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NDA 83-483

Sidmak Laborateries, Inc.
Attention: Satish Patel, Ph.D.
17 Hest Straet

P.C. Box 27%

tast Harover, HN¢ 07035

Gent lemen:

Reference 1is made to vour abbreviated new drug ‘application submitted
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act
for Disulfiram Tabiets, 500 mg.

Reference is &iso made to vour communication dated December 7, 1583,

We have completed the review of this abbreviated new drug application and
have concluded that the drug is safe and effective for use as recemmenced
in the submitted labeling. Accordingly, the application is approved.

Any significant change in the conditions cutlined in this abbreviated new
drug appliication requires an approved suppiemental applicaticn before the
change may be made, except for changes made in conformance with other
provisions of Section 314.8 of the new drug regulations.

This Administration should be advised of any change in the marketing
status of tiis drug.

The requirement for adequate datz to assure the biologic avaiiabiiity is
heing deferred st the present time. However, our ection in approving
tihis appiicaticn it based upon an understanding that if this requirement
1s reinstated you «wi1) perform the appropriate procedures.

For lInitigi Campaigns: ke request that you submit, ir duplicate, any
proposed advertising or promotional copy which you intend to use in your
immediate advertising or promotional campaigrns. Plrase submit all
proposed materials in draft or mock-up form, not final print. Submit
both copfes together withm a copy of the proposed or final printec
labeling to the Division of Drug Advertising and Laheling (HFN-240).
Also, please do nut use Form FD-2253 for this submission,

x;’;'?"""
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For Subsequent Campaigns: We call your attention te Regulation 21 CFR
310.300(b)(3) which requires that all material for any subsequent
advertising or promotional campaigns at the time of their {nitial use be
submitted to our Division of Drug Advertising and Labeling (HFN-240) with
a complated Form FD-2253. A copy of Form FD-2283 is enclosed for your

convenience.

The enclosures summarfze the conditions relating to the approvai of this
Director
Division of Gemeric Jrugs

application.
rely youvrs,
/
o 187/t
- Qiatwd '
office of Drug Standards

fe, K.D.
Kational Center for Drugs and Biclogics

Enclosures:
Conditions of Approval of a New Drug Applicaticn .
Records & Reports Requirements -
Form FD 2253

cc: NWK-DO
HFN-530 F5
HFN-5 ' i
HFN-313 ASL
HFN-616 :
KJohnson/JMeyer%Chanr /2-7-2 % : :
R/D INITIAL JMeyer/MSeite - - .
mm:12/7/83 (3437c)

Approval . *éz
. i/

L7453
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Z 8 % | d and complete prescribing

ULb !01 }:\si:?ma?ion: See accompanying fitera-

NDC 50111-332

| Disu Ifl ram Tablets This is a bulk package. Dispense contents
‘ p 500m with child-resistant closure (as requlred)
U S g and in tight. light resistant container as
» defined in the USP/NF.

Keep tightty closed.
Keep this and all medication out of the
reach of ctwidren.

[
Midmak s
amak .
LABORAYORIES. INC.
e over, N 07836

H tn e

ture.
Store at controfied room temperature 15
10 30°C (59 to 86°F).

Control No:
Exp. Date

- 77 Usual dosage and complete prescrib-
-==7ing information: See accompanying
o literature.

Store at controlled room temperature
15° to 30°C (59° to 86°F).

This is a bulk package. Dispense con-
tents with child-resistant closure (as
required) and in tight, light resistant

. Each tablet contains: container as defined in the USP/NF.

Disulfiram USP . ... 500mg. Keep tightly closed.

Keep this and all medication out of
the reach of children.

Disulfiram Tablets
~ USP 500mg

CAUTION: Federal (USA) law prohibits

dispensing without prescription . d k Ezi o
iamarke 8

500 Tablets —— £0
LABORATORIES, INC. ca

17 West Street O

East Hanover. NJ 07936 o w
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NDA NUMBER
- .
NOTICE OF APPROVAL 88-483 e
NEW DRUG APPLICATION OR SUPPLEMENT DATE ApPROVAL - R 087 i
. 5‘:' . (J n . H

TO: FROM:

y XX] Bureau of Drugs
Press Relstions Staff (HF1-40) n

DBureau of Veterinary Medicine

-4 I ——

ATTENTION
Forward original of this form for publication cnly after approval letter has been issued and the date of
approval has been entered above.

S aeme st arve:

" TYPE OF APPLICATION CATEGORY
SUPPLEMENT ABBREVIATED SUPPLEMENT
] ortainaL nD4a . cC TO NDA CK} ORIGINAL NDA O TO ANDA X] MUMAN ™ veTE=INARS

T TEADE NAWE (o7 othor Gostgnated nm) AND ESTABLISHED OR NONPROPRIETARY NAME fif any) OF DRUG,

Disulfiram

.

Tablers GRIENAL ABBHEVIATER o oo

X )

ACTIVE INGREDIENTI(S) (as declafed on labol. Liat by established or nonproprietary nsme(s) and include ariaunt(s), if amount is
declered on label.)

Disulfiram 500 mg

NAME OF APPLICANT (Include City and State)

Sidmak- Laboratories, Inc.
East Hanover, NJ 07936

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY - -

Alcohol deterrent, antabuse

COMPLETE FOR VETERINARY ONLY

ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR.

¢ acsamn

FORM PREPARED BY

NAME DATE
C. Chang /27~ a’j
FORM APPROVED BY
NAME ’ DATE
J. Meyer l

i B

FORM FD 1642 (2/75)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHMAUSTED.




CHEMLDL 'S REVIEW FOR

STATEMENT DATE: NDA NUMBER:

. ABBREVIATED MEW DRUG APPLICATION
'~ <% OR " °PLEMENT DES:7888 88-483
NAME AND ADDRESS OF APPLICANT ORIGINAL

AMENDMENT
- _ SUPPLEMENT
S;.\ ak Laboratories, Inc. RESUBMISSION X
East Hanover, NJ 07936 CORRESPONDENCE
PURPOSE OF AMENDMENT ~ REPORT

OTHER

c DATE(S) OF SUBMISSION(S
labeling informaiion As per letter

RHARMACOLOGICAL CATEGORY NAME OF DRuG ' HOW DISPENSED
Alcohol deterrent Rx X OTC
Antabuse Disulfiram _
DOSAGE FORM(S) POTENCY (IES) RELATED IND/NDA/DME

88-483 500 mg
Tablets 500 mg 88-482 250 mg
STERILIZATION *SAMPLES
N/A N/A (USP)

SABELING

P4

3atisfactory per K. Johnson

WIOLOGIC AVATILABILITY

leed dissolution per Dr. Dighe on 9-6-83

TABLISHMENT INSPECTION

eduested

JMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS

ee issued letter

LCKAGING

1ite opaque H.D. polyethylene bottles and metal cap, inner form seal ) -
ABILITY ’
Protocol: See issued letter

V4
ixp. Date: Firm requests for 2 years

[ARKS AND .
'CLUSIONS: Approvable

C. Chang

»~ 7-2’)*

N




NDA 88-482 , -

Sidmak Laboratories, Inc.

Attention: Satish Patel, Ph.D.

17 Hest Street ”
P.0. Box 377

East Harover, N3 0793¢

- Gentlemen:

Please refer to your néw drug application submitted pursuant to Section 505(h)
of the Federal Food, Drug, and Cosmetic Act for Disulfiram Tablets, 500 mg.

Reference is also made to your communication dated November 14, 1983.

The application is deficient and therefore not approvable under Section 505({h)
of the Act as follows:

It falls to include 12 copies of the final printed 1ahelipo identical in
content to the draft copies.

The file is now closed. If you wish to reopen it, the submisedon should he in
the form of an amendment to this application, adequately organized, which
represents the information necessary to remove all deficiencies we have
outlined.

If you do noct zgree with our conclusions, you may make a written request to
file the application over protest, as authorfzed by 21 CFR 212.110(d). If vou !
do so, the 2pplication shall be re-evaluated and within 50 days cof the date of 5
receipt of such request (or additional period as we may agree upon), the !
application shall he approved or you shall be given a written nctice of
opportunity for 5 hearing on the quastion of whether the application s
approvabie,

Sigcere?y yours, ;
! 7 N {

s o for (1293
cc:  NWK-DO v F/-2x-8 73] Marvin SeifeM.D,

HFN-53r ' Director

JMeyer/CChanc Bivision of Generic Drugs

R/D INITIAL umeyeryMSeife Office of Drug Standards

mn:11/22/83 (3006¢) Nationel Center for Drugs and Biologics

Not Apprauskig

///)*\7/?5’

e
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CHEMIST'S REVIEW FOR

STATEMENT DATE:

NDA NUMBER:
ABBREVIATED NEW DRUG APPLICATION '
NAME AND ADDRESS OF APPLICANT ORIGINAL
’/ . AMENDMENT
¥ SUPPLEMENT
Sidmak Laboratories, Inc. RESUBMISSION X
East Hanover, NJ 07936 CORRESPONDENCE
PURPOSE OF AMENDMENT REPORT :
OTHER -
DATE(S) oF SUBMISSION(S
Control and labeling information As per letter
RHARMACOLOGICAL CATEGORY NAME OF DRUG HOW DISPENSED
Alcohol deterrent RX X OTC
Antabuse Disulfiram
DOSAGE FORM(S) POTENCY(IES) RELATED IND/NDA/DMF
88-483 500 mg
Tablets 200 mg 88-482 250 mg
STERILIZATION SAMPLES
N/A N/A (USP)
LA%EEING

Satisfactory per K. Johnson, need FPL.

IOLOGIC AVAILABILITY

”

eed dissolution per Dr. Dighe on 9-6-83

STABLISHMENT INSPECTION

Requested

ee issued letter
ACKAGING

OMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS -

hite opaque H.D. polyethylene bottles and metal cap,

inner form seal

ABILITY
Protocol:

S AND

See issued letter

Exp. Date: Firm requests for 2 years

fCLUSIONS :

b C. Chang

Not approvable.




NOV 10 1665

NDA 83-483

3idmak Laboratorias, Inc.
Attention: Satish P. Patel, Pa.D.
?.0. Tox 371

Tast Hanovar, HJ 07339

GancToman:

naferansze is made ts the dissolution data vou submitiad on Octoder 2%,

1333 for Disulfiram Tablets, 530 wj.

Tha data have dean reviewad by our Division of Sicphiarmacautics and thay
have the following comndnts:

ange to the low solubility of disulfiram, the Division of
Biopnarmaceutics has deferred the in vitro dissolution ragquirenants

St for this product, When an appropriate Tissolution methodology
peconas availanle, the firm will be expected to comply with
ra2quiranznts.®
Qe]y yo
. L [10/33
Tfe’ ;4-9.
DirdTtor _
Division of Ganeric Dugs "
nffica of Drug Standards
Hatinnmal Coater for Drugs & Biolojics
cc:
- NWK-DO
HFN=-530/DUP
HFH-522 (R 15-42)
MSeife/cj1:11-10-33
BIO
~
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1. ¢
 Generic Name: 0 llsul'g‘('\’qm Firm Name:S}ﬁmK ég/::, cteries. Loe
! .

Firm Location: i;;;l/%umu(’/,/f/f’a':/?rjp .

‘ Trade Name:
, Dosage._@mo )aé/({; ‘ - Subpission Date: 0(‘,7475(0)* 25 /985
anva #:_ 8 & - ‘/X? i o o NOV -9 oy
Reviewer: £ /4 Ouf/h’kllk — . Wang # 9\ \,30\0 ©

'REVIEW OF DISSOLUTION DATA

Objective of Submission: CDMMI‘[('//UC 0/1.550/147// 0/62712 N ﬁ/t’é«
medie_was subm Mt Jo ‘Qr /LQQA 477@ oAl

Condition for Dissolution Teéting

USP XX Apparatus Paddle__ X Basket . RPM <0
Medium: /'/20 ’ 0-“”“(/ . SIFb i Volume' 400 ml

Number of Tab/Capaulea Tested: | 2

Reference Drug: én«_l;gbggeﬁ ,@ mf /q(»/ﬂtf de’lrfs B

Assay Methodology




\ o
) Er?tljsc}u:io: Recuirezexztl
‘; A4 gev an
LT
US? Pcoposed

U3? Final

[ ]
TDA Biocequivalence Standard

DA Standarzd

Camparative X Individual
Results
. ‘ St/ma/( Antﬁl(ffk @yﬂ:r’ J
Izme()‘iﬂ:) Test Product Reference Product
Lot N°53’£2224r 7 Lot No. /f&f
Mean 2 Range, (CV) Mean X Range, (CV)
Dissolved Dissolved
r 15 0.77 (3.4 ) 0.92 (32.7)
I
3 '30 k13 (24 ) /. 32 (2.9 )
§ 5 1. 23 (2.3 ) /.35 (L9 )
L _(0 1.3 2.7 ) _~-37 (L& )
oI5 0.5 (20.7) 122 (L.l )
. ~ .
§' 30 0.38 b7 ) 438 | (LY
3 45 )l (34 ) 4 (.4 )
L &0 ). 24 (45 )  LHO (432)
r 5 ﬂs_éi. (39 ) 0. 95 (5-;5)
30 0, 92 '
L (21 ) Lo (30 )
w_45 /, 01 L 495 o
| __Go N {ho ) L2 (3.0) .-
- o097 (0.8) _i03 o
- (z0 )
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Comments:

l. Due to the low solubility of disulfiram, the Division of
Biopharmaceutics has deferred the in vitro dissolution requirements for
this product. When an appropriate dissolution methodology becomes
available, the firm will be expected to comply with requirements.

Recommendation:

1. The firm should be informed of comment #1, above.

2. From the biopharmaceutics point of view, the application is approvable.

Vi N . N

) I+8-83
”Lérrg z. Oudétkirk, Biologist

Biop aceutics Review Branch

Initialed by C.M. Ise '

cc: ANDA #88-483 orig., HFN-530 (4), HFN-522 (Ouderkirk, Ise-2), HFN-503
(Hare), Chron File, Drug File, Review File, Division File

LAO/dea/#2690e/

Ve

- ——— e




NDA 88-483

Sidmak Laboratories, Inc.
Attention: Satish Patel, Ph,D.
17 West Street

P.0. Box 371

East Hanover, New Jersey 07936

Gent lemen:

Please refer to your new drug spplicatfon submitted pursuant to Secticn 505(b)
of the Federal Food, Drug, and Cosmetic Act for Disulfiram Tablets, 500 mg.

Reference 1s also made to your communication dated October 25, 1983, for ANDA
88-483.

The application is deficient and therefore not approvable under Section 505(b)
of the Act as follows:

1.  Other information requested per our letter of October 24, 1983.

2. The submitted dissolution data for ANDA 88-483 has been referred to
our Division of Biopharmaceutics. We will correspond with you
further when their results become avaflable.

The file is now closed. If you wish to reopen 1t, the submission should be in
the form of an amendment to this application, adequately organized, which
represents the information necessary to remove all deficiencies we have
out lined.

If you do not agree with our conclusions, you may make a written request to
file the application over protest, as authorfzed by 21 CFR 314.110(d). If you
do so , the applicatfon shall be re-evaluated and within 90 days of the date
of receipt of such request (or additicnal period as we may agree upon), the
application shail be approved or you shall be given 2 written notice of
opportunity for a hearing on the question of whethe;,mthe application is

approvable. |
{
)} ly yours, [
| duA (\(3 /33
in Seife, M \:;\N
cc: NWK-DO irectore e, M.D.
Hgﬂgsgf,CCh . /-7 ES Division of Generic Drugé
R/DyINITIAfngh MSei Office of Drug Standards
eyer/MSeife National Center for Drugs and Biologics

mm:11/2/83 (2414c) .
Not abprovab je




N Stetement Sate: -NDA 7
LRIAEHTIATIO nIw-onue nr?LerTIO -
T TUeNLIvIOY veoee. —.._l DEs:7888 88-483
";:_ nu& ﬂu;“:;; ur nrrLICAuo.
. " f‘J .L..,..;.\ l-
(ll:\::' :n-f'n -
Sidmak Laboratories, Inc.
r( t Hanover, NI 07936
PCIFOSE OF hh-\bn-ﬂl/‘beL;“;hl
Dissolution data
r.m:'$CC;C.Q;A- CATZZSAT nwAZ OF SEUS J
per letter
leohol deterrent =54
Ag ral Disulfiram ,"{"___-_.._
CllimiI FORG ?OT:.‘-".:.\.:S; Tlonmms evn .
!;A_LI'\--.‘ - te

NA (¥SP)

el e

UnSatisfactorv per K. Johnson

02 T( » -N\

—— e

88~483 500 g

88-482 259 mg

-~y -

u-vbuv.u .’\1' .L"\.—Ah' i
Need dissolution per Dr. Dlghe on 9- 6-83
ISTIILIEENET DEFITTT

Requésted *

o~ —e-

_ e e
-,.,..\-._.:.. =z ’.A.‘--.. - A~ oo .,.—:‘-\_ - P
.;n:vu-n.a, [SEo .ud‘lJ-n, .n,..ﬂ;.p velS Lot nLLS
-
. [N
,
sRe_lssued lerter _ —— e _ .
s

inner form

lf;-:\_.l,'

roolecn: See issued letter y .
XD Dala: Firm requests for 2 years

CARES S Cenzreiaz.

f;’\provable C. Chang

e —————— !
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NDA 88-433

Sidmak Laboratories, Inc.
Attantion: Satish Patel, Ph.D.
17 West Street, P.0. Box 371
East Hanover, HJ 07936

Gent Temen:

Plaase refer to your new drug application dated August 22, 1333 suoaitted
pursuant to Section 505(b) of tha Federal Food, Drug, and Cosmetic Act
for Disulfiraia Tablets, 590 "J.

The applicatian is daficient and therafore not approvable undar Saction
505(b) of ths Act as follows:

(1) It fails to perform the adequate dissslution studies, In this regard:

Our Divisfon of Biopharmaceutics is developing dissolution
spacifications and tests for disulfiran dosage forms, In accord with
this development wa are raquasting comparative dissolution profiles
for a minimum of 12 {ndividual tadiets - dosage firm vs, tho
appropriate referenca produst as per the following conditfons:

a. 900 ml water, 379C, paddls, 50 rpm at 15, 30; 45 and 50 minute
intervals, '

b. 303 o 0.1 ¥ 4C1, 279C, paddle, 59 rpam at 153, 30, 45 and 30
alnute inverals,

300 m1 simulated intastinal fluid without enzyme, paddle, 50 rpnm
at 15, 30, 45 and 60 minute intervals.

€
.

- {2) We =il corrospond with you further afier we have had the onportunity
to review the labeling and other parts of this application.

The file is now closed. If you wish %o reopen 1t, the submission should
b2 in the form of an amendment to this application, adeguately organized,
Which represents the information necassary to renove all deficisncies we
have outlined,




Page 2  NDA 83-483

If ysu do not agrea with our conclusions, you may make a written raquast

to file the application over protest, as authorized by 21 CFR

- 314,110(d). If you do sa, the applicatfon shall de re-evaluated and !
Within 90 days of the date of racefpt of such request {or additional !
period as we may agres upon), the application shall be approved oar you

shall be given a written notice of opportunity for a hearing on the

question of whether the application is approvadl

Monagraphs
Director for

cavdly your

QA

roct
Division aof Generiz Dr
Office of the Associatd

Drug Monographs
Office of Drugs
Mational Center for Drugs % 3iologics

V
cc:
NWK-DO .
HFN=-530 3
JLMeyer/CChang . Jo~={2- 5‘) .

R/DinitdMeyer/Mseire
ft/cj1/10-12-83
not approvable

w\\v\@
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Disulfuram Sidmak Laboratories, Inc.
500 mg Tablets East Hanover, New Jersey
ANDA §# 88-483 Submission Date:
Reviewer: L.A. Ouderkirk August 22, 1983

Wang # 2655e NOV 8 1983

Review of a Submission

This submission contains only disintegration testing data for the firm's
500 mg disulfiram tablets. No dissolution testing data was submitted.

The firm has subsequently submitted dissolution testing data for this
product in their submission dated October 25, 1983.

Recommendation:

1. The Division of Biopharmaceutics need not to review this submission,
because the firm has submitted additional dissoclution data.

2. The Division of Biopharmaceutics will review the dissolution data
included in the firm's October 25, 1983 submission.

_ /753
Larry /A. Ouderkirk, Biologist
BiopHarmaceutics Review Branch

Initialed by C.M.Ise

cc: ANDA # 88-483 orig., HFN-530 (4), HFN-522 (Ouderkirk, Ise - 2),
HFN-503 (Hare), Chron File, Drug File, Review File, Division File

LAG/dea/Wang # 2655e

Ve
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NDA 88-483

Sidmak Laboratories, Inc.
Attention: Satish Patel, Ph.D.
17 West Street, P.0. Box 371
East Hanover, New Jersey 07936

Gentlemen:

Please refer to your abbreviated new drug application dated August 22,
1983, submitted pursuant to Section 505(d) of the Federal Food, Drug, and
Cosmetic Act for Disulfiram Tablets, 500 mg.

The application is deficient and therefore not approvable under Section
505(b) of the Act 3s follows:

1.

2.

3.

It fails to include a satisfactory package insert. In this
regard:

a) How supplied: Note scored or imscored for each

strength.
b) Also: Issued, month/year.

It fails to include an appropriate Drug Master File referral
from

It fails to submit adequate information with respect to the test
methods employed for the container, closure, or other component
parts of the drug package upon recefving to assure their
suitability for the intended use.

It fails to include an outline of manufacturing procedures for
this specific drug expanded to include the operation procedures
and precautfons necessitated by the light sensitivity of active
ingredient and dosage form.

It fafls to submit the adequate stability informatfon. In this
regard: -

2} Cite/describe methodology (stability indicating assay) and
test conditions: procedures for detecting the presence of
degradation product(s).

b} Include the proposed schedule of testing at controlled room
temperature. It s recommended that the studies be
performed at initial, 3, 6, 12, 18, and 24 months and
yearly thereafter in the container/closure system 4n which
the drug is to be marketed at controlled room temperature.




cc:

NDA 88-483
) - 2.

c) Two year expiration dating: We are unable to reach any
conclusion based on the limited data submitted. It is
recommended that data be obtained for production lots at
challenge conditions for three months to Justify the
proposed expiration dating prior to approval.

d) Seamples Placed on Stability:

1)  The first three production lots of the product should
be placed on stability. In the case where more than
one package size is marketed, the first 2 production
Tots of the smallest and the largest size le.g., 3
lots of 100 tablet bottles and 3 lots of 500 tablet
bottles) should be placed on stability. Also, if more

“than one container/ closure system is used for a
particular size, stability data in eack container/
closure system is necessary.

2) Yearly thereafter, 1 broduction batch should be added
to the stability program,

6. It fails to respond to our letter of October 13, 1983.

The file is now closed, If you wish to reopen it, the submission should
be in the form of an amendment to this application, adequately organized,
which represents the information necessary to remove all deficiencies we
have outlined.

If you do not agree with our conclusions, you may make a written request
to file the application over protest, as authorized by 21 CFR
314.110(d). If you do so, the application shall be re-evaluated and
within 80 days of the date of receipt of such request (or additional
perfod as we may agree upon), the applicatfon shall be approved or you
shall be given a written notice of opportunity for a hearing on the
question of whether the application is approvable.

Apoire
/

(0 KA

g A
NWK-DO rvin Seife, M.D.
D tor
HFN-530
= o2/~ Division of Generic Drugs
VT e e GeEic o s Stansrs
e National Center for Dr and Biologics
ngrgan: 1(b){21/83 (2089c) ona er Tor Drugs an g
ot approvable : . \
- e




REVIEW OF PROFESSIONAL LABELING
ANDA - DRAFT
DATE OF REVIEW: 10-17-83
NAME OF FIRM: Sidmak Labs., Inc.

ANDA #: 88-482 (250 mg)
88-483 (500 mg)

NAME OF DRUG: Generic: Disulfiram
DATE OF SUBMISSION: 8-22-83
COMMENTS:
Container: satisfactory
100s, 500s (500 mg)
100s, 1000s (250 mg)
Insert: Not satisfactory.
a)  HOW SUPPLIED: Note scored or unscored for each strength
b) Also: Issued, Month/Year
RECOMMENDATIONS : |
1. Inform firm of the above comments.
§° Request FPL container labels,

Request they make minor revisions on insert labeling, then prepare
and submit FPL.

Kent T. Johnson

cc:
dup
KTJ/c1/10-17-83




L..f.,.';_f;:;;A FUA Staterment Date: MDA
ABBRfVIA"D nOW-oRuS AFPLICATION
po oo "":-;7 DES: 7888 88-483
WARE AiD ALCHIZE CF APFLiCANT: - ORIG !
. AELRTHINT

SyAPL T

Sidmak Laboratories, Inc. ' S
't Hanover, NJ 07936 i BISULMISIIIN
r\ﬂp"‘-.-\ﬁ -

PURFSSL CF ARZNCHMING JSUPRPLINZIT - T It
(SN i AP
. . OTHE?
DATZI{s) cf Suzuisiisuls)
AR ALcuog. chL CAliiont HARZ OF Dhoo )
As per 1etter
'—"'c'z—f L T T
Alcohol deterrent .
Disulfiram RR__X___. ohas

Antabuse .

.

AV RIN AR
ot c\.-)} Tz SN
_ - rELF.hy INT/NDA/DNE

. e s -
W T cwwm b wers b

Tablets 500 mg

i 88-483 500 mg
' 88<482. 250 mg

NA<(USP) "

— i o —

i';ELIuS
Unsat1sfactory per K. Johnson

ST~ A~ Yy -

TavevSil .’\vr i-a‘\-Lh |

Need dissolution per Dr. Dighe on .9-6-83

kY
4

ST Ee AT i et e e
- b N i - -t avte wwt e o
Requested
TR ATEO ST T e =TS = -
cutirban. S, CCi: .1.)1 il i, PARUFACTUS ..nu. ConTaACLsS <
-
A

See 1ssued letter '

\u\ \-... [

Hhite opaque H.D. polyethylene bottles and metal cap, inner form seal .

“--A'\/ s D=y gy Sy,
TIPS 31 CileabLI il

Not approvable C

(/ - /O;L/’g '
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NDA 88-483

Sidmak Laboratories, Inc.
Attention: Satish Patel, Ph.D.
17 Mest Street, P.0. Box 371
East Hanover, NJ 07936

Gentlemen:

We acknowledge the recefpt of your abbreviated new drug application
submitted pursuant to Sectfon 505{b) of the Federal Fbod Drug, and
Cosmetic Act for the following:

NAME OF DRUG: Disulfiram Tablets, 500 mg.

DATE OF APPLICATION: August 22, 1983

DATE OF RECEIPT: August 24, 1983

e will correspond with you further after we have had the opportunity to

review the application.

Please identify any communications concerning this application with the
RDA number shown above. \

Sincerely yours, . ]
A .0 N\ s X%
] /CR  R-2%T3 S
arvin Se%fd, M.D.
Director
Division of Generic-Drug Monographs
Office of the Associate Director
S for Drug Monographs L
“w Office of Drugs ‘¥
Nat{onal Center for Drugs and Biologics

NWK-DO DUP HFN-530
JLMeyer/m]b/8-25-83

ook s




ANDA ADMINISTRATIVE CONTROL RECORD

Applicant f;);%évhvuxf,&f@lAéCv’jvﬂ<L,- P No.
anpa ¢ 85 -953

Trade Name J[QMWL/ rRx . 0TC Date Recd. & 94 ¥3

Gerieric Name/Dosage Form/Strength JELQQ4J.C7(Q/\4z<r71,/ 77§,%Q22/Zf% 5?6/0%77952_

DESI Drug_«~  DESI No. DESI Date(FR)

Similar or Related Name of DESI Drug

Applicant Manufactuer:Yes L— No .

If No: Name of Manufacturer

ANDA # " (Approved: Pending Seme Formulation

Application Complete (See Pg. 2): YES NO
Application Acceptable: YES == NO
REMARKS: '

—~ - - a ‘
Letter to Firm: Acknowledgement X435/ Not-accestable Date

CSso: }7 ‘7/0 r’/g/‘»{’/é/%te (?/97 }//(3

BIO Review Required: Yes "/' NO In Vitro b’//, In Vivo
Date Fwd: -

Medical Officer | S e le Reveiw Completed R.R

Chemist «:§;2£91225A2¢4*4L‘CJLaﬂwj/ Reveiw Completed R.R.

R

Inspection Request to HFD 320(date): gl/cyry//?'fg Reply Rec.(date)

Letter to Firm: Labeling Review (date) ' Response(date)
Chemistry- /1)(date) - Response
2)(date) Response

Approvable Dafe

Withdrawal Date

Special Instructions/Actions:

3566A/HTB ﬁﬁ €SO Date

4 1]
;
e




b

4i. Completeness of Submission

r4
o
s
z
o

SNNARARNNA

Cover Letter .

3564 Signeg

Table of Contents

Labeling rd (X

Statement re Rx/0TC Status

Corponents & Composition (Unit Corposition)

-~ Manufacturing Controls

Batch Formulstion

Certification of GMP

. Descripiicn of Fasilities

Manufscturing Proceaures (Batch kecorgs)

N
NN

Specs & Tests for Active Ingrecient
" ano Finisneo Lessge Fornm

Stability Pscfile Ingiusing Stasility caza |, ./l/
(Use of Stazility inzicazing metnss :

Sarples Staterment Plus Data . i -

Bio Protocc] (1f Applicable) -l

Dissolution Data (I1f Applicasle)

Environmzntal lmpact Analysis

&io Data protocol |
Stugy: IN VIVO IN VITRO
kevieweo Date Approved

Deficiency Lettes Sent, Date

y
-
XMorrison/mlb/6~10-80
S216P
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7 HFO-503

DDarrow Rm. 12-8

Memorandum
TO :Manufacturing Review Branch (HFN-322) DATE: 8-25-83
Division of Drug Quality Coupuanoe_ -
FROM :Divisicn of ' Generic Drugs
Requester's Name David Rosen PHONE: 443-4080

SUBJECT: ESTABLISHMENT EVALUATION REQUEST

NDA, ANDA, AND SUPPLEMENT NUMBER: 88-482 (250 mg) 88-483 (500 mg) _

DRUG TRADE MARK (1f any) ' |

DRUG NONPROPRIETARY NAME: | Disulfiram ZUMXX Tablets, 250 my. 500 mg.

DOSAGE FORM AND STRENGTH(S): | oM ' ’

DRUG CLASSIFICATION: IS * PROFILE CLASS CODE:
(Priarity) —_4AorsB 1c Other

APPLICANT'S NAME: —m&mm
ATDRESS: _MLLWW 07936

FACILITIES TO BE EVALUATED: (Nane, Full Address, D_HF#- (if any), and Responsibility)

Firm(s) are in Compliance With GMPs:

WJUAMITIS W o \ / W savwwwseawww .

( ) Actual on-site inspeation requested.

Reason:

llllllllllll!!llllllll!!ll!lll!lillllilll!lll!llllll.l.lllllllllllllllll!!l!llll
FOR HFN-322 USE ONI.!'

Request Rec 'd: Inspection Requested:
(1f appliocable)

Basis for Decision:
Reviewing CSO: Concurrance:

= m— 4

>N




Y - . ' MAN SERVIC
MEMORANDUM DEPARTMENT 0}; gﬁ:\g{ﬁhfgg :U. AN SERVICES

4:: : Dr. Marvin Seife DATE: February 20, 1981
: Director, Division of Generic Drug Products (HFD-530)
THROUGH: Director, Division of Biopharmaceutics (HFD-520) » R
Chief, Biopharmaceutics Review Branch : - N
Division of Biopharmaceutics (HFD~522) _ 2 f2/30
FROM .Group Leader, ANDA Review,

Biopharmaceutics Review Branch, Division of Biopharmaceutics (HFD-522)

SUBJECT : Disulfiram Bioavailability

The Division of Biopharmaceutics has determined that in vivo _
bioavailability studies are not required for disulfiram tablets
(Antabuse, Ayerst). Dissolution testing data for this drug product was
requested of Danbury Laboratories as a basis of approval.

The firm conducted dissolution testing of the test and Ayerst drug
products in water, simulated gastric fluid, and simulated intestinal
fluid, and found very little of the active ingredient was soluble in
8queous media. The Division of Biopharmaceutics asked the firm to

. - develop a dissolution profile for disulfiram over a pH range of 1.2 - 9.0
/ and also in 10% ethanol in water mixture. It was found that less than
10% of the pure disulfiram was soluble in 900 ml of any of the media.
Further, studies by the firm demonstrated that the solubility of
disulfiram in water containing 0.05 and 0.1 per cent Tween 80
(surfactant) was 20.6 and 29.5 per cent Tespectively.

The Division of Biopharmaceutics Tecommends that dissolution testing for

Disulfiram Tablets, 250 and 500 mg tablets be deferred. The firms

intending to market the drug product should, however, be informed that

when appropriate dissolution methodology becomes available they will be B o
required to conduct dissolution testing. . -

-~

Charles M. Ise, Ph.D.
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) DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
' MEMORANDUM PUBLIC HEALTH SERVICE®

FOOD AND DRUG ADMINISTRATION

X

o . Charles Y. Chang ‘ DATE: July 23, 1979
Chemist, HFD-530

THROUGH: Director, Division of Biopharmaceuties, HFD-520
) _

TN rom . Acting Chief,
: Biopharmaceutics Review Branch, HFD-522

SUBJECT: Bioavailability Requirement for Disulfiram (Antabuse)

1. DESI notice on Disulfiram states that an acceptable
bioavailability study should be conducted by an applicant as a
condition for approval of abbreviated new drug application. You have

- requested the Division of Biopharmaceutics to make a determination
whether this requirement should be waived.

2. Disulfiram arrests the oxidation of ingested aleohol at

R acetaldehyde stage. The accumulation of acetaldehyde causes flushing,

o pounding of the heart and head, dyspnea and nausea. The reaction may

’ be fatal. Distressing side effects of disulfiram are nausea,
vomiting, impaired taste, bad breath, drowsiness and impotence. 1In
view of the severity of action and toxic side effects, the Division of
Biopharmaceutics recommends that the bioavailability requirement for
Disulfiram be waived as a condition for approval of ANDA.

3. In order to assure adequate performance biologically the Division

of Biopharmaceutics recommends that dissolution testing be conducted

on Disulfiram tablets. Comparative dissolution testing should be
conducted under the following conditions using Ayerst Antabuse tablets
as the reference product: ) .

a. 900 ml of simulated gastric fluid at 37°C; USP method II
(paddle); paddle rotation speed 50 rpm.

b. 900 ml of simulated intestinal fluid at 37°C; USP Method II
(paddle); paddle rotation speed 50 rpm. -

Shrikant V. Dighe, Ph.D.
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FEUERAL RE“'STER, VOL. 3%, KO. V175—FRIDAY, SLPTENAECL 12, 1§09

|DESI 76¢3]
DISULFIDAM
S ——
Drugs for liviaan Use; Drug Efiicacy
Study lmplemeniation

‘The Food and Drug Administration
has evaluated a report roceived from the
National Academy of Siiences-Nnitonal
Recsearch Councii, Drug Eficacy Stucdy
Group, on the follewing drug:

Antabuse Trblets (disulfiram 05
gram) ; marketed by Ayerst Laborgtories,
Division American Rome Products Cormp.,
685 ‘Third Avenue, New York. N.Y. 10617
(NDA -883».

The drug §s regarded as & new drug (21
U.S.C. 321(p) ). Supplemenial new drug
applications -are required to revise the
labeling in and to updsie previously av-
proved applications providing for such
drur. A new drug anplication is required
from any person merketing such drug
withiout approvel.

The Feod and Drug Administration is
preparcd to approve new cruz epplica-
tions and supplements Lo previously ap-
proved new crug epplicctions under con-
ditious dereribed §n this snnouncement,

A. Efcclivens:s  classification. ‘The
Focd and Druz Administrstion has enn-
sidered the Academy report, &s well as

other avallzble evidencs, and econcludes
that disullrem Js an eficetive adjunct in
the maragemizni of sclected chronic al-
cohiolic patien’s,

B. Form of drug. Disulfiram prepars-
tions ere in teblet form suitable for oral
administration and contaia per dosage
unit an amount aopropriate for edinin-
fstraiion in the dosage ranpge deseribed
in the lebeling conditlons in this
annpoucenent,

C. Labeling conditions. 1. The label
vears the statement “Caution: Federal
law  prohibits dispenstng  without
prescription.” .

2. The €rug is 1abeled to comply with
all requirements cf the Act and reguia-
tions and those parts of its labeling indi-
cated below are substantially es follows:
(Optional rdditiongl formation, appli-
cable to the drug, nay be pioposcd tnder
other epproprinie parasraph headings
&nd shouid follow the iniormation set
Icrih below.)

WARNING

Disulfiram should uever Le edminis-
tered 10 & paticnt when he s in a state
o alcohcl intozleation or without his
full knowlgdpe,

The physictan should instruet rela-
tives accordingly.

Descarrrion //
(Descriptive information t6 b2 fncludsd
by the manufecturer or distributor should be
confincd Lo au appropriate deteription of the
physical and chemies! propariies of the drug
and the formulation.)

AcTiON

Disuifiram alters the metabolism of ethyl
alcalio] £o that scetaldehide blood levels are
5 to 10 times higer tran would otherwive
occur; the result i3 £ higaly unpisssant reac-
tiou following the ingestion of aloohol.

Ixoteationr

Disulfirem iz an ¢id in the mensgamen. of
stlected chionlc alcoholic paticals;  used
alone, withoutl proper motivation aud \efthi-
out eupportive therapy, it It not a cure for
alcololizin, and it 1s unMtely that 1 will
have more than a tbrief effcct o5 the drink-
ing pattern of the chronic alcoholic.

CONTRAINDICATICNS

Paticnts who are yecciving or have reson tly
recejved paraliechyds or nlcohol-cont:-in 74
preparatlons, e¢.p. cough syTups,  toiies.
Ayperscusitivity,

VIARNINGS

Disulliram should be used with extreme
caution e pelicnts with nny of the falios: 1
conditions: diabetes melltus, hypothyroli-
ism, epllepsy, cercbrai damege, chronic end
acute nephritls, hepetic cirrhosts or n-ut.
clency. The possibility of &n accidents! or
intentional elcohol-disulfirein rexction, with
its accompanying hypoiension, preseits sty
nificant risks.

Usage in pregnancy: The safe use of his
drg in pregnancy has not boon establishied.
Therefore, disulfiram should be used durtng
pregnancy only wien, in the judpment nof
tlhe physiclan, the probal:le benefits outweigh
the possible risks,

Tne alcchol-disulfiram reaction: Disul-
firtan plus elechol, even smal) enounts, pro-
Guecs flushing,ALrobding 11 head and 3 -ob
thrcbing headecte, Tesplratory Gifi~lty,
NAusca, ecpicus vomith: 2, ETTSLULS, tatut,
chest pria, poigit: tlon, dGyspaes, hrperiine
Hiation, tachycardia, hypotonsion, syncepe,

Zed unenrinscs, weskness, vertioo, hinrred
vision and confusion. The blood pressure 1oy
1all to shoc evel, Dumitien of taz rensticn
Wiually lusts fros U0 mdoutes to suverad
howa, Diov:iiuers and pleep fodlow. Tho e
tensity o the :oaction varies with individ uels
but is genarelly rioporitousd to the enlour: ]
of disulfircm and rleohol tngasted.

In sevesd reasilons there eay be renilia-
tory depreasion, eardiovesculnr ollanse, er-
rhythmins, myocsrdia} Infurctisn,” ceoule
congestive hesrt fallure, unconscioustices,
convulLions, eud ¢-nth, .

The pattenl muct bo fully §aformied cf ths
alcoho’-dicullrary roiction, Le shoule elv
ba wrrnred to aveid nlechol in sLess, vina-
828, covh rmlrtures, and evea ofiershnve
lotions ead back rubs. It o impastant thnt
the patient bo ctrongly cautioned [:3- 411 114
SWITCptiLiovs drinking whille taking the drug
and ke frlly swvarc of pousible conseusnees,
He £20:14 0150 bo wrarned that reactions may
oceur vwith alcohol up to 1< days alter Ingzect-
1nz disulfiram, :

ALCOBOL-DISULTIRAY:. ThIAL -

During ecarly experience wiii disulGram it
Was thoucht advicshie for crch jatieat to
navo at 15t ons superviced eleohsl-drys re-
setton, Tiese toot reaciicns have now becn
Inrzely ebaadened. Vhen doemed nresessary,
howovir, ths  following procedure  is
supnesied:

Atter tho first 2 to S wesls* therrpy with
0.5 gou Cally, o drink of 15 cc. oF 100 reesd
whickey ¢ e3uiviient is teken 8lO%iF. This
test dose ©f alcobolic beverage may te rx
peated oncy ¢ly o thet the totel doco doss
not cioxd 89 ¢, (1 o) cf whitXe s, Onca o
reasiion develcrs no raore aleohol should ba

-eensuratd, 8urh teats chould be earricd o

only whzn the patient 15 hospitalized or comie
parehis evpsmisen rad focliftics aclvaing
C2YGOn £ru ryninsble, 170 test chould reser
be caministored W a paticrt over [0 yeess €5
agu,

-~




PRECAVTIONSY

During initial trestawoent cirlein petients
with a history of prelonged end bravy alcolial
consuymtion mey be ablo ot first Lo t:i*:e
largo quantitics of alcohol vithout discom-
fort; in tho majority of cans this tolerance
dizappears with continued uie of the crug.
The longur tho palisnt remeins ¢a therslti
the ranre ransitivo bt belomes to Llccoll

AlcTholizm may aecomprny o b2 foilow:d
DY depnGincd on NLXoWes or priatives, Liar-
bituratcs have bevn adinfulstered eoncuse
rently with disuvlfrria, but tho po-s'bllity of
initfalirng a new cbute chould bo consicaits

It 15 suggested that a patient recaiving
disulfitem carry an Kkienthication card stot-
ing that he Is recciving disulilraw, descsi-
jog the tyiaptoms of the disuliramealcobol

-reaction, tad indicatinz the phyician o

Jnatitution to bs contacted ip emesgencey.

Disulfirem should be utad with caution 1a

those patients recsiving diphenylhydartoin
or its copgeners. Toxic levelr of theco ant's
eplieptic usents have been reported durizs
concomitant disullram therary.

Beselino eiid foilcrup tronssuainece tolts
(10-14 deye) erd cupzested to detret ecy
heputic dysfunction that may result with
disulfireia therzpy,

ANWTRSE REACTIONS

Acnclorm  eruptions, allerzie darmetiils,
drowsainess, faligadilily: tmpotence; heid-
ache; metallic or parlic-Uke afisiiaste. -

Psychotic epleodes, usually at higher des:s.

Polyncuropathy sud peripherzal neuritis.

Cholestatic hepatitiz repscted but causal
relationzhip not clearly estzblished.

Menegement of slcohol-Zizulfiram resc-
tion: In gevero reactions whether eoused bty
an crcossive st cdoce or by the patient's
unsuparvised inzestion of alcohnl, supportive
measurcs 1o restore blood pressure and trect
shock thould Le fnstituicd. Otikher reccxi-
mcadstions include: oxygen, eerbozen (35
percent oxygen end §& porcent  earben
dioxjce}, vitemin C intravenocusly in mossive
doses (1 Gm.), and cphedrine ‘sulphate,
Antihistamires heve also bsen used 1aLtTa-
venously. Potassiuza lcvela should be moni-
tored particularly in patlents on digitalis
since hypokalemia has been reported.

DOSAGE AND ADMINISTEATION

Disulfirem should never be initiated nor
administered within 12 hours afier the
paticnt hee consumed any quantity of
alcohol.

The ususl doss is 500 mg. In & slngle doce
dally. Although usually taken in the morn-
ing, disulfiram may be taken on retiring by
patients who exparience a sedative eTest.
Maintenance dese may be reduecd to 250 mg.
dally (range 125 to $09 mg.); it should rot
exceed A0 mg./day. Maintenance theredy
may be required up to ssveral years.

1. Each holder of & “dcemed approved
new. druz application (.e., an applics-
tion whicli became eflective on the basis
of safely prior to Oct. 10, 1962) for such
drug Is requcsicd to bring the, epplica-
tion up to date by submitting .supple-
ments containing:

8. Revized labelicg, as needed to con-
form to the labeling conditions deseribed
herein for the drug.

b. Adecquate data to assurc the biolozic
availability of the druz In the formula-
ton which {s marketed: if such data ere
alrcady Included §a the application, spe-
ciflc refercnce tharcto mey be made.

Disulfiram

¢. Updating iInformelion, as needed to
make thc application currcut 1o regard to
items G (components), 7 (compesition),
and 8 (necthods, facllities, and controls)
of the new drue application form FD-
35CH to the extent described in the pro-
posal for ebbrevinted new diug applica-
tions, § 130.4¢(f), published in the Frnp-
ERAL Rre1syer Fcbruary 27, 1969. (One
supplement may contain all the infor-
mation describzd in this paragraph.)

2. Such supplements should be sub-
mitted within the following timne pericds
efter the date of publicetion of this no-
tice In the Feorrar Rocisyen:

8. €3 days for revised labelng. The
supplorasnt should be submitted undor
the provisions of £ 130.8 (d) and (e) of
the new drug regulations (21 CFR 1395.8)
which permit ecrtaln changes to be pui,
into efiest at the earliest porsible tima.

b. 180 days for biolosic nveilabfiity
dcta.

¢. 60 days for apdating fnformation.

3. Marketing of the drts imz2y continue
untll the supplementsl ap;ications gub-
mitted In sccord with the preceding sub-
paragraphs 1 and 2 are acted upon, pro-
vided that within 60 deys efter the cuie
of this publication, the labaling of thin
preparation ghippad withia the juriccic-
tion of the Act 1sin accord with the Jabiel-
inz  conditions described in  this
annowicement.

E. N ! . Any other per-
son who cistrliuies or intends o dise
tribute such drug whica is inionded ior
the concitions of uss for v:hich it has
been shown to be cficetive, &5 Geseribad
under A etove, should submadt o abbre~
viated new drug epplicetlon necting the
conditions specified 1a the praposed rig-
ulation, § 130.4(f) (1), (2), £na (3, pudb-
lished in the TFrorralL Rzerstrs  of
February 27, 1269. Such sapulicatious
should include proposzd Jakellng vhich
is In accord with the laheling condiiions
describe herein and adequate ¢ate to
assuse the biologic avallebillty of the
drug in the formulation which is mar-
keted or proposed for mearketing.

2. Distribution of any such prepara-
tion ecurrently on the mariet without
an approved new drug sapplication nisy
be continued provided that:

a. Within 6C days from the date of
publication of this announcement in tie
Fruverar Recistzr, the labeling of such
preparation shinped within the jurisdie-
tion of the Act is i accord with the

"labeling conditions described hercin.

b. The manuvfacturer, packer, or dis-
tributor of such drug submits, within
180 days from the date of this publica-
tion, » new drug application to the Food
and Drug Adniinistration.

¢. The epplicant sudbmits edditions)
information that may be required for
the -approval of the application within
& reasonable time s specified In a writ-
ten communication from the Food and
Drug Administration.

d. The applicatlon has not been ruled
incomplete or uropproveble,
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F. Unapprorcd use or form of drug.
1. I the article is lakelnd or advertlsed
for use in any conditicn olher than thoss

R provided for in this announcement, i
R mey bz regarded as an unapproved nev:
) drug suvjeet to regulatory proceed!ngs
unti} cuch recommendcd uz2 is £pproved
in a new drug applicetion or is othervise

in accord with this announcement.

2. It the article is proposed for mar-
ketinzg in another form or for a use
other than the use provided for In this
announcement, appropriste zsdditioncl
information as doscribed in § 1304 or
§ 139.9 of the regulations (21 CFR 1304,
130.9) mey be required, Including results
of snimal end clinjez] tests intended ;
to show whether the drug is safe and f

: cffective.
- b Representatives of the Adminfstration
. are willing to mect with any interested
person vwho desires to have a conference
concerning proposed changes in the
labeling set forth herein. Rcgucsts for
such meetings should bz muide to the
- Ofiice of Marketed Drugs G.ID-300) at
- the address given below, within 30 doys
after the publication ¢f this notice in
the Fcoeaal REGISTTR.
A copy of the NAS-NRC report hes
} been furnished te the firm referred to
‘ above. Any othicr interested person may
obtain a copy by request to the appropri--
alc office named below.
Communications forwarded in responss
‘to this announcement should bz identi-
- fied with the reference mumber, DISI
7883, end be dirceted to the stitention
of the following snpioprinte office and
addressed to the Food £nd Dz Admin- .
istraticl, 200 C Street SW,, Washington, _ L
D.C. 20204: i _ .
Requests for NAS-NRC report: Press Rela- '
tions OlLce (CE-SCC).
Supplemients (Identify with new drug ep-
plication number): Ofice of Marketed
Drugs (2D-300), Bureau of Mecdicine.
Original abbreviated new drug applications:
Ofitce of Marketed Drugs (MD-300), Bu.
reru of Medicine.
All other communications regarding this L
announcement: Special Assistent for
Drug Efeacy Study Implementation (MD-.
16). Burcau of Medicine. . T

‘This notice I issued pursuant to the
provisions ¢f the Federnl ¥Food, Diug, and
Cosmetic Act (secs. 562, 505, 52 Stat.
1050-53, &s amended; 21 U.S.C. 352, 355)
:na&imdcr the authority celegated to the
C

Loovaay

mmizsioner of Food and Drugs (21
TR 2.120). ,
Dated: September 4, 1969.

HenserT L. Ley, Jr.,
(-'-';. ’ . Commissioner of Food ang Drugs.
rd

N {PR. Doc. 69-1037C; Filed, Scpt. 11, 19€9;
T 8:46 nm.}
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2 g’ i LaBORATORIES, INC.

Auqust 22, 1983

Marvin Seife, M.D., Director

Division of Generic Drug Monographs

Office of the Associate Director for Drug Monographs
Office of Drugs

National Center for Drugs and Biologics

5600 Fishers Lane

forivitie, Naryland zoss: ABBREVIATED
NEW DRUG APPLICATION

Re: Abbreviated New Drug Application

Product: Disulfiram Tablets USP 500mg DRAFT {AOFLING

x -

Dear Dr. Seife:

Pursuant to section 505(b) of the Federal Food, Drug

and Cosmetic Act, we are submitting herewith, in triplicate,
an Abbreviated New Drug Application for the product
mentioned above.

Included in this submission are:
Form 356-H
Volume No. 1 Copy No. 1 (Blue Folder)

1.

2.

3. Volume No. 1 Copy No. 2 (Red Folder)

4. Volume No. 1 Copy No. 3 (Yellow Folder)

Respectfully Submitted,

SIDMAK LABORATORIES, INC.

Satish Patel, Ph.D.
President

PUG o 1983
GENERIC DRUGS




