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NDA  84-472 S

: JUN 161976 -
Premo Pharmaceuticals ta&erateries, Inc.
Attention: Hr. Ashok Patel

111 Leuning Street
South Hackensack, NJ 07606

Sentlemen:
Reference is made te your abbreviated new drug application submitted

pursuant to Sectfon 505(b) of the Federal Food, Drug, and Ces&etfc Act
for Folic Acid Tablets, 1 mg.

We have completed the review of this abbreviated new drug applicatian
and have concluded that the drug is safe and effective for e as
recommendad in the submitted labeling. Accordingly, the application
is approved. Me— —_—
1% dpproved.

Any significant chaage in the conditions eutlined in this ah%revrateé
wew drug application, requires an approved supplemental app eatiﬁn
before the change mey be made, except for changes made in:
with other previsions ef Section 314.8 of the new drug reg

This Administration should ﬁe advised of any change in tﬁe marketan
status of this drug. :

The requirement for adequate data to assure the biQ1agi¢
is.being éeférred at ¢ ' for fd

.:?eﬁﬂi?e$e§¥

 application

The enc?o_‘res sammarize the cendit1ans relating to the-:~
this applicatior ,

NWK-DO

Dup ‘

HFD-614 ,HFD-616 !

RBarzilai/JLMeyer/JMRoss ey vife, ! If i; Lo

R/D init. JMeyer/MSeife 6-14-76 R R

ft/cjb/6-14-76 Bivisian of Generic ﬁrug Hnnegra s
Office of Drug Meﬂagraphs : c

areay of Drugs

J WP { é (17

' ffi§§?ﬂ$_°f:é§9 val of a New Dbug fpplication

'ts Requirements
M eyer G{(c(
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FOLIC ACID TABLETS

JUN 1 6 1976

DEscﬂg?&mg, 18 Hig N7G;, is a yellow or yellowish
orang®, rieEhs - Y i ble in
water. o
ACTION: Folic acid is rapidly buf preferentially absorbed from
the small intestine. it is aimost completely absorbed orally, even
in the presence of the malabsorption associated with tropical
sprue. Folic acid (pteroylglutamic acid) is not active as such
in the mammalian organism. Rather it is enzymatically reduced
ir'\.the body to tetrahydorfolic acid, the coenzyme of which is
concerned with nearly all, or possibly all, mammalian metabolic
systems in which there is a transfer of a one carbon unit, viz.,
-CH;,, -CHO, -CH—= NH.

INDICATIONS: Fo'ic acid is effective in the treatment of mega-
loblastic 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.

WARNINGS: Folic acid alone is improper therapy in the treat-
ment of pernicious anemia and other megaloblastic anemias
where vitamin B is deficient.

PRECAUTIONS: Folic acid especially in doses above 1.0 mg.
daily may obscure pernicious anemia, in that hematologic re-
mission may occur while neurological manifestations remain
progressive.

ADVERSE REACTIONS: Aflergic sensitization has been report-
ed f_ollowing both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION
Oral administration: Folic acid is weil absorbed and may be ad-
ministered orally with satisfactory results except in severe in-
stances of intestinal malabsorption.

Parenteral administration: Intramuscuiar, intravenous, and sub-
cutaneous 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. 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 maintenance dose
of 0.1 mg. to 0.25 mg. daily should be used, but never less than
0.1 mg. per day. Patients should be kept under close supervision
and adjustment of the maintenance dose made if relapse appears
imminent.

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

HOW SUPPLIED: Available as 1 mg. tablets in bottles of 100
and 1000.

CAUTION: Federal law prohibits dispensing without prescription
November, 1973
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, CHEMIST'S REVIEW FOR
ABBREVIAThD NEW DRUG APPLICAYION
OR bUPPLEMENT

Federal Register '
Statement Date N

4-9-71, 10-16-73, & 12- 10- 73

-

NDA Numher 8l 472

AF Number
Ur1g1nal

e —————

—eand Address ot Applicant (C1ty and State)

Premp Phar-aceutical Lab. Inc
Div of Omega Medical Systeus
111 Leuning Street . -

- 805 Hackensack, N 07606

Amendment —
Supplement
Resibmission
Corresporidance
Report

Other -

————————. -

s
S ———————————
et et

Purpose of Amendment/Supplement

.

. New Application

Date(s) of submission{s)

Pharmacological Category

Name Of Drug
]

vitamin "1 Folic Acid |
_ ' = - How Dispensed
Dosage rorm(s) Potency . - ’Rx“'
tablet 1 mg. o1C r—T
ERvironmental impact Analys1s Samples - Eﬁjgggf IND/NDA/MF(S)
Report . “180-816
‘Submitted 83-526
Labeling Container labels: Shtisfactdrykeﬂﬁé;rbli) }fiu%j:fff' -
: L] oo n o

Package insert:

BioTogic Avatlability

-

" Deferred

*." 'Establishment Inspection -

Premo’ Pharm. lLabs. Imc.

(b) (4)

" EIR Bequested 10-18-7&

-
R " "

® @n IR quuested.lO‘/lS/'ﬂ}Z
L.on "o "

"
3% .
"

Components Composition, Manufacturlnq and Controls

active ingredient, expipients » finished dosage fOnn are tested according to

U SP specs.

© gt

éemarké Requested:

1. clayify absence of control no. on containmer label and absence

of container labels fbr 100 _tablet container.“

2.

(b) (4)

* it

clarify the source or reference fbr the- tests and specifications
performed on .

-«

.Conclusion 2V "/f

Reviewer: J.M.Ross

/Q e

Date:



" Federal Register .. NDA Numper— or_a72

. CHEMIST'S REVIEY FOR  Statement Date d
nﬂ»&EVIATtD NEW DRUG APPLICATION 4 9a7]Te1o 16-73, TSR S

OR SUPPLEMENT ' N
PO . original e d 2
—tam iﬁa'Addreas of App]lcant (C1t¥ and State) - ~ }Amendment R SN
b : Premo Pharmaceutical Lab.-Inc. ~ [Supplement ———
Div of Omega Medical Systems ‘"_-' Resubmission i

111 Leuning Street. ‘Corresporidance.

" So. Hackensack,NJ 07606 " 77 [Report
s Other °

{Date(s) of Submissien{s)

Purpose of Amendment/Sunp]ement

e i A AT I ARSI W < ne ] e s vy e R

e subm1ss1on of add1t1ona1 manufacturing 1nformat1on o ) : .2;~1 | 3-25-75 E
~Pharmacological Category N?me 0f Drug S :
' Vitamin | .. ‘Fglic Acid T :
%*uosage'rorm(s) v - - ;Potency . T *-ggf Dispensed ' §§
ool ' L . : H - . <o ??ﬁ
tablet 1 mg. . oeas S i
EnV1ronmenta1 Impact Ana1y51s ~ Samples . - R 3e1ated IND/NDA/MF(S) 5
Report . . LT e ). 84158 : 9
: subm1tted, _ : R S L --80-816 = , ;i
| e D ey Bek26 LT
—Labeling TR L L e i
B Container label: Sat1sfactory(0MCarro117 1
- Package insert: _ - see be]ow - Remarks ;i
~—Biologic Availlability . R N . é
o SR o oDeferred .. e T ;
% T j S e e . S . E e ;fr o . é
- Establishment Inspection =~ EI requested* .-for/ALL  10:18-74 .+ 3
(O10) I (b) (4) [ @ . o -
e . . . 3
5y Lomppnents LOMPOS1LIoN, Manufactur1nq and Contro1s . ' L 4 §.

active 1ngred1ent, exc1p1ents, and finished dosage form are . tested accord1ng to USP spec

e
-

 Remarks o, Y . o
' _emar 3 Requested: de]ete 100 tab]et 51ze contalner from HOW-SUPPLIED seetion
. of package insert- - :
2. Applicant: told - CGNP- current]y beTng evaluated
5 : . ’

. Conclusi :
on rev w/f

Reviewer: J.'M..'Ross /77{& 6-5-75

Date:
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e |  Federal Register | NDA Mumher  ggg7p" T

Federal Register N
CHEMIST'S REVIEY FOR  Statement Date
ABBREVIATED NEW DRUG APPLICATION 4-9-71,10-16-73,12- 10-73 AF Number

g ~ OR SUPPLEMENT umber,
————Name—ana Address of Applicant (C1ty and State) . o Amendment ____5_____§
Premo Pharmacéutica) Laﬂ?h?ﬁﬂe?gggon_ f::::::::::%

7
i
i
I

o ——

i
|
i

!

111 Leuning Stréet ‘ .
So. Hackensack,NJ. 07606 Correspondance ——

. - ) Report * —_—
' ~ .7 |Other -
Uate(s) of Submiss1en(s)

Purpose of Amendment/Supplement

submission of printed package nserts - . ;. ... '6/27/75"
_ ' ) Name OFf Drug .
- Pharmacological Category ; orug T i e
Vitamin . "Fglic Acid LT
| , — : ] ~ How Dispensed
Uosage Form(s) R R Potency . ST Ry
tablet .~ 1 mg. S R |
. "o [
EAvironmental impact Ana1ys1s - Samples | ,:‘Se]ate§ IND/NDA/MF(s) |
- '.Report . o ,
subm1tted
[abeling Container label: Sat1sfactory(OMCarr011) )
' - package insert: R _see remarks

B1ologic Availability e D -
T o " Deferred -

| . . (b) 4)
Estab11shment Inspection

,»ecya@ség—
E1 /)15 "

‘ Components Composition, Manufactur1nq .and Confro]s

~active ingredient, exc1p1enta f1n1shed dosage form are tested accord1ng to USP specs.

w

Remarké B

' jL.Desighaté-Whaf_eaéﬁ.fesfihg'léb dpe%'

.Conclusion “rey w/f

.Rerewer: | | J M Ross %Wﬂé 2//7/74

Date:



CHEMIST'S REVIEY FOR
REVIATtD NEW DRUG APPLICATION
A UR SUPPLEMENT

Fedéra] Register ‘
Statément Date

.

4-9-71,10-16-735_12-10=73

NDA Numher - : SRR
: 8e-472

AF Number

o ress of App11cant (City and State)

Premo Pharm. Labs. Inc.
So. Hackendack,NJ 07606

- -

-

Uriginal

Amendment
Supplement
Resubmission
Correspondance
JReport i
Other . - i

- Purpose of Amendment/Sunp1emont

" designating the part or test perfommed aby each testing Tab.

Date(s) of §Qbm1ss1en(s)*

2esits

~Pharmacological Cateaory

Name 0f Drug _

o
Vitamine . " Folic Acid
'ltam1_ ' : FQ e ] h:How Dispensed
bosage r_orm(s) ' . ;Potency ) “x .
tablet q mg. oTC . Y"l
~ |Related IND/NDA/MF{s)
ERViToTmental Impact Ana]ys1s Samples REUUEEE Do
neport .
NA . -. : .
~Labeling NA e
Biologic Availability ) ‘ .
. ) - Deferred
o . ; .
— (b) (4)

Establishment Inspection

- EI Requestd...

N ¢/5/76.

Components Composition, Manufactur1nq and Controls

act1ve 1ngred1ent excipients and f1n1shed dosage form are tested accord1ng to USP specs.

e

~ Remarks S : : B
Satisfactory Insepection report.’ | g
.Conclusioipvy w/f Z%& 7/'6/‘7)4 ,
| Reviewer: JMRoss

Nadae
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S L D e i e . » 3
. : Federal Register e N!.)A Nimher. 84-472 b
' CHEMIST'SAﬁEK%EiTEgi Statement Date . A i
ABBREVIATED NEW DRUG APPLT
"BDREWluslugPLEMENT ' 4-9-71,10-16-73, 12-10-73 AF Nurber
Tt Ur1g1na1

_1“mmrzﬁa'ﬂaa?633’6? App]1cant (City and State) ‘ Améndment —_—
Premo-Pharm.Labs. Infsypplement —
. South Hackensack,NJ . . - Resybmission — i

07606 ‘ ~ fCorresponidance —____

) ' - T Report - —
- “ " lOther - — ?
~{Date(s) of Submissien{s) :°
“Purpose of Amendment/Sunplement ‘ ' éﬁ
: : Name Of Drug S i
Pharmacological Category : : SRR i
. : . i . . -l . b
vitamin Co Flic Acid _ £
e . _ —— = - - How Dispensed
Dosage Form(s) R B Potency . T Ry - 4
tablet 1 mg. : A oTC r'J ;
' M
Environmental Impact Ana]ys1s _ ~ Samples . ' Be}ateq IND/NDA/'F(S) 3
neport . e : ’ i
£
submittgd ) - ;g
’“‘Labe]ing . ‘Container label: Sat1sfactory(Barz1la1) ;E
BPackage insert: . . £
B10T0gicC Avallability e ‘ Deferred .~ - i %2
Establish on | - e _.
meY‘IF Inspection ©@ in compiance “6/7/76 3

T n

~Components,Composition, Manufacturing and Controls

active ingredient, excipfeﬁis_qnd finished~dosagg Form_afe'fested aCcokdihg'to USP specs.

—

" Remarks | I " Requested ; “Delete P9 as agreed in
: : T - telephone -conversation 6/10/76
Voo '7'additiqnaI cdontainer Tlabels

" Conclusi K ) ,
netuston : Approved Wﬁﬂ é/ﬁ 7t
' 0ss

Reviewer:
Date:
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REVIEW OF ANDA

" DATE COMPLETED: 10-21-74 ANDA #: 84-472
F.R. DATE: 12-10-73
CO. NAME: Premo Pharmaceutical
Div. of Omega Medical Systems
111 Leuning St.
South Hackensack, NJ
07606
NAME OF DRUG: Folic Acid Tablets, 1 mg.
DATE OF SUBMISSION: 9-19-74
TYPE OF SUBMISSION: ANDA-
CLINICAL EVALUATION:
1. Review of Studies: None submitted. Bioavailability deferred.

2. Review of Labeling:

Container labels for bottle labels for 100 and 1000 tablets are
satisfactory. : ’

package insert is satisfactory.

3. Controls and environmental impact statement will be reviewed by
the chemist. : :

CONCLUSIONS: Labelings are satisfactory.

Controls and environmental impact statement will be
reviewed by the chemist.

RECOMMENDATIONS: See -conclusions.

@I, C oD
0.M. Carroll, M.D,

cc:

Dup

HFD-107
OMCarrol1/wlb/10-23-74




REVIEW OF AMENDMENT

DATE COMPLETED: 7-24-75 ANDA #: 84-472 _
F.R. DATE: 12-10-73
CO. NAME: Premo Pharmaceutical
Div. of Omega Medical Systems
South Hackensack, NJ 07606
NAME OF DRUG: Folic Acid Tablets, 1 mg. | | |
" CLINICAL EVALUATION:
1. Review of Studies: None submitted.
2. Review of Labeling:
Container labels for bottles of 100 and 1000 tablets are satisfactory.

Package insert: Satisfactory.

3. Controls and environmental impact statement to be reviewed by the
chemist. ' .

CONCLUSIONS: Labelings are satisfactory.
RECOMMENDATIONS : -Recommend ANDA be approved.

@ » (arradO e
0.M. Carroll, M.D.

cc: ~
Dup .

HFD-530
OMCarrol1/wlb/7-28-75
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Premo Pharmaceutical Laboratories, Inc.

(Division of Omega Medical Systems)
111 Leuning St., So. Hackensack, N.J. 07606 / (201) 343-5000

“Pioneers in Generics”

|  ABBRRs T
September 17, 1974 [;jﬂi,y e V1K k| S
nistrat: RUG APPLICATION
Food and Drug Administration VA, ON

Bureau of Drugs

5600 Fisher Lane /> ;)\
Rockville, Maryland 20852 ﬁ?é1~/,fﬁf’ . _
Gentlemen: : =
Reference: ANDA FOLIC ACID TABLETS, U.S.P., 1 mg.

Enclosed is our Abbreviated New Drug Application, in triplicate,

for the above drug, in accordance with the notice published

in the Federal Register.

If additional information is required by the Food and Drug

Administration, such information will be supplied in a
reasonable length of time.

Sincerely yours,
PREMO PHARMACEUTICAI LABORATORIES, INC.

fskeie Pt

Ashok Patel
Director of Laboratories

AP:ms

Enc.

" RECEIVED_ /7 gomr
PHOTOSTATS o

 COVER LETTER mapg

FORDUP___ypip

e ———




DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE Form Approved

— _BUBLIC HEALTH SERVICE _ OMB No. 57 - RO003

\'#OOD AND DRUG ADMINISTRATION
'ROCKVILLE MARYLAND 20852

NEW DRUG APPLICATION (DRUGS FOR HUMAN USE)
(Title 21, Code of Federal Regulations, § 130.4)

Name of applicant PREMO PHARMACEUTTCAT. LLARORATORTIES, INC
Division of Omega Medical Systems, Inc.

Address - 111 Teuning Street, South Hackensack, New Jersey 07606
Date July BL 1974
Name of new drug ANDA FOLIC ACID TABLETS USP 1 _mg.

[X] Original application (regulation $130.4).

—

i Amendment to original, unapproved application.
~ (regulation § 130.7).

[} Abbreviated application (regulation § 130.4(f)).

[} Amendment to abbreviated, unapproved application

(regulation § 130.7).
[ Supplementtoan approved applxcatxon (regulation $130.9).

i _1 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 labeling 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 whichis part of this application in accord with $1.106(b)
(21.CFR 1.106(b)). It is understood that all representations in this application apply to the drug produced until
an approved supplement to the application provides for a change or the change is made in conformance with other

provisions of §130.9 of the new-drug regulations.

Artached hercto, submitted in the form described in §130.4(e) of the new-drug regulations, and constituting

a part of this application are the following:

1. Table ot contents. - The table of contents should
specity the volume number and the page number in which

the complete and detailed ttem is located and the volumc,

number and the puge number tn which the summary of that
item is tocated (1 any).

2. Summary. A summary demoustratm;, that the applica-
tion ts well- urunu‘.d adequately tabulated, statistically
analyzed (where appropriate), and coherent and that it
preseats a sound basis for the approval requested. The
summary should include the following information: (In
lieu of the outline described below and the evaluation
described in ltem 3, an expanded summary and evaluation
as outlined 1n §130.4(d) of the new-drug regulations may
be submitted to fd(.llltate the review of this application.)

a. Chemistry.”

1. Chemical structural formula or description for any
ncw-drug substance.

ii. Relationship to other chemically or pharmacologi-
cally related drugs. )

{ii. Description of dosage form and quantitative com-
position.

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

¢. Reférence number of the investigational drug no-
tice(s) under which this drug was investigated and of any
notice, new=drug application, or master file of which any
contents are being incorporated by reference to support
this application. ’

d. Preclinical studies. (Present all findings including
all 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 application where complete data
and reports appear.)

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

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

¢. Clinical studies. (All material should refer specifi-
cally to each clinical investigator and to the volume and
page number in the application and any documents in-
corporated by reference where the complete datd and re-
ports may be found.)

i. Special studies not described elsewhere.

. ii. -Dose-range studies.
i1i. Conuolled clinical studies.

iv. Other clinical studies (for example, uncoatrolled or
incompletely controlled studies).

v. Clinical laboratory studies related to effectiveness.

vi. Clinical laboratory studies related to safety.-

véi. Summary of literature and unpublished reports avail-
able to the applicant.

3. Evaluation of safety and effectiveness. a. Sum-
marize 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 com-
plete 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 to be significant, showing whecher ad-
ministration 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 in-
corporated by reference where the complete data and re-
ports may be found. Indicate those side cffects or adverse
experiences considered to be drug-related. .

4. Copies of the label and all other labelmg to be used

for. the drug (a total of 12 copies if in final printed form,
4 copies if in draft form):

FD FORM 356H (4/71) 'PREVIOUS EDITION MAY BE USED UNTIL SUPPLY iS EXHAUSTED.



a. Each label, or other labeling, should be clearly
-.. identified. to show its position on, or the manner is which
Vit 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. 1f the drug is .intended or
offered for uses under the professional supervision of a
practitioner licensed by law to administer it, the applica-
tion should also contajn labeling that includes adequate
information for all such uses, including all the purposes
for which the over-the-counter deug is to be advertised to,
or represented for use by, physicians.

c. If the drug is limited in its labeling to use under
the professional surervision 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 1t is intended, including all
the purposes for which it is to be advertised or repre-
sented, in accord with §1.106(b) (21 CFR 1.106(b)). The
application should include any labeling for the drug
intended to be made avaiiable to the layman.

d. If no established name exists ‘for a new-drug sub-
stance, the applicatior shall propose a .nonproprietary

name for use as the established name for the substance.’.

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

f- No application may be approved if the labeling is
false or misleading 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 dissemination of
such labeling and at the time of initial placement of any
such advertising -for a prescription drug (see §130.13 of
the new-drug tegulations). Approval of a supplemental
new-drug application is required prior to use of any pro-
motional claims not covered by the approved application.)

5. A statement as to whether the drug is (or is not)
limited 1n ics labeling and by this application to use
under the professional supervision of a practitioner
licensed by law to administer it. ;

6. A full Tist of the articles used as components of
Fhe drug. This list sh?uld iaclude 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 ideatified by irs established name,
if any, or complete chemical name, using structura}
formulas when necessary for specific identification. If
- any proprietary preparation is used as. a’ component, -the
proprietary name should be followed by a complete quan-
titative statement of composition.” Reasonable alternatives
for any listed substance may be specified. .

7. A full statement of tne composition of the drug.
The statement shall se. foith the name and amount of
edach ingredient, whether =Ctive or not, coatained in a
stated quantity of the dreg ia the form in which it is -~ he
distributed (for example, amount per tablet of per mij-
liliter) and a batch formula representative of that to “ie
employed for the manufacture of the finished dosage form,
All components should be included in the batch formula
tegardless of whether they appear in the finished produce.
Any calculated excess of ap ingredient over the label

.:declaration should be designated as such and percent

excess shown. Reasonable variations may be specified.

8. A full description of the methods used in, and the
facilities and controls used for, the ‘manufacture; process-
ing, and pacEing of the drug. Tncladed in this description
should be full information with fespect to any new-drug
substance and to the new~drug dosage form, as follows,
in sufficient detail to permit evaluation of the adequacy
of the described methods of manufacture, pProcessing, and
packing and the described facilities and  controls to
determine - and preserve the identity, strength, quality,
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 educa-
tional 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 ic purports or is represented to possess, and a
statement of their responsibilities. v

¢. The methods used in the synthesis, extraction,
tsolation, or purification of any new-drug substance. When
the specifications and controls applied to such substance
are inadequate in themselves to determine its identity,
strength, quality, and purity, the methods shouid be
described in sufficient detail, including quantities used,
times, temperatures, pH, solvents, etc., to determine
these cha:acteti_stics. 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. o

€. 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.

/- If the applicaat. does not himself perform all the
manufacturing, processing, packaging, labeling, and con-
trol operations for any new-drug substance or the new-~drug
dosage form, his statement ideatifying each person who
will perform any part of such operations and designating
the part; and a signed statement from each such person
fully describing, directly or by teference, the methods,
facilities, and controls in his part of the operation.

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

b. The instructions used in the manufacturing, process-
ing, packaging, and labeling of each dosage form of the

aéw drug, including any special precautions observed in
the operations.

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

j. Number of individuals checking weighe or volume of
each individual ingredient entering into each batch of the
drug.

k. Whether or not the total weight or volume of each

" batch is determined at any stage of the manufacturing

process subsequent to making up a batch according to the
formula card and, if so, at what stage and by whom it is
done.

L Precautions to check the actual package yield pro-
duced from a batch of the drug with the theoretical yield.
This should include a description of the accounting for
such items as discards, breakage, etc., and the criteria

‘used in accepting or rejecting batches of drugs in the

event of an unexplained discrepancy,

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




n. The analytical controls uséd during the various

- stages of the manufacturing, processing, packaging, and

labeling of the drug, including a detailed description of
the collection of samples and the analytical procedures to
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, packagicg, and
the collection of samples of the drug should be given for
sterility coantrols. Include the standards used for ac-
ceptance of each lot of the finished drug. .

o. An explanation of the exact significance of the
batch control numbers used in the manufacturing, process-
ing, packaging, andlabeling of the drug, including the

control numbers that appear on the label of the finished -

article. State whether these numbers enable determina-
tion 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 stability of the drug, including infermation
showing the suitability of the analytical methods used.
Describe 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, in-

_cluding any proposed multiple-dose container, 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 will be used on the label to preserve the identity,
strength, quality, and purity of the drug until it is used.

(If no expiration date is proposed, the applicant must’

justify its absence.)

q- Additional procedures employed which are designed
to prevent contamination and otherwise assure proper
control of the product. ’

(Aa application may be refused. unless it inciudes

‘adequate information showing that the methods used in,

and the facilities and controls used for, the manufacturing,
processing, and packaging of the drug are adequate to
preserve its identity, strength, quality, and purity in con~
formity 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 compo~
nents, as follows: a. The following samples shall be sub-
mitted with the application or as soon thereafter as they
become available. Each sample shall consist. of four
identical, separately packaged subdivisions, each con-
taining at least three times the amount required to per-
form the laboratory test procedures described in the ap-
plication to determine compliance with its control speci-
fications 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
§130.1(g), from the batch(es) employed in the production
of such dosagé form(s). : _

ii. A representative sample or samples of finished
market packages of each dosage form of the drug prepared
for initial marketing and, if any such sample is not from a

commercial-scale production batch, such a sample from a

representative commercial-scale production batch; and a
representative sample or samples of each new-drug sub-
stance as defined in §130.1(g), from the. batch(es) em-
ployed in the production of such dosage form(s).

111, A sampie or samples of any reference standard and
blank used in the procedures described in the application

for assaying each new-drug substance aand 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:samplewshall be'sitbiirted o Yeguest.

c. Each of the'saiiples rubniicted *skadll be ‘dppropri-
ately packaged and Habetedvo breseéfvé trs tharndceritivy,
to identify the material and the quantity in each sub-
division of the sample, and to identify each subdivision
with the name of the applicant and the new-drug applica-
tion to which it relates. . )

d. There shall be included a full list of the samples
submitted pursuant to Item 9a; a statement of the addi-
tional samples that -will be submitted as soon as avail-
able; 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
produced on a laboratory, pilot-plant, or full-production
scale) and detailed results of all laboratory tests made to
determine the identity, strength, quality, and purity of
the batch represented by the sample, including assays.
Include for any reference standard a complete description
of its preparation and the results of all laboratory tests
on it. If the test methods used differed from those de-
scribed in the application, full details of the methods
employed in obtaining the reported results shall be sub-
mitted.

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

/- If samples of the drug are sent under separate
cover, they should be addressed to the attention of the
Bureau of Medicine 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 whethef or not the drug is safe for use
and effective in use. a. An application may be refused
unless it contains full reports of adequate preclinical
tests by all methods reasonably applicable to a determina-
tion of the safety and effectiveness of the drug under the
conditions of use suggested in the proposed labeling.

5. Detailed reports of the preclinical investigations,
including ~all studies made on laBoratory animals, 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 state-

ment of where the investigations were conducted, and
where the underlying data are available for inspection.
The animal studies may not be considered adequate unless
they give proper attention to the conditions of use recom-
mended in the proposed labeling for the drug such as, for
example, whether the drug is for short- or long-term ad-
ministration or whether ‘it is to be used in infants, chil-
dren, pregnant women, or women of child-bearing potential.

c. Detailed reports of aany pertinent microbiological
and in vitro studies.

d.. Summarize and provide a list of literature refer-
eaces (if available) to all other preclinical information
konown to the applicant, whether published or \apublished;

. that is pertinent to an evaluation of the safety or effec-

tiveness of the drug.

11. List of investigators. a. A complete list of all
investigators supplied with the drug including the name
and post office address of each investigator and, following
each name, the volume and page references to the in-
vestigator's report(s) in this application‘and in any docu-
ments incorporated by reference, or the explanation of the
omission of any reports.

b. The unexplained omission of amy reports of in-
vestigations 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 refusal 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 application may be refused
unless it contains full reports of adequate tests by all
methods reasonably applicable to show whether or not the
drug is safe and effective for use as suggested in the
labeling. ) B

b. An application may be refused unless it includes
substantial evidence consisting of adequate and “well-
controlled investigations, including clinical investiga-
tions, by experts qualified by scientific training and ex-
perience: to evaluate the effectiveness of the drug in-
volved, on the basis of which it could fairly and respon-
sibly be concluded by such expercs that the drug will have
the effect it purports or ‘is represented to have under the
conditions of use prescribed, recommended, or suggested
in the proposed labeling.

c. Reports of all clinical tests sponsored by the ap-
plicant or received or otherwise obtained by the applicant
should be attached. These reports should include ade-
quate information concerning each subject treated with
the drug or employed as a control, including age, sex,
conditions treated, dosage, frequency of administration
of the drug, results of all televant clinical observations
and laboratory examinations made, full information con-
cerning any other treatment given previously or concur-
rently, and a full statement of adverse effects and useful

. results observed, 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'regardc:d as adequate
unless they include reports from more than one inde-
pendent, competent investigator who maintains adequate
case histories of an adequate number of subjects, de-
signed to record observations and permit evaluation of
any and all discernible effects attributable to the drig in
each individual treated and comparable records on any
individuals employed as controls. Ap application for a
combination drug may be refused unless there is sub-
stantial evidence that each ingredient designated as
active makes a contribution to the total. effect claimed
for the drug combination. Except when the disease for
which the drug is being tested occurs with such infre-
quency in the United States ‘as to make testing im-
practical, some of the investigations should be performed
by competent investigators within the United Stares.

PREMO PHARMACEUTICAL LABORATORIES,

d. Attach as a separate section a completed Form
FD-1639, Drug Experience Report (obtainable, with .in-
structions, on request from ‘the Department of HEW. Food
and Drug Administration. Bureau of Drugs (8D-200) Rock-
ville, Maryland 20852), 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 not reported in such form by the investigator. The
Drug Experience Report should be cross-referenced to
any narrative description included in Item 12¢. In liey of a
FD Form 1639, a computer-generated report may be submit-
ted 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 Adminis-
tration. ’

e. All ianformation pertineat 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 com-
merical marketing (for example, outside the Unijted 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 reporrs in
designated journals, listed in §130.38 of the new-drug
regulations, about related &rugs; a Libliography will
suffice. Include any evaluation of the safety or effec-
tiveness of the drug that has been made by the applicant's
medical department, eXpeft committee, or consultants,

[ If the drug is a combination of previously investi-
gated or marketed drugs, an adequate summary of pre-
existing ' information from preclinical and clinical investi-
gation and experience with its components, including all
feports received or otherwise obtained by the applicant
suggesting side effects, contraindications, and ineffec-
tiveness in use of such components. Such summary should
include an adequate bibliography of publications about
the components and may incorporate by reference informa-
tion concerning such components previously submirted
by the applicant to the Food and Drug Administragion.

& The complete composition and/or method of maqu-
facture 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 ap-
plication. .

13. If this is a éuppleme‘ntal application, fuil informa-
tion on each proposed change concerning any statement
made in the approved application. :
Observe the provisions of §130.9 of the new-drug regula-
tions concerning supplemental applications.

INC.

{Applicant) .

Per "ﬁ JZL [g

(Responsible official or agent)

ashok Patel, Director of Laboratories
' (Indicate authority)

(Watning: A willfully false statement is a criminal offense.

NOTE: This application must be signed by the applicant or by an authorized attorney, agent, or official.

U.S.C. Title 18, sec. 1001.)

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 nar

and post office address of and must be countersigned by an authorized attorney, agent, or official resid-
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DA 84-472 :
AF# - | \ ‘ 0CT 17 174
Wm F%wg;&mﬁeaf

ﬁi Laﬁamg Stmeﬁ
South Mackeansack, ﬁaw Jersay 3?6&%

Gentlemen:

je acknowledge the receipt of gmr abbrevisted new drug a&%’i‘iﬁa“i&ﬁ:
s&ﬁsﬂ tted pursusnt to section 505(b) of the Faderal Food, Drug. and
Cosmetic Act for the fal}wiﬁge

| BAME OF DRUG: Folfc Actd Toblets, 1 ng,
BATE OF APPLICATION: July 31, 1874 )
DATE OF COVER LETT er 17, 1974
DATE OF RECEIPT: ber 19, 1978

- correspond w?%‘  you further after we %&w ‘had the m@tﬁafty
to review the gg;a? featien.

Please fdentify any com
the NDA number $¥ma§

§55-107 Hip-8 W/@/W ( D//f/?’f,

‘HFD=310 -
JLMeyer/9/27/74/ tw/10/7 /T4
R/D: "imm by: MSeife/9/:

ACK

@fﬁﬁ of sszieatiﬁé Evaluation
- Bureay of Drugs :



ARt ! b o tet S 8 & e

ZAVOID ERRORS OATE
MEMQ RECORD 5 - At
f PUT IT IN WRITING 10-18-74
OFFICE
POk J. Ross (thru Jack L. Meyer) HFD-107
. Mr. Clifford G. Broker- orvisten
" Office of Compliance - HFD-340
SUBJECT: Inspection Request
SUMMARY
In connection with -ANDA - 84-472
for: ;2. Folfc Acid Tablets, 1 mg.
Applicant: Premo Pharmaceutical
South Hackemsack, NJ 07606
AF -
REQUESTED:

~

[§x 1. Evaluation of compliance with CGMP for:
% a. The applicant
& b. Others g

2

k& 2. Recommendation for approval/disapproval of the application/

communication/supplemeént, based on your evaluation of compliance
with CGMP ,

~~

"The monograph teqjlng of all raw materials and finfshed -
REMARKS : Pproducts may be performed by Premo Pharm Labs, -Inc or by
one or .1l Of the fOIIWinko "." - : (b) (4)

s

-’ L
s
£

S r I'/) ‘1

SIGNATURE ‘5,"’3’ 1

. - .
P i\‘/'v/\/’\[ L/”k—‘\\\ DOCUMENT NUMBER

F
= - [ " R e T W B A A PRI U RN s e I SN
0 T00 3034 (2/72) oy .



Premo Pharmaceutical Laboratories, inc.
(Division of Omega Medical Systems)
111 Leuning St., So. Hackensack, N.J. 07606 / (201) 343-5000

“Picneers in Generics” / '
November 7, 1974 | QRIG NEW CGRRES/ %
Food and Drug Administration Aovi ew LJ :
Bureau of Drugs :S: ? - .

5600 Fisher Lane ‘ 0%é¥@5kﬁftvyé

Rockville, Maryland 20852

Attention: Marvin Seife, M.D.
Director, Generic Drug Staff
Office of Scientific Evaluation

/3074
Gentlemen:

Reference: ANDA 84-472 Folic Acid Tablets, 1 mg.

This is in response to your letter of comments dated October 17, 1974
concerning the above new drug application.

Pursuant to your comments, we are enclosing the Enviornmental Impact Analysis
Report, which was prepared according to the Federal Register of March 15,

1973 ( 38 F.R. 7001 ). This are the copies of our report filed with our original
new drug application on September 17, 1974.

Sincerely yours,

- PREMO PHARMACEUTICAL LABORATORIES, INC.

Aslse fedte!
Ashok Patel
Director of Laboratories.

AP:ms
Enc.

Py

| _;{%;;;;Ex}
PHM’W ATS OF

FGR DI
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BDA 84-472

NOV 1 41974
AF

Premo Pharmacenticasl Laboratories, Ine.
Division of Omega Medizal Systeus
Attentions HMr. Ashok Fatel

111 Leuning Street .

South Hackensack, HJ 07666

Gentlemen:

Réforence is made to your shbreviated new drug application dated
July 31, 1974, eubmitted pursusnt to Section 505(b) of the Federal
Food, Drug, and Cosmetic Act for Folic Agid Tablets, 1 ng.

¥e have completed our review of this abbreviated application., However,
before we sre able to resch a fimal conclusion, the following additional
information is neceasary:

Gentainer Lebel: Clarify the absemce of & control mumber.

. Package Insert: It is noted fn the HOW SUPPLIED section that the
tablets are in bottles of 100 asd 1060, but there
were ne sontainer labels for the 100 tablet con~
tafners. Please clavify.

Other information required under 314.1(f) of the regulations:

Assurances that the drug desage forn snd components will cemply
with the specifications and tests described in an officisl com~
pendium, if such article is recognized therein, or if not Iisted
or 1f the article differs from the compendivm drug, thet the speci~
fications aud tests applied to the drug and its components are
sdequate to assure thelr idemntity, strength, guality, and purity.

1. Clarify the source or reference for the tests asd specl-
fications performed on ‘”"‘f’.

Regarding stability, it {s to be meoted thst Part 133,13 (21 (BR) of regu-
latfons defines the respomsibilities for stability testiug.

Please sutmit the sbove information prosptly.

| e ¥ yours,
et }M% ‘ 7 ng (( /?[/?/(
Pirector ephs

Dvision of Ceneric

HFD~107 HFD-106 HFD-13 HFD-8

OMCarroll/JLMeyer/JMRoss/10~31~74 ;
R/D inmit. MSeife/JMeyer/11-5-74 Jiriee of Drug losographs

of
inal typing/rt/11-6-74  rev w/Eiress of Drugs v|¢]
g s
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Premo Pharmaceutical Laboratories, Inc.

(Division of Omega Medical Systems)
111 Leuning St., So. Hackensack, N.J. 07606 / (201) 343-5000

: :"“Pioneers in Generics” . RESUBMIMN
March 25, 1975 NDA ORIGAMENDME 7

Food and Drug Administration
Bureau of Drugs

5600 Fisher Lane

Rockville, Maryland 20852

Attention: Marvin Seife, M. D.
Director, Generic Drug Staff
Office of Scientific Evaluation

Gentlemen:
Reference: NDA 84-472, Folic Acid Tablets, 1 mg.

This is in response to your letter of comments dated November
14, 1974, concerning the above New Drug Application.

‘1. The absence of a control or lot number on the container label
noted, because we print the control or lot number when we are ready
to use the container label.

2. The package insert shows the bottles of 100 and 1,000 in the
"How Supplied" section but there were no container labels for

100 tablets, because at the present time, we are not packing
bottles of 100. If we decide to use bottles of 100, we will submit
the label for your approval...before we use it.

3. We assure you that the drug dosage form and components will
comply with the specifications and tests described in our New Drug .
Application for 1dent1ty, strength, quality and purlty.

4. The source for the tests and specifications performed in o)

was supplied by:
®) @)

5. Regarding stability stucy, the samples are on study as per the
procedure outlined in our Drug Master File.

Thank you for your cooperawgw?l reviewed.

Sfhcerely yours,
RECFIVED__Z___COPY
fiheic fotet. PHOTOSTATS MADE

gizzlétiitii Laboratories | FOR DUP,_/,._TRIP‘

AP:ms




JUN g 1975

G&ﬂ.m:

Mmk%wm@mﬁ%mmwmm&m
- July 31, 1974, submitted pur : 1o Section 505(b) of the Federal
Emé Drug, and Cosmetice Act for Yolic Acid Tablets, 1 mg.

We acknowledge receipt of your communication dated March. 25, 1975, en~
closing aﬁdiﬁmﬂ Wamg &fmtim

We have completed our review of kkis abbreviated new drug applieation.
However, before we are able to reaeb a final conclusiom, the faiimg
additional iafmmia eces :

1. Package imm: Submit twelve copies of the revised
, package mt,

" am m Bureau of m:uga sfﬁm. of '

. The material submitted is being retained as part of your appliestion

for this article.
QQ/UI/N'

idrvin Setfe, M.D.
Director
‘Pivigion of Generie Drug magmghs

ec: ' Office of Drug Monographs
.gWK"BO Bureau of Drugs
Dup

* HFD-530 HFD-614 HFD-616
JLMeyer /JMRoss/5-28~75
R/D init. MSeife/JMeyer/6-2-75
Final typing/rt/6-3-75

rev w/f -3(”\&1@( G l(o l‘)d/

}j75




Premo Pharmaceutical Laborafg" ries, Inc.

(Division of Omega Medical Systems)
111 Leuning St., So. Hackensack, N.J. 07606 / (201) 343-5000

.o fr
RESUBMISSTOY
NDA ORIG .,AMENDMENT
FPL

“Pioneers in Generics”

June 27, 1975

Food and Drug Administration
Bureau of .Drugs

5600 Fishers Lane
Rockville, Maryland 20852

Attention: Marvin Seife, M. B.

Director, Generic -Drug Monographs

Office of Drug Monographs
Gentlemen:
Reference: NDA 84-472 Folic Acid Tablets, 1 mg.
This is in respom® to the comments dn your letter dated June 9,
1975, concerning the above new drug application. We are enclosing
the revised twelve (12) copies of our package insert.
Thank you for your cooperation in-having this material reviewed.
Sincerely yours,
PREMO PHARMACEUTICAL. LABORATORIES, INC.

Y

Ashok Patel
Director of ILaboratories

AP:ms
enc.

RECEVED__/ copy |
PHITOSTATS Mane

ik DUP__ g




FEB n,0 1976

Preme Pharmaceutical La%mmries, Inc.
Bttention: MHr, & ke;zk Patel

111 Leuning Street

South Hazkezzzsm&, ﬁé 5?5%

Eanﬁmw

ﬁefemm is made to your &b&mﬁamé new drug wpﬂeaﬁa& éﬁmﬁ
July 31, 1974 5&%@&%2&4.. to Section 505{k) of the Eﬁé&?ﬁi
Food, f}rﬁi ‘and Cosmetic &ct far Feﬁg Beld ‘fafs‘f@ts, Twg.

fﬂﬁ@ﬁ dated Jﬁiﬁé 279 15‘75, 544

&m}em Tm&?t ﬁf YQH‘!" :ex‘-'s”-;-
ﬂ%’fnﬁ printed package faserts.

He have ¢ tated our veview of tisiﬁ sbbreviated Bew dﬁ;g m’hﬁ&ﬁm,
However, Easefm wa are ghle to reach a final conclusion, the following
additienal information 1 necessary:

It is indicated tha
desage Torm is gaﬁ‘ﬁmé by your
‘iakarataﬁm. fﬁ this regard:

t the testing of raw. mtariais and Finished
 $ipm or hy cne of the listed

NWK-DO
Dup W"‘ '2//4/7/4
HFD 614 ,HFD-616

RBarz11a1/JLMeyer/JMRoss
/D init. JMeyer/MSeife 2-18-76
inal typ1ng/c3b/2 -18-76

rev w/f
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Premo Pharmaceutlcal Laboratories, Inc.

(Division of Omega Medical Syst:emsJ
111 LEUNING ST., SO. HACKENSACK, N.J., U.S.A. 07606 / (201) 343-5000

““Pioneers in Generics”

February 25, 1976

NDA ORIG AMENDMENT

Food & Drug Administration
Bureau of Drugs

5600 Fishers Lane
Rockville, Maryland 20852

Att: Marvin Seife, M.D.
Director

Division of Generic Drug Monographs —go \

Gentlemen:

Ref: NDA 84-472 Folic Acid Tablets, 1 Mg.
We wish to acknowledge receipt of your letter dated February 20, 1976.

In your letter you have asked us to identify any. person other than the
applicant who performs a part of the testing operation for raw materials
and finished product...enclosed you will find a list of outside testing
facilities and test (s) performed by them.

We wish to reserve the right to have theconsulting laboratories and Premo
Labs. do any and all tests on the raw materials or finished products,
interchangeably, should circumstances warrant.

Sincerely yours,

PREMO PHARMACEUTICAL LABORATORIES, INC.

Ashok Patel :
Director of Quality Control
APGF _
enc. el

RECEWED_ L [ COPY.

PHOTOSTATS MADE
FOR DUP_ « TRIP——

e



oA sh-are APR 131976

Pramo Pharmaceuticals Laboratories, Inc.
Attention: Mr. Ashok Pafiel

111 Leuning Street

South Hackensack, NJ 07606

Gentlemen:

Reference is made fo your abbreviated new drug applicatien date July 31, 1974
submitted pursuant te section 505 (b} of the Federal Food, Drug, and Cosmetic
Act -for Folic Acid Tablets, 1 mg. -

We acknowledge receipt of your communication dated February 25, 1976
_enclosing additional information concerning testing laborateries.

He will complete eﬁr review of this abbreviated ne# drug applicatien after
the inspaction veports from the testing laboratories are completed.

The material Sﬂbéitteé is being retained as part of &eur application for
this article.

Division of Generic Drug Monegraphs
gffice of brug Monographs.
Bureau of Drugs

cc:
New-DO

HFD-614 HFD-616

JL Meyer/JMRoss o
R/D init JMeyer/MSeife/4/12/76
ps/4/12/76 /'"4 ’

rev w/f th]]@@Q 121ZCE(,, \74}:




AVOID ERRORS DAC‘
MEMO RECORD PUT IT IN WRITING // 0/76

FROM:M °77‘[7:'D 5:3@
. 91/5%3( ’ _ ™

SUBJECT: (']%lﬂ‘o Af/(d %
S Telughme Cowernfon

S sy TR et
'5’1/’7%9—( ' -
My §lverang oreas! bo ol
|y ity v oo a

e Z:é;,w;a/ Hhat vl




8 ' . NOTICE OF APPROVAL
' NEW DRUG APPLICATION OR SUPPLEMENT

NDA NUMBER

84-472.

DATE APPROVAL LETTER ISSUED

JUN 16 1976

i’ress Relations Staff (HF1-40)

FROM: .
Bureau of Drugs

[:] Bureau of Veterinary Medicine .

TYPE OF APPLICATION

. Forward original g : - orA mnk Jflgr approval letter has been issued and the date of
| approval has be GA‘ : e L ! ’

ON

: SUPPLEMENT
" [ oRiGINAL NDA L__']To NDA

CATEGORY

XJ HumaN

f ABBREVIATED
Y omicinaL NDA

SUPPLEMENT
TO ANDA

Folic Acid

DOSAGE FORM

TRADE NAME (or other designafed name) AND ESTABLISHED OR NONPROPRIE TARY-NAME (if any) OF DRUG.

[l vETERINARY

tablet

HOW DISPENSED

X1 rx [Jorc

declared on label.)

ACTIVE INGREDIENT(S) (as declared on label.

List by established or nonproprietary name(s) and include amount(s), if amount is

Folic Acid 1 mg.

| NRRIE GF RPPLTCANT (Includs City aid Stats)

Premo Pharmaceuticals,Laboratories,Inc.
111 Leuning Street

South Hackensack,NJ 07606

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

vitamin

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR VETERINARY ONLY

+

«

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

-

FORM PREPARED BY
NAME DATE
J.M.Ross
FORM APPROVED 8Y
NAME 7 DATE
_ Lol Movar
FORM FD 1642 (2/75)

BREVIOUS EDITION MAY BE USED UNTIL SUPPLY 1S EXHAUSTED.
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