulations. from the batch{es) employed in
the production of such dosage form(s).

iii. A sample or samples of any reference standard and blank used in
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 shall be submitted on request.

¢. Each of the samples submitted shall be appropriately packaged and
labeled to preserve its characteristics, to identify the material and the quan-
tity in each subdivision of the sample, and to identify each subdivision with
name of the applicant and the new-drug application 1o which it relates.

d There shall be included a full list of the samples submitted
pursuant to ltem 9a; a statement of the additional samples that will be
submitted 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 contained therein (including in the case of new-drug
substances. a statement whether it was proéluced on a laboratory, pilot-
plant, or full-proﬁjction scale} and detailed results of att laboratory tests
made to determine the identity, strength, quality, and purity of the batch
represented by the sample, including assays. Inciude for any reference
standard a complete description of its preparation and the results of- all
faboratory tests on it. If the test methods used differed from those
described in the application, full details of the methods employed in
obtaining the reported results shall be submitted.

e The requirements of ltem 9a may be waived in whole or in part
on request of the applicant or otherwise when any such samples aré not
necessary.

f. If samples of the drug are senlt under separate cover, they should
be addressed to the attention of the National Center for Drugs and Biolo-
gies and identified on the outside of the shipping carton with the name of
the applicant and the name of the drug as shown on the application.

10. Full reports of preclinical investigations that have been made
to show whether or not the drug is safe and effective for use.

a. An application may be refused unless it contains full reports of
adequate preclinical tests by ail methods reasonably applicable 1o a

determination of the safety and effectiveness of the drug under the
conditions of use suggested in the proposed labeting.

b. Detailed reports of the preclinical investigations, including all
studies made onllaboratorv animails, the methods used, and the results
obtained. should be clearly set forth. Such information should include
identification of the person who conducted each investigation, a statement
of where the investigations were conducted, and where the underlying
data are available for inspectigh. The animal studies may not be
considered adequate unless they give proper attention to 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. .

¢. Detailed reports of any pertinent microbiological and in vitro
studies.

d Summarize and provide a list of literature references (if available)
to all other preclinical information known to the applicant. whether
published or unpublished, that is pertinent 1o an evaluation of the safety
or effectiveness of the drug.

11. List of investigators. 2 A complete list of alf 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 invesuigator's repory(s} in this application and in any
documents ncorporated by reference, or the explanation of the omission
of any reports

b. The unexplained ormussion 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 experience 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 retusal or withdrawal of the approval of an
application.

12. Full reports of clinical investigations that have been made to
show whether or not the drug is safe for use and effective in use.
a. An apphcation may be refused unless it contains full reports of
adequate tests by all methods reasonably applicable to show whether or
not the drug s safe and effective for use as suggested in the fabeling.

b. An application may be refused unless 1t includes substantial
evidence consisting of adequate and well-controlled investigations,
including clinical mvesuvgauons. by experts qualified by scientific training
and experience to evaluate the effectiveness of the drug involved, on the
basis of which it could fairly and responsibly be concluded by such
experts thal the drug will have the effect n purports or 1s represented 1o
have under the conditions of use prescribed, recommended, or suggested
in the proposed labeling.

¢. Reports of all clinical tests sponsored by the applicam‘or received
or otherwise obtained by the appticant should be attached. These reports
should mclude adequate information concerning each subject treated
with the drug or employed as a control, including age. sex, conditions
reated, dosage. frequency of administration of the drug, results of all
relevant clinical observations and laboratory examinations' made. full
information concerning any other treatment given previously or
concurrently, and a full statement of adverse effects and useful results
ohserved. together with an opinion as to whether such effects or results
are attributable to the drug under investigation and a statement of where
the underlying data are available for inspection. Ordinarily. 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 adequale number of subjects,
designed to record observations and permit evaluation of any and all
discernable effects attributable to the drug in each individual treated and
comparable records on any individuals employed as controls An
application for a combination drug may be refused unless there is
substantial ewidence that each ingredient designated as active makes a
contribution to the total effect claired for the drug combination. Except
when the disease for which the drug 1s being tested occurs with such
infrequency in the United States as to make testing impractical, some of
the investigations should be performed by competent investigators within
the United States.

d. Attach as a separate section a completed Form FD-1638, Drug
Experience Report (obtainable, with instructions, on request from the



Food and Drug Administration, Deparimen{ of HHS, 5600 Fishers Lane,
Rockvitle, Maryland 20857), for each adverse experience or, if feasible,
for each subject or patient experiencing one or more adverse effects,
described in item 12¢, whether or not full information is available. Form
FD-1639 should be prepared by the applicant if the adverse experience
was fnot reported in such form by the investigator. The Drug Experience
Report should be cross-referenced to any narrative description included in
ltem 12¢. In lieu of a FD 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 Aéministration.

e. All information pertinent to an evaluation of the safety and.
effectiveness 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 data submitted. Reprints are not required of reports in designated
journals, listed in §310.9 of the new-drug regulations, 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
department, 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
all reports received or otherwise obtained by the applicant suggesting
side effects, contraindications, and ineffectiveness in use of such
components. Such summary should include an adequate bibliography of
publications about the components and may incorporate by reference
information concerning such components previously submitted by the

appiica{gt 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 should be shown
to the extent necessary to establish its identity, strength, quality, 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 8 of*Part 320 (21 CFR Part 320,
Subpart B).

13. If this is a supplemental application, full information on each
proposed change concerning any statement made in the approved
application.

Observe the provisions of §314.8 of the new-drug regulations concermng
supplemental applications.

14. [Reserved]

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

16. Nonclinical Laboratory Studies — With respect to each
nonclinical laboratory study contained in the application, either a
statement that the study was conducted in compliance with the good
faboratory practice regulations set forth in part 58 of this chapter, or, if
the study was not conducted in compliance with such regulations, a
statement that describes in detail all differences between the practices
used in the study and those required in the regulations.

17. Conduct Of Clinical Investigations — Statements contained in
the application regarding each clinical investigation involving human
subjects, that it either was conducted in compliance with the requirements
for institutional review set forth in Part 56 of this chapter, areas not
subject to such requirements in accordance with §§56.104 or 56.105,
and that it was conducted in compliance with the requirements for
informed consent set forth in Part 50 of this chapter.

Signature of Applicant

vy

Per ({Responsible official or agent)

Mary G. Foster, Pharm. D., Director

ERTHESYy Atfaire/
Quality Assurance ( 502, 651-6188

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

Note: This application must be signed by the applicant or by an authorized attorney,
agent, or official. If the applicant or such authorized representative does not reside or have a
‘place of business within the United States, the application must also 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.

T g
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NOTICE OF APPROVAL

* NEW DRUG APPLICATION OR SUPPLEMENT

NDA NUMBER

88-730

DATE APPROVAL LETTER ISSUED

MR 23 1984

TO:

Press Relations Staff (HFI-40)

FROM: .
XX Bureau of Drugs

[ ] Bureau of Veterinary Medicine

@

ATTENTION

Forward original of this form for publication only after approval letter has been issued and the date of

approval has been entered above. ° i
TYPE OF APPLICATION ) CATEGORY 3"

: SUPPLEMENT ABBREVIATED SUPPLEMENT 3
[erieinarNnoa  [TJ 0 700 @ ORIGINAL NDA D3 5o anpa %] Human [] vETERINARY
TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME ¢if any) OF DRUG_

Folic Acid R

DOSAGE FORM ﬁmEEEéAL ABBREv A HOW DISPENSED
) ¥y
] Y ’X oTC
Tablet = Lk} i1 EATEEJ XX &=

declared on label.)

"Folic Acid, 1 mg

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

_APPEARS THIS WAY
ON ORIGINAL

NAME OF APPLICANT (Include City and State)

Vangard Labs (Repackager)
Glasgow, KY 42141

Vitamin B (hematopoietic)

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

COMPLETE FOR YETERINARY ONLY -

] ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

FCRM PREPARED BY

NAME

C M Smith

DATE

FORM APPROVED BY

NAME

J L Meyer

DATE

FORM FD 1642 (2/75)

PREVIOUS EDITION MAY BE USED UNTIL-SUPPLY IS EXHAUSTED.




CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

38-730

CORRESPONDENCE
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T oF AP CATION: ?mwy 1?, 1984
DATE OF RECEIPT: March 19, 1984
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" HOA number shown above.
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Vangard Labs I

101-107 SAMSON STREET =~ ° O RB and (IS0 ”/@Ch&
GLASGOW, KENTUCKY 42141 wang% mQQ ,Q.e:é/
e
Wi 13::;% fm
February 17, 1984 , no

7y

Marvin Seife, M.D., Director Ty
Division of Gener-i:: Drug Monographs g ABBRE‘\”ATED

Office of Drug Monographs "NEW DRUG APPLICATION

Bureau of Drugs

HFD #530 ' oD ;@)
5600 Fishers Lane _

Rockville, Maryland 20857
Name of Drug: Folic Acid Tablets, 1 mg
Dear Dr. Seife:

In order to package Folic Acid Tablets, 1 mg, manufactured by Towne,
Paulsen, & Co., Inc., at Vangard Labs in a foil-film unit dose blister,
an abbreviated new drug application has been prepared for your inspection.
The following submission outlines the manner of production and components
involved with this operation. In accordance with new drug requirements,
three copies of this application have been included.

Should additional information be required, please feel free to contact
me. Thank you for your assistance in this endeavor.

Sincerely,

VANGARD LABS
Division. of MWM Corporation

_L(mb:@éﬂ%

Mary G. Foster, Pharm. D., Director
Regulatory Affairs/Quality Assurance

MGF:pgw
Enclosures
-~

@EWE

vaR 19 1984

GENERIC DRUGS




