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AF: None APR 24 1973

Tablicaps, Iae.

Attention: Mr, Richavd T. Jackson
P.0. Boz 353535

Franklinville, New Jevsey 08322

G‘ent_leﬁem

Referenee is made te your abbreviated new drug appliestion submitted
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act
for Folie Acid Tabletsz, 1,9 ag.

We have completed the review of this azbbreviated new drug application
and have comcluded that the drug is safe and effective for use as
recoumendad in the submitted labeling. Accordingly, tﬁe appiieatian
is approved. e
R

Any significant change in the conditionsz eutlined in this sbbrevisted
new drug application requires an approved supplemental application
before the change may be made, except for changes made in conformance
with other previslons of Section 130.9 of the new drug regulations.

Thias Administration should be advisad of any change in the wmarketing
status of this drug.

The enclosures summarize the eanéittm relating te the apgmsra}. of this
application.

The communication dated March 15, 1973, pertaining to the disﬁributez,
Columbia Medical Company, will be handied in another cops

ces ,,.,_‘, alke.
NWK~DO

Dup BD-69 BD~66 BD-106 BD-242 BD-100/:
JHEilert/JLMeyer/RJWolters/4~16~73
R/D init. JLMeyer/4-16-73

Final typing/rt/4-18-73
Approved — < L /{, /9_3 }

Enclosuress
Racords and Reports Requirement
Conditfons of Approval of a New Drug Applicatien

%Sf%if\g/f715

Drug Effieaey Study In
Project Office
Buxeau of Drugs
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FOLIC ACID

DESCRIPTION

Each scored tablet contains 1.0 mg.
of Folic acid, also known as pteroyl-
.. glutamic acid.

ACTIONS

. Folic acid is one .of the hematopoetic
factors. necessary for normal red cell
‘development. The exact mechanism of
action is not clearly understood at this
time . :

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, preg-
nancy, infancy, or childhood.

WARNINGS

Folic acid alone is improper ther-
apy in the treatment of pernicious
anemia and other magaloblastic anemias
where vitamin B12 is deficient.

PRECAUTIONS

Folic acid especially in doses above
1.0 mg. daily may obscure pernicious
anemia, in that hematologic remission
may occur while neurological manifes-
tations remain progressive.

ADVERSE REACTIONS

Allergic sensitization has been
reported following both oral and paren-
tal administration of folic acid.

DOSAGE AND ADMINISTRATION

. 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 dosage: .In
adults: ' 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
symptoms have subsided and the blood.
picture has become normal, a mainte-
nance dose of 0.1 mg. to 0.25 mg. daily
should be used, but_never. less than. v
0.1 mg. per day- Patients should be
kept under. close supervision and adjust-
ment ‘of the maintenance dose madé if ~
relapse appears’ imminent .

Tn the presence of alcoholism,
pregnancy, hemolytic anemia, anticon-—
vulsant therapy, or chronic infection,
the maintenance dose should be at least
doubled .

How supplied:

Compressed tablets bottled in 100's
and 1000's.

T¢ R 9/12/72

APPEARS THIS WAY
ON ORIGINAL



~ FOLIC ACID
S USSR
o img
E ' 1000 TABLETS

Mig. by Tablicaps, Inc.

Frankhinville, N.). 08322 =

"ON {o23u0)

Caution: Federal_law prohibits
dispensing without prescription:.:

" FOLIC ACID
T SR

Tmg

100 TABLETS (fd

Mig. by Tablicaps, Inc,
Franktinville, N.J.'08322

“ON [o5LeD

See Insert for full particulars

ederal;law probibits
without prescription. -

particulars

¢

See insert for full



CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

83-133

CSO LABELING REVIEW(S)



REVIEW OF RESUBMISSION

DATE COMPLETED: 11-21-72 <::§§?Xﬂ# 83-133

F.R. DATE: 4-9-71

CO. NAME: Tablicaps, Inc.
Blackwood Road
Franklinville, N.J. 08322

NAME OF DRUG: Trade & Generic: Folic Acid Tablets, 1 mg. U.S.P.
in bottles of 100 and 1,000

DATE OF SUBMISSION: 11-3-72
TYPE OF SUBMISSION: FPIL container labels.
CLINICAL EVALUATION:
1. Review of Studies: Chemist to review.
2. Review of Labeling:
I Immediate container: Approvable.
Package insert: Approved by M.D. review of 10-3-72.

CONCLUSION: 1. Requires chemist review.
2. labeling approvable.

RECOMMENDATIONS: 1. Approve labeling.
2. Chemist to eeview.

~ e .
B AR e B
John H. Eilert, M.D.

cC.

Dup

BD-69
JHEilert/wlb/11~22-72



REVIEW OF ANDA
DATE COMPLETED: 8-11-72 .“_éygé_ﬁ;_.83—133
F.R. DATE: 4-9-71
CO. NAME: Tablicaps, Inc.
Blackwood Road :
Franklinville, N.J. 08322

NAME OF-DRUG: Trade & Generic: Folic Acid Tablets 1 mg. U.S.P.
: AR oo in bottles of 100 and 1,000 @ -: -

'DATE OF SUBMISSION: Jucy /3,/472

TYPE OF SUBMISSION: ANDA

, LyCLINICAL EVALUATION'

: fDup

u"*ﬂJohn H. E11ert M D /k1m/8-14—72

'1. Review of Studies' Bioavailability,study requirement deferred.
Chemist to review. . .

-2, Review of Labeling: Container labels aeceptable.

: Package insert: Remove o
paragraph from Dosage and Admlnlstratlon.-“f”
a How Supplied section.

CONCLUSION: 1. Chemist to review.
- 2. Acceptable container labels.
“3. Unacceptable insert.

: RﬁCOMMENDATIONS:a_l. Rev1ew by . ehemlst.
B e T Approve ‘container labels. L
e - . 3. JImprove insert as detailed above. . ..o

ohn H. Eilert, M.D.

','BD-69. -




REVIEW OF RESUBMISSION
DATE COMPLETED: 10-3-72 ANDA #: 83-133
F.R. DATE: 4-9-71
CO. NAME: Tablicaps, Inc.
Blackwood Road
Franklinville, N.J. 08322

NAME OF DRUG: Trade & Generic: Folic Acid Tablets, 1 mg. U.S.P.
in bottles of 100 and 1,000

DATE OF SUBMISSION: 9-15-72

TYPE OF SUBMISSION: Revised FPL (9-12-72) and manufacturing data
in response to FDA 9-8-72 communication.

CLINICAL EVALUATION:

Review of Studies: Chemist to review

Review of Labeling:

 PACKABE INSERT: Approvable

CONCLUSIONE 1. Chemist to evaluate submitted data.
2. 1Insert approvable.

RECOMMENDATION: 1. Review by chemist,
2. Approve insert.

et g2y B8
{John H. Eilert, M.D.

cc:

Dup

BD-69

John H, Eilert, M.D./kim/%0-3-72



REVIEW OF AMENDMENT
DATE COMPLETED: 3-22-73 \EéNDA/#: 83-133
F.R. DATE: 4-9-71
CO, NAME: Tablicaps, Inc,
Blackwood Road
Franklinville, N.J, 08322
NAME OF DRUG: Trade:
& Folic Acid Tablets 1 mg, U.S.P, in bottles of 100

Generic:

DATE OF SUBMISSION: 3-14-~73

TYPE OF SUBMISSION: S e

CLINICAL EVALUATION:
1. Review of Studies: Chemist to evaluate

2. Review of Labeling: Container labels submitted for bottles of 100 tablets.
Insert lists 100 and 1,000 tablet bottles, Discrepancy
present, otherwise approvable,

CONCLUSION: 1. Requires chemist review,
2, Discrepancy in quantity availability,
3. Preparation has not been approved,

RECOMMENDATIONS: 1, Review by chemist,
2, Request reconciliation of quantity availability
between container and insert labeling.

o T Lol
John H, Eilert, M.,D,

~—

ce:
Dup

BD-69
JHEilert/rt/3-26-73
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1  ; - -“' " re§'w/£ ) o o ;%4/q%p¢éZ%j, SR .‘.  »

‘Yusions
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OR/G.

NDA NUMBER

\ ) 83-133

NOTICE OF APPROVAL .
NEW DRUG APPLICATION OR SUPPLEMENT | PATE APPROVAL LETTER ISSUED
RPR 24 1973

TO: . FROM:

Bureau of Mixligine
Press Relations Staff (CE-300) LE] D

Forward original of this form for publication only afte¥ approval lTetfer ha 5 iunm ui T datm

approval has been entered above.

TYPE OF APPLICATION CATEGORY

ABBREVIATED SUPPLEMENT
A -
[(JoricmaL noa Bl Siicrewcses® - 1o noa 1 Human (] veTerinaRy

TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME“?U any)OF DRUG

Folic Acid

DOSAGE FORM HOW DISPENSED

Teblet X) rx [Jovc

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

Folic.-Acid O.1 nmg.

NAME OF APPLICANT (include City and Siate)

Tablicaps, Inc. ’ ,
Franklinville, New Jersey 08322 .

PRINCIPAL iNDICATION OR PHARMACOLOGICAL CATEGORY

ami

ot

7.
7=

N I—ll
ct
13

COMPLETE FOR YETERIMARY OMLY

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR -

o APPEARS THIS WA
ON ORIGINAL v

FORM PREPARED BY

NAME DATE

FORM APPROVED BY

NAME DATE

" FD.FORM 1642 (7/69)

[P
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APPEARS THIS WAY
ON ORIGINAL

I YOUR BEPLY PLEASE INDICATE wETHER OF 607 THE MDA CAH BE
APFRONED BASED UP(H THE FIRM'S COMPLIMCE WITH GMF, A RECOS-

MENDATION T WITHHOLD APPROVAL SHOULD 0P BASED UPOM CRITICAL 0F

STGMIFICANT DEVIATIONG PROM £ B3I SHOWLD B LISTED,
WE WAL APPRECISTE A REPLY BY T EOLLOWED BY IR OR MO,

DATA CONTEOL C0OE: BL-105-056

EETIHATED TIME: 32 HGRS IF B NoEign

EEMY REOUESTED BY:  PUEBLUARY &, 1973, IF EI MEBUED
CHEREE Tor  BI-108

CONTACT GFFICER: RIBERT J, 'OLTERS

i ]
PO 301-UF-4060
ORST FEPORT TO: | B3-105

- CLEARANCE OFPICER: SYAMLEY A. STRIMGER |
FFIEE OF SCIENTIFIC BVALUATION
SONE:  301-8R3-H%20

o

MNER-D50

pYE-F1 ' CA-224

RO-100

8D-100 BD-69 RJWOLTERS
BD-105 BD-105 SASTRINGER:JK:12/18/72
BD-106 -
BD-69
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.[DESI 38%3; Pocket No. FDC—D G5; ND
| 5-89%,ete]
FOLIC ACID PREPARATIONS, ORAL
AND PARENTERAL FOR THERA-
rtdn\‘ USE

_~gs fer Human Use; Drug Efficacy
Study Imiplementaiion

The Fepd and Drug Administration
has evahrated reports received from the
National Academy of Sciences-National
Research Council, Drug Efiicacy Study

e

-Group, em the following {olic acid
preparatiosns: .

1. a."Faolvite Elixir; 5 mg. folie aeld
per 5 ce.:

b. Folwite Tablets; 5 mg. and 20 mg.
folic acid per tablet; and
€. Polvite Parenteral Solution; sodium

folate egmivalent to 15 mg. folic acid -

per cc.; marketed by Lederle Labora-
teries,. ‘Pearl - River, New York -10965
(NDA 5-857).

2. YFolie Acid Tablets; 5 mg. per tablet;
raarxete@ by EN Lilly and Co., Box 618,

Indianapslis, Indiana = 46206 (NDA
6-135). -
3. ¥olie Acid Injection: 15 mg. folic

agid, as &he sedium salt, per- ce.; mar-
keted by S. ¥, Burst and Co., Inc., 5317
Noxrth Third Street, PFhiladelphia,
FPennsylvania 19120 (NDA 6-333).

In addition to the above products, folic-
acid preparations for therapeutic use
are marketed by other firms. A partial
list of otkrer supnliers of folic acid vrepa-
yations ¥Emited to prescriotion dispens-
ing, as indicated in rcadily availabie
reference sources, is as foliows:

ABA Phassmaceulics
Dictrihont

Amcrican Pha

American Drug Pro:lucts.

American Quinine Co.

Approved Pharmaceutical Corp

Arcum Pharmacautical Corp. .o

Associated Tabs., Inc. .

Barre Drug Co., Inc., The.

Bzrry-Mar@in Pharmaceuticals, Inc.

Bel Pharmacal Co, .

Carroll Cremical Co., The.

Columhiz Bedical Co.

Consolidated Midland Corp., CMC Research
Divisiom.

Corvit Prarmaceuticals.

Daniels, REabert and Co., Inc.

Dulont Parmacal Co.

Evron Phazmaceutical Co., Ine.

Faraday Eaboratories, Inc.

Gold Leaf ¥harmacal Co., Ine.

Gotham PRarmacewtical Co., Inc.

Halsey Prez Co., Inc. ) -

Harvey Lafs,, Inc.

JYan Labs. -

Kireman Eabs, Inc.

Eannetlt Ca., Inc. :

L&t Drug Co. §

Lustyartem Lahoralorles, Inc. !

4iinlin, MeCambridge Co., Inc.

Penhurst Phatimacal Co.

*harmex, ¥ic.

*reston Franklin Pharmacal Co.

Yichlyn Labs,

Robinson Laboratory, Inc,

»pencer-&fead, Inc.

stanlabs, ¥nc. .

supreme I‘imrm'lceuticql Co., Inc,

Chonmipsor, Win. T., Co.

Fowne, Pzn’sou ml Co., Inc.

fitamin Research Corp,

7ita-Yore Products Co.

i Co., Division of Dergher

I3

Xl

A

~ment

“following

NN wiean

West-Ward, Inc.
Williamis Chicmical Co.
VWilisale uruyg Lo,

The drugs are rezarded as netv drugs
(21 US.C. 321(p)). Supplemental new-
drieg applications are required to revise
the labeline in and to update previously
apovroved applications providing {or such
drugs, A nhew-drug application is, re-
quired from any pcrson marketing such
drugs without anpproval.

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

A. Efjectiveness classificalion. The
TFood and Dirug Administration has con-
sidered the Academy reports, as well as
other available evidence, and concludes
that: :

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

2. There is a lack cf substaniial evi-
dence that folic acid is ecifective for the
labeled Indications: “macro-
exrtic anemias associated with pellazra
and similar deficiency states” and such
vague, unspecific counditicns as “macro-
cyiic anemia of gastrointestinal origin”
and “n‘.egalob}astic 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
mg. daiiy have greater efiicacy than do
tirose of 1 mg. Further, thie usual thera-
peutic dose. oral or parenteral, should be
0.25 mg. to 1.0 mg. daily, and the mainte-
nance dose sheuld oidinarily be 6.1 {o
025 mg. daily. Administration of higher
doses greatly increases the possibility of
masking vilamin B-12 deficiencies and
the insidious development of or precipi-
tation of neurological manifestations

© and/or lesions. ‘
-- Preparaiions supplving no more than

0.1 mg. folic acid daily continuec 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 nig. and no more than 1.0 me.
folic acid per tablet or (2) solution form
suitable for parventeral administration in
the dozages recommended in the labeling
guidelincs below.

C. Labeling conditions. 1. The label
bears the statement “Cauriox: Fed-
eral law prohibits dispensing withous
prescription .

2. The drug is labeled to comply with
all requirements of the Act and recula-
tions promulgated thereunder, and those
parts of iis labeling indicated below are
substantially as follows: (Optional addi-
tional -information, apnlicabie to the
drug, may be probosed under other
appropriate paragraniy  headings and
should follow the information set forth
below.)

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

- ViT1es

l
Foric Acip
DESCRIPTION ..
('To be supplicd by the manufacturer. This
is to be confined to au approprizte descrin-
tion of the physlecal and chemical properiies
of the drug. and the formulation.)

ACTIONS
furer. This

(To be supplicd by the manu{
is to be confined to an approy;
of the demonstrated pharmazco:
logic actiens of the active ingres
drug in humans. -When the mod
has

e of acilon
not hecen determined, this showd be
clearly indicated.)

INDICATIONS

Folie acid is effective in the treztment of
megzaloblastic anemias due-to a dz2ciency of
folic acid as may be seen in trcpical or non-
tropical sprue, in anemias of zutritional
origin, pregnuancy, infancy, or chiléhood.

WWARNINGS

Folic acid aione is impropor thc’ao" in t'

n1eg1]ool‘1st.c anemias \"hcrc '.t_:.m.n
deficient.
PRECAUTIONS

Foiic acid cspccx llv in doses.above 1.0
daily may onscure pernicious aue i
hematologic remission may occu
rological manifestations rema

ADVERSE PEACTIONS

Allergic sensitization has be-:-n réporied
following both oral and parenier
tration of folic acid. .

DOSAGE AND ADMINISTRATION

Oral edministraiion: Folic acid s x\MI
sorbed and mav be administeree :
sotisfactory resulis except in
of Intestinal mat

Parendal cdministration:
imra\evmus. anrl suicutanecy

e

u'c c.osngc In cg
daily. In Childien ¢
.0 meg. daily.
reqturc largmer ('O::OS.
Maintenance dosoge: \When cli
toms have subsided and the
has become normal, a mainze
0.1 mg. to 0.25 mg. daily shouic
never less «than 0.1 mg. per
should be kKept under c‘o=—'- suy
adjustment of tlie maintenzahic
if relapse appears itnminent,
In the presence of alcohotl
heolytic anemia, anticonv
or chronic infection, the maini
siwould be at Ieast doubled.

wnaney,.
gnancy,

D. Previously a—'oproz ed  epplicetions.
1. Each holder of a “deemn: cu s
new-drug application (ie,ana
which became eficctive on t
safety prior to Cetober 10, 1“
drug is requested to seck a
clmms of cffectiveness :mu bri
plication into conformance by
supplements containing:

a. Revised labeling as noedho to cor 1‘-
form to the labeling conditions ibed!
herein for the drug, and cen
rent container labeling, unless recentiy
submitted.

b. Updating information as'n
provide for an oral dosage for:
ing no less than Q-5 mg. an
than 1.0-mg. {ol ,aci/d P

FYNEY
e

1971




..

5544'

wruuc“.l dosage form containing an
qvnoa'vt 'm,nopmtc for
as =d Jerein, and to mrake the ap-
phca\ on current in regard to items 6
1co:upc-a‘.bnt';) 7 (composition), and 8

, facilities, and conirols) of the
nnlicatian form D CH to

~Giug appataus oL

; <tent descriped for ahbreviated new-
oL applications, §180.4(5), published
in the FEDERAL Prux_-'LLR April 24, 1970
(35 F.B. 6574). (One supplement may
contain all the.information described in
this paragraph.)

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

a. G0 days for revised labeling; or, for
those products which must be reformu-
lated, 180 days for revised labeling fully
in accord with this announcement, pro-
vided clzims for which substantial evi-
dence of effectiveness is lacking are

~deleted within 60 days. The supplements

shouid be submitted under the provisions
of § 1.,09 (d) and (e) of the new-drug
reffula.zons (21 CFR 130.9) which permit
ceriain changes to be put into effect at
the earliest possible time.
b. 189 days for upda ting information.
3..nfarketing of the drug may continue
until the supplemental applications sub-
mitied in accord with the preceding sub-
paragrephs 1 and 2 ar acted wupon,
provided that the labeling of the prepd—
rat.o x shipped within the jurisdiction of

the Act is in accord with the labeling
cc-nal ons desceribed in this announce-

ment v uun the time periods described
in subparagraph 2a.
E. I.,vb applications. 1. Any person who

stripute Sl"'

uLs

P > 3
distribules or mtc.:(., u) ai

ik igintce o eanAirinna

- wse for which it In< Been shown 1o
i effective, as described under Al above,

anomci submit an abbreviated new-drug

ary

,2pp.‘c‘.,.0n meeting the congrions spec-

ified in § 130.4(f) (1) and (2), pubiished
in tl:c Frperal REGISTER April 24, 1970
(35 F.R. §574). Such applications should
jnclude proposed labeling which is in
aceord with the labeling conditions de-
scribed herein.

2. Distribution of any such brepa
tion currently on the market \nthout
approved new-drug applicaiion may be
conti: ued provided that:

Within 60 days from the date of
pubhca tion of this announcement in the
FepExal, RECGISTER, Llhe Iabeling of such
preparation shipped within She jurisdic-
tion of the Act is in accord. with the
labelinz conditions described herein, ex-
cept that if the preparation must be re-
formulated, 180 days will be allowed for
the dosaze recomunendations to bd in
accord with this annouicement. )

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

180: daxs from the date of this publica-
tion, 2 new-drug applicatian to t,he T ood
and D:ug Adin ainistration.

c. The applicant submits within a
reazonavle time acditional iaforrration
that may be required for ithe 'v)proval of
the ap splication as specified in a written
co:’nmu:.‘-cadon from the Food and Drug
Administration.

FENERAL RFGISTER, VOI, 36,

administration -

-and docume-*( {

ing in another foim o

d. ‘The application has not been ruled
inceznplete ¢r unappProv! .
. Opportinity jor a hearing. 1. The
issioner of Feod and Drugs pro-
poses 1o i . an orcer under section
s03{e) of the Fodera) Food. Drug, and
(‘n:n-xnhn Art \_‘._':Z:_'p_dw_—?_;\. nT 9'\n1nv'\] of
1 and all amend-

h“to nrovid-

all now-drug anpit

ments and sup;
ing for the 1"’-

stantial evighs e c~c:1 Ln ss is lack-
inr as dc~c'1::'"i in paragraph A2 of this
annouNcement. An ord r withdrawing
approval of the applications will not is-
sue if such applications are supple-
mented, in acesrd with this notice, to
delete such indications. Promuigation of
the proposed orGer '\o 14 cause any such
drug for human use ifered for the in-
dications for \':i ntial evidence
of efiectivencess is iac , to be a new
druz for which an asproved new-drug
appiication is not in efect. Any such
drug then on tie marae would be sub-
ieet to rezilaicyy LY
e \*.;Ih the provisions
Aot ("1 U&.C. 355)
wizated there-
. the Commis-
ers of any such

a;m‘xcwtlo 1
who would L
an order, ar
to show wiw
be deleted £
hearing must
the date of
the IPEDERAL
hearing may
tions or dc
cific facts
substantial
IR R A oand
1c11 and
othm g d t.m, chjector
is prepquu to prove in a hearine. Any
3 i 2 to this notice
tted and in-
and well-

101' a hea:mg
:igns should not
A request for a
hin 30 days after
this notice in

set forth :pe-
r'eaume and

hear-

inwx f

must, be mf: 1o
clude daia
controlled ¢ igations (iden-
tified for re reviews es described in
§ 13 012(3.)(3! ¢f th2 rezulations pub-
lished in the +L RroistEr of May 8,
1970 (35 YR LLL] co"d cted

u'xder unc0'1 by

'a.able as a sole
Lzs‘s for anpr C'.'::: of clairas of effective-~
ness, but such studies may be cons sidsred
on their merits for coriororative sunport
of efficacy and ‘v..(”’“"’ of safety. If &
hearing is v nd justified by the
resoponse to ith he issues wiil be
deiined, a i miner will be
named, and i = n written no-
tice of the thim2 ce at which the
hearing w 111 cornmence,

G. Unappr
1. ¥f the n:
for use in a:
provided 11.;
may be regar
drag subjcct
unfil such reco
in a new-drug r:
wise in accord ¥

2_ If the artl

A
a3

:,m-cement 1t
an una mo,cd new
diztory proceedings
use is approved
ion, or is other-
this announcement.
geed for market-
v [or use other than

MO, 69—FRIDAY, APRIL 9,

ihe usze provided for in this announce-
ment, appropriate additional info 711ation
as descrioed in § 1304 or § 12 of the
recwlations (21 CFR 130.4, 130, U) may be
required, including 1csmis of animal and
clinical tests intended to show whether
the drux is safe and efective.

Reopresentatives ef the Administratien
are willing to mcet with any interested
person who desires fo have a conierence
concarning proposed change s in tie
labeling set forth herein. Requasts for
stch meetings should be made to the OI-
fice of Scientific Evaluation at the ad-
dress given below, within 30 days after
the pub ication of this notice in tiie Fep-
ERAL IXEGISTER.

A copy of the NAS-NRC report has
been furnished to each firm referred to
above. Any other inferested-person may
obtain 2 copy by request to the appropri-

ate office named helow.

Communications forwarded in
sponse to this announcemens shout
jdentified with the reference num
DEST 5591, directed to the ai\em:e.
the foiiowing appropriate office, and ad-
dressed (unless otherwise speciii {0
tire Tocd and Drug Administratl

rs Lane, Rockville, Maryland 20332:
lements (identify with NDA numbri:
t=ee of Scientific E'.‘al'.‘atl vt (BD-109).
cau of Drugs. N
] abbreviated new-dr rag applicaticns
tify as such): byt ¥ Siudy
sismernitation Project O ice (::3 z‘~), u
1 o Drugs.

Fisher

Ren . for Hearing (identify wi
numnber): Hearing Clerk, O
e Counsel (GC-1),Room §

All

oraer co‘nmumcm"ons re

cement: Druy EI
tion Project Oilice (bD a) Bureaq ci
for NAS-NRC rewors:
:Nice (CE-200), 230 C Streed
ington, D.C. 202C%

rress e

This notice is issued pursuant o pro-
visio;
C ¢ Act (sccs. 592,
1030-53, as amended,; 21 UQC
and under. authoerity c‘e‘c*xfﬂd bo e
Commissioner of I‘ond and Diugs (21
R 2.120).

Dated: March 19, 1971.

Sam D. FIxs,
Con 'n:.’s.vzoner
. for Compiiance.

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

Associate

s

[DESI 10423]

LEVALLORPHAN TARTRATE
INJECTION

Drugs for Human Use; Drug Eficazy

Study Implementatien

The Food and Drug Administrati
has evaiuated a report received froin ihe
WNatisnal Academy chw“ces—-‘hf_,:n"
Tesearell Council, Druy Fiicacy St
Group. on the following drug for intra-
venous use:

Lorian . Injection, containing ieval-
lorp"xm tartrate; Rcche Lavoratcries.
Di on of ‘Hofman-LaRsche, Inc., 313
Kingsiand Street, Nuliey, New Jorsey
07110 «NDA 10-423). ‘

1971

s of the Federal Feod. Drug, and.

I
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CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

- 83-133

CORRESPONDENCE



TEL. (609) 445-0500 ) ’ P.O. Box sss5
" . BLACKWOOD ROAD.
\\‘\\Q\jlll/h/’/////,’ FRANKLINVILLE, N.J. os322

{7 ABEREY
{0), | EVIAT,
R NEW DR APPLIE&TION

Fon Quaﬁ/y Generic ;@ﬁazmacew[ieak

July 13, 1972
Letter Ref: 7-72-T2-T5-10 —~

Food and Drug Administration
Bureau of Drugs

5600 Fishers Lane
Rockville, Maryland 20852

Geﬁtlemen:

We are hereby submitting, in triplicate, our Abbreviated New Drug
Application for Folic Acid 1.0 Mg. Compressed Tablets for your re-
view and consideration.

This submission, as well as similar documents submitted by Tablicaps,
attempts to conform to the requirements of the Drug Efficacy Study
Implementation Programs. It should be noted that Tablicaps questions
the legality and intent of these requirements, however Tablicaps has
no recourse at this time, except object to, but comply with these re-
quirements.

We thank you for glVlng this matter your attention and look forward
to hearing from you in the very near future since we are preparing
a marketing program for this product.

Very truly yours,

TABLICAPS, INC.

Tz SR »Q&Qw\ﬁ&«“ m “’Q““

Robert L. Pillarella Richard T. Jack
President : Director of Qualltyﬂgfntrol
RLP/RTJ:kec /
' RECEIVE
Enclosures Ve D —L_CCOPY
{J ICI!;,\ ! A ;,. (,_:3
COVER L7 7en maur

FOR DUI" , ]R;p




(e m of DRUG: Volle Acld Table

JuL28 1972

Mliea’s, znc‘ .

 Attention: ﬁn Rebert L. Pillsrella _

‘ r.e. m 5555 : ' . 3 o T e
..‘-:vz,?taakiiwﬂie, 3«# Jatﬁey %322 SR DA

ﬁestimn ¢

Wa acknowledge the veceipt of your abbreviated sew drug agagliml .
submitted purauant to Section 505(b) of the Federal Feoé, "‘:. m&
. Gosme ‘;w Am: faz the fallowingt z P e

te, 1 g |

e aﬁx of @avm :.mm M?”: 19?2 I
| DAYE of BECEIPT( July 24, 1972 | :

-t review m"mxiacisus

:% uii}; ema“"’l ud with you further after we have bad the ap“’i tmigy Sl

""’?Ieaan {dentify any commmai vuatims concerning this agpzmaeitm with
/ tshe m mbar shown am

- BD-310 T
IMéyer/wlb/7 27; S



SEP 81972

Miw Ins.

&%ﬁmﬁm: My, Richars T. Jackson
?.é, B@x 5555

mmmu, Fey Jersey 08322

. Gentlemens

Reference is made to your sbbreviated new drug spplication, cover
letter dated July 13, 1972, sumitted purswant to Section 505(b)
of the Pederal Food; Drug, m@. Cosmetic Aet for Polic Asid Tablets,
1.0 BE e

%mmtﬁemﬂwmmﬁtﬁmmmﬂﬁm
and bave the following commembs regayding the proposed label:

2. Includs e HOW BUPPLIED section.
Other informetion requived by section 130.4{f) of the regulstimns:
1. The signeture of the applicent or Yesp official

or agent op s complebed form FB 356H. Four cuples ave (—
enclosed for your convenience.

2+ A full st of articles used as cunponents of the dvug. .
3. mmmwmwammwmm ——
————  the regulation requires the name of the
ishoratory and & certificstion statemsnt fyom the ) BHOTRLONS
be submitted as part of your shbyeviated pew drug spplinmbics

APPEARS THIS way
ON GRIGINAL



- P o

b, Preceduves that assure that the compo

with the ag&eiﬁaﬁ’ﬁim gnd tests &asambed ixx an efficiad
conpendiun if such avbicle is recgganized thaming az‘,
not listed or if the sriicle differs from the cospendium
m& mﬁ the specifications and tosts Wﬁa& te the
onponents are sdeguate to assuye thelr identity, wirengt
qﬁa&ity, and purity. The following deficiencies are wbaég

iy th& @uission of the Residue on Ignition test W’f‘ Fuaed
mponent Polic Acid. L -

b} Clarify the tem "Us.??. Evﬂx”sﬁm%ﬁ@mﬁéﬁ "Raw '
Material Sgeeiﬁmtim for the compor

2) Revise the test sgeaiﬁmﬁm to canfom to the
¥.F, XIIt, third supplement, for the componen

Informstion fn a report of ins;mtim of m facilities, by inspectors -
of this Administration (covering the methods facilities, wz eonbycly
used), indicates thet there is Gisagreement urrent
smafacturing prectice and the mw mée in ysm‘ gggiimﬁw.
Therefore, hofore wo can tehe fiual sction on this abbreviated now drug
spplication, we should have & setisfectoyy inspection report.

& aa@y of this letter hes been sent o our Neward Dlstrict eﬁ’iae.
e p 14 that ywu contect the Digtrict and ax g £
after the deficiencies have been W’Gﬁ&.

8}

cey
o
Dup

B, - W
BD-66
BD-106
BD-2h2 .

@f’&” JHh.llert/JLMeyer/RJWolters /8-31-72
ik R/D init. by MClark/JMeyer/9-5-72
_typing/kim/9-6-72 %N

NEA




P.O. Box 5555 < E

BLACKWOOD ROAD,
FRANKLINVILLE, N.J. o8322

O‘@\ RESUBMISSION
NDA ORIG AMENDMENT
FRL

TEL. (609) 445-.0500

W
"

Wiy

For Qwaﬁ@ Gerciic Pharmacelicals
Letter Ref: 9-72-T5-5

September 15, 1972

Department of Health, Education and Welfare

Public Health Service
Food and Drug Administration

Rockville, Maryland 20852

Gentlemen:

We are hereby submitting in triplicate the following additional
information for our Abbreviated New Drug Application No. 83-133
as you requested in your letter of September 8, 1972.
" The following comménts are submitted as a paragraph by paragraph
reply to the above mentioned letter:

1. Package insert:

a) Enclosed please find revised copies of our insert
for Folic Acid with parent®l dosage deleted and How

Supplied section added.
2. Enclosed please find three signed copies of form FD 365H.

3. Please find on page 24 of our submitted ANDA 83-133 a
complete list of articles used as components of the drug.
Lo a) A revised Raw Material Specification (see attached)

- for Folic Acid is being submitted which includes a

Residue on Ignition test.
b) The term " -~ for
was submitted in error,

Specification for
submitted (see attached).

c) A revised Raw Material Specification
e 18 being submitted which inc

3rd revision for —w-_—

We have contacted the Newark District Office an

: on page <20
A revised Raw Materi

: Page one of two
3 o R AE R W E_E | f'a
RECENED__/ __copy

| FOR DUP______ TRIP..___.




Page two of two
September 15, 1972

another inspection of our facilities with special attention to
those deficiencies noted in the earlier report.

Very truly yours,
TABLICAPS, INC.

R0 Yol

Richard T, Ja son
Director of Quality Control

RTJ: jch

Enclosures

APPEARS THIS WAY
ON ORIGINAL



. MDA 83-133
Attention: Mr. Richard T. Jacksen GCT 30 1979
F,0. Box 3553
Blackwood Read
Franklioville, Hew Jewsey 08322

Gantlement

Referenca is made to your abbreviated new drug application submitted
pursuant to Section 305(b) of the Fedaral Food, Drug, and Cosmetic Act
for Polic Acid Tablets, 1.0 mg.

Reference is also made to your communication dated September 18, 1972,
enclosing printed labeling and manufacturing information,

We have cempleted the review of this abbreviated new drug application
and have the follpwing comments regarding the proposed labeling:

1. Submit twelve copies of the contsiner labels for the 100 and
1,000 tablet containers. The labels should be fdentieal in
dontent to the labels submitted on July 13, 1972,

2, At the time of the next priamting, it is recommended that the
potancy of the drug be included in the HOW SUPPLIED section
of the package insart.

Regarding the manufacturing information, it is noted that the Raw Material
Spacifications for Folic Acid comply with the NF XIII. However, Folie Acid
is listed in the U.S5.P. XVIII, Pleaze clarify,

Also, before we can take final action on this abbrevisted new drug appli-~
cation, we should have a satisfactory astablishment iunspection report, as
requested in our letter of September 8, 1972,

Please let us have your response promptly. 7Y
\ /
ces fingﬁrg / yours, \\ /
NWK-DO 14 / /
Dup ) / /OC Qﬁ /
BD-69 }éagéin Sed 4D ¢ fci//59C15;§Q
BD-66 , /m:eani\%g e
BD-106 Division vpf Aetions Implegentation
BD-242 Drug Bfficacy Study Implehentation
VVJHEllert/JLMeyer/RJWolters 10-25-72 Project Dffice
5? R/D init. MClark Bureau of Drugs
Final typing/rt/10~26-72
rev w/f

SWLWU tafs / z ’/““%

26-7%
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TEL. (609) 445-0500 N.I
BLACKWOOD ROAD
FRANKLINVILLE. N.J. 08322

2y, RESUBMISSION =
/A NDA ORIG aa; -

FPL

For Qua/o’ly Ceneric Plarvmaceelicals
Letter Ref: 11-72-T5-7

November 3, 1972

Marvin Seife, M.D.

Director

Division of Actions Implementation

Drug Efficacy Study Implementation Project Office
Bureau of Drugs

Food and Drug Administration

Rockville, Maryland 20852

Gentlemens

Reference is made to your letter of October 30, 1972, concerning our
NDA #33-133 for Folic Acid 1 MG. compressed tablets. The following
comments are in response to those points discussed in your letter:

1. Enclosed are twelve copies of the container labels for the
100 and 1000 tablet container. These are identical in con-—
tent to the labels submitted on July 13, 1972.

2¢ At the time of our next printing, the potency of the drug will
be included in the "How Supplied" section of the package insert.

3. Enclosed are revised Raw Material Specifications for Folic Acid
properly listed as U.S.P. XVIIT. The previously submitted
specifications were unproperly headed NF XIIT.

Le We have contacted the Newark District Office and are currently
awaiting reinspection of our facilities.

Your prompt attention to this matter will be appreciatede.
Sincerely yours,
TABLICAPS, ING
g
0.5
Richard T. Jac
Director of Quality Control

RTJ/cd i
RecEvED. [ GOPY

PHOTOST "2 T 2D

Enclosures

FOR DU TRIP
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Tablicaps, Inc.

Artention: Mr. Rlchard T. Jackson
P.0. Box 5535

Blackweod Read

Frauklinville, Hew Jersey 08322

Geantlemen:

Reference is made te your abhreviated%ﬁew drug application submitted
pursuant to Section 505(b) of the Federal Food, Drug, amnd Cesmetie Act
for Folic Acid Tablets, 1.¢ ng.

Reference is also made te your communication dated November 3, 1972,
enclosingprinted labeling and manufacturing infermation.

We have completed the review of this abbreviated new drug applieatien.
Howevey, before we are able to reach a final coaclusion, it will be
necessary for you to have a satisfactory establishment inspectioan report,
zs requested in our correspondence since September 8, 1972,

Pleage let us have your response promptly.

Drug Efficacy Study Implementstion
Preject Office
Bareau of Drugs

ce:
NWK-DO
Dup
"BD-69
BD-66 '
BD-106 7O\ e/ &}(t(
BD-242 W i
JHEilert/JIMeyer/RIWolters 12-11-72
R/D init. by MClark/JMeyer
Final typing/wlb/12-13-72
£

S

(4
@LQW 1!



| &W'z} e
At ' P.O. Box s555

- . ) ’ . BLACKWOOD ROAD. ‘
\\wx\\l““"’””/%/ FRANKLINVILLE. N.J. 08322 -

" TEL-—$609) 445.0500

.

7
é
:\\%

g

e

NDA ORIG AMENDMENT

Fon Qua% Generic SPhavmacewlicals FPZI

March 15, 1973
Letter Rel's 3-73-T75-16

Department of Health, Iducation, and Welfare
EPublic Health Service

Yood and Drug Administration

Reckvrille, Maryland 20852

Gentlemens:

- ) e are @ubmttm, in trmltcate, the sttached information or Tohalf
R of (o i The purpose of this submission
i3 to supplement our Abbreviated New Drug Applicationg _83%=13%
for FQLIC ACID, 71 MG 30 that = = S I
may distribite our product wnder their label, T

The ;!‘OJL .HHL tye

manuracturad, packsgedy and labeled with the copy subm t,t.ed in tm R
supplement here at TABLICAPS, INC. and shipped to |« ‘ -
for distribution, — I

Your prompt review of this informabion will be greatly spprecistede

Sinecsrely yours,

TABLICAPS, INC.

Richard Te Jackson
Director of @uality Conlrol

RTJ/mes

Enclosures

o

! RECEIV ED__ZCGPY

AN

PHOTCZIATS MADE W
FOR DUP____TiP L
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AF: None BPR 2 4 1973

Tablicaps, Ine.

Attention: HMr. Richard T. Jacksoun
P.0. Box 5555

Franklinville, Hew Jersey 08322

Gentlemens

Reference is made te your abbreviated new drug application submitted
parsuant to Section 505(b) of the Federal Foeod, Drug, and Cosmetic Aet
for ¥olic Acid Tgblets, 1.0 mg.

Refereuee i3 also made to your communication dated Hareh 15, 1973, en~
closing labeling for a ————.

The communication provides for you to labal the drug with a label show-

igg the —7 te be!

We have completed the review of this communication, However, hefore we
are able to reach a final conclusion, the following additional information
is necessary:

1. The application must include a sizned statement from the pro~
pesed distributor to show that he iz regularly asmd lawfully
engaged in the distribution er dispensing ef prescriptien drugsg
the category of his operation (repackager, relzbeler, wholesaler,
retall pharmacy, ete.) aand that he agrees to distribute the drug
only wader the lsbeling provided for in the application and that
ne changes will be made in the labeling unless suech chauges are
provided for in a supplement te this applicatien.

-2, It is noted that the package Insert includes a referesce to 190
and 1,000 tablet contaisers, However, only labels for the 100
tablet containers were submitted. Please clarify.

Plaase let us have your response prompk

ect
NWK~-DO

Dup

BD-69 BD-66 BD-106 BD-242
JHEilert/JLMeyer/RIWolters/4~2-73

R/D init, JMeyer/4-16-73 ﬂivisian of Actions Imp: 4 oo
Final typlng/rt/4‘18'73 Drug Efficacy Study Implsment&ti@ﬂ
rev w/f “f“% Project Office

Bureau eof Drugs
2 /Wﬁﬂr g/7 g



