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ORAL RESERPINE DOSAGE FORMS QF
GREATER THAM 1 MILLIGRAM STRENGTH

Opportunity for Hearing on Proposal To
Withdraw Apnroval of Pertinent Parts of
Mew Drug Applications

This notize pronoses to withdraw ap-
nroval of the oral reserpine drug prod-
ucts listed telew. All of them contain
more than ! miiligram of reserpine ver
dosage unit. Reserpinz is used primarily
in tite trea:ment of high bleed pressure.
Perions wishing to request a nearing may
do so cn or zcfore Sentember 16, 1976,

In the TzIoerat RecisTter of April 28,

1971 ¢25 TR 7924 (DESI 3367) resercine
in convzncional oral dosage f{orm was
lassificd as =ffective for use in hywer-
tension and for psychiatric disorders.
Tue recommendced dosage {or use in hy-
pertensicn ad o raage of {rom 0.1 mulii-
gram to 3.5 milligram, and the desage for
nsychiatric disorders had a ronge of {from
0.1 milligram to 1 milligram. The notice
of April 28, 1971 did not discuss dozage
form potencies. Clinical experienze ndas
sho=n that wnen oral doses of more than
1 milligram of reserpine ars admin-
istered, there is greater frecuency and
zeverity of adverse efects, wilhiout com-
rensatiny  therapeutic berefils, than
occur with doses of 1 milligram or less.
The following references suppert this
concent:

1. Nickerscn, 3., “Antthypertensive Agents
and the Drug Therapy of Hypertension,” The
Pnamacological Basis of Therapeutics, 4th
=d.. Edited 2y Gosdman, L. S. and A. Gll-
man, Macmillan, New York, 1970, p. 733.

2. Jarvik, M. E.. "Drugs Used {n the Treat-
mens of Psychiatric Disorders,” ibid. pp. 172-
173. .

3. Siiher. =. Y. and L. Y. Katz, “The Treat-
nient of Hyvpertansive Diseas:s.” Heart Dis-
eace, Macmiilan, New York, 1973, p. 1270,

4. Vidt, D. G., "Cholce of Antihyperteasive
Drugs for the Treatment of Hypertension, In-
cluding Hrrertensive Emergenct =~ Cardi-
ovascular Trug Therapy, Edlted 2y Lielmon,
K. L., . A. Davis Co. Philadelph!ia, 1974, p.
207.

5. Orgaln, Z. S. and J. C. Gunnells, “Treat-
ment of Systemic Hyperiension,” The Heart,
Edited by Hursk J. W, McGraw-Hill, New
Tork, 1974, p. 1224,

In view of this, and the availability of
rezerpine products in potencies of 0.1
milligram to ! milligram as well as other
products used for the same Indications
and which have a wider margin of

safetw. *ha Director of the Burcau of
cenciudes it the venctit-to-rick
consideraticas asssaated with oral dos-

Dru.s

NOTICES

are forms containing more than Uintlli-
aoroan of rezerrane do not justify thar
continued marketinm.

NDA Na. Name of dmg Patency Appticant's name and address
9-11¢  Ferpasktatlets. ...... 23nd g Ciba Pharmmaeentiest Co., Dixision of Clha-Gelgy Corp.,

JAG Morns e, St RIFRIOYTN

eserpoid tobdetin oo o A G ciaiananns The {prohin Ca., T171 Uorteze Rd., Welamazw, Mich
G

Rag-Sed tarlets. ... 2and d Mgo ... T. . <emibb, & Sons, Ine., 8.0. Box <6¢0, Princeton, NJ.
1SR,

Syndnbtat it oo SIS 1 Loy & Con Jov el Indianapolis, Tod, 162,

Serpanmy eliets o 2,3, 4, 2nd 5 Pramv. Civiean of Ormeat Hrags & Chemueals, Ine

Dezerpinc allets. o0 0,3, DY aaoeans
b 2T S U 23 4 30 3 T
6-£21  Decerpine 'aklets, a3, 4, sl S e.
{lecerpine ranvules,
9-.06 Rauien anle 2and 4% .eaaan
923 Deerpinge il 35+ W S .
0-i27 ..., 4] S, 22 4anddmy.. -
R - IR AL T 34 and Sy ¥
771 Resernine Aikaloid R 71T SN,
tablets.
5-£2¢ " Anawl tablets. .. ... isnd 3 mTo....aem
4-¢22 R-C-3 tablets........ pR ¢ L. S,
10115 Vie-Scrpine tatlets.... 2and 4 TF........

A3TR.
Rowe: Loboratorivs, [ac., Baudette, Minn. 3623

O, 30 4, Enctewood, NJLOTGILL

wetee hennaest Co., 2363 3. Hantey Rd., 3¢ Louis,

REASE N .
rrmeeentienl Corp., ! ¥eandele Rd., Tuckabes,
U

~aratorce, Divican af Charle: Ulizer & Ca., Ine

o0 ¥t New York, NLY.ICOL7.

cllersvtle, e 1N,

A Co., .0, Dox 43, Cassaie, NJL

L o
an

!;'IC.. .0, Box 1404, St Logis, M0

Therefore, notice is given to the &
ers of thic new drug applications :
ail other interssted rersons that ®
rector of the Burcau of Druis or

ic Act 12 U.S.C. 35(e), withdrawin
proval of those parts of the new
applications providing for the

procducts listed abkove arnd all amend-
ments and supplements thereld on e
ground that new evideznce of clinical ex-
periczee, nod contained in the appica-
sions or not available to hAlm uniil alter
the agglications were approved, aval-
uated tozether with the evidence avall-
able whern the applications were 2p-
provad, reveals that the drug products
are not shown to te safe for use und

LStav

34
e
the conditions of use upon the basis o
which the applications were aprroved.
Tn addition to the holders of the new
drug applications specifically nomad
apove, this notice of oppertunity for
hearing appiies to ail persons who manu-
facture or distribute a drug product
whica is icentical, related, or similar to
a drig product named above. as defined
in 21 CTR 310.5. It is the resgonsidility
of every druz manufacturer or distrib-
utor to review this notice of oppcriu-
nity for hearing to determine whether it
covers any drug product he manviac-
tures or distributes. Any perscn mal Ie-
quest an opinion of the applicability of
this notice to a specific drug procus: ne
marnufactures or distributes that may ve
tcentical, related, or similar to a drug
procuct named in this nctice by writing
to the Food and Drug Administraiion,
Burecau of Drugs, Division of Drug
Labeling, Compilance (ETD-310),
5600 Fishers Lare, Rackville, MD 207032,
In addition to the ground for the pro-
posed withdrawal of approval stated
above. this natice of opportunity for
hearing encompasses all issues relatng
to the lecal status of the drug products

{

subiect b0 it tincluding identiczl, related
or similar druig products as derined in 21
CF=R 310.5) "2y, any cententicn that any
suci sreduce is not o new drug because
it .3 Jteneraiiy recognized as safe ant
etfeacive within the meaning of scItiar
201:p) of the act or hecrule it s ex:
empt from part or ail of the cew drus
provisions ¢f the act nursuant ‘o tiie 2x
emuyiion {or preducts markesed priot «
Jure 23. 1538, contaired in section 270
«p) of riie act. or pursuliy o sestic:
107¢¢) of iiie Drug Amendments of 1682
or for any ather reason.

In accordance with tlie provisions 2
secticn 333 of the act (21 7.3.C. 3533 2an¢
the regulations promulgated thereunde
(21 CFR Par:s 310, 314y, the aprlicant
and 2ll nihier persons subjecs D this ng
tice sursuant o 21 CUR 313.6 are herabe
given un opportuntty for a nearing &
show why approval of the new a
plications should net ge withdra
an opportunity to raice, for administra
tive determinaticn, all issues relaung t
the iegal status of a drug product name
abosve and of all identicul, related, ¢
similar drug products.

If an applicant or any other perso
suhject to this notice pursuant to 21 CFz
310.6 elects to avail himself of the ou
portunity for a hearing, he zhwdl Ale (1
on or sefore Ceptemker 15, 19753, a arit
ten notice of wppearance and request <
nearing, and (21 on or kefore Q:ztaker I
1976, the data, informaztion, and anal
yses on which ite relizs to justify a hewr
mg, as'specified in 21 CFR 314.200. An
other interested person may akio sub
m:t comments on this notica. The prc
cedures and requirements governing th
norice of onrortunity f{ar hearing,
rotice of appearance and request fc
hearing, a suhmission of data, informc
ticn. and analyses to justify a heorin
other comments, and a grant or deni:
of hearing, are contained in 21 CF
314.200. .
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allure of an appllcant or any

rson subject to this notice pur-
N 521 CFR 210.6 to flle timely writ-
3, pearance and request for hearing
»s required by 21 CFR 214.200 constitutes
<y election by such person not i3 avail
mumself of the opportunity for a heanng
. oncerning the action proposed with re-
ect to such drug product and.a waiver
¢ any contentions concerning the legal
wus of any such drug product. Any
wich drug product may not thereafter
swiully be marketed. and the Food und
Cruz Administration will initiale 2vpro-
prate regulatory action o remove such
eny; products from the market. Any new
aruz product mariieted without an ap-
sroved NDA is zubjcct o regulatory ac-
von at any time.

3 request for 2 hezring may not rest
uwpon mere allegations or denials, but
must set forth specilic facts showing that
»ere IS a genuine and substantial issue
of fact that requires a hearing. If it con-
clusively -appears from the face of the
data, information, and factual analyses
iy the request for the hearing that there
s 1o genuine an. sukstantial issue of
et which preciuces the withdrawal of
cpproval of the application, or when a
reguest for hearing is not made in the
reuired format or with the required
analyses, the Commissioner will enter
swumary  judgment against the per-
sonsts) who regquests the hearing, mak-
iz dAndings and conclusions, denying a

-missions pursuant to this notice
filed {n guinturplicate with the
~ Clerk, Fo6d and Drug Adminis-
raticnn, Rm. 4-353, 3620 IFishers Lane,
Ruclzville, MD 20832, °

All submissions pursuant to this notice,
excent for data and information pro-
atbized from putlic disclosure pursuant
to 2} U.S.C. 331¢j) or 18 U.S.C. 1905, may
te seen in the oiffice of the Hearing
Clxrlk during working hours, Monday
diroush Friday.

Thls notice is issued under the Fed-
eral Food, Drug. and Cosmetic Act (sec.
505. 52 Stat. 1032-1033, as amended (21
CS.C. 355)), ard under authority dele-
zated to the Director of the Bureau of
Drigs (21 CFR 2.121).

Dated: August 9, 1976.

. CarL M. LEVENTHAL,
Acting Director, Burceu of Drugs.

{FP Doc.76-23781 Filed 3-1C-78:8:45 am|

Offica\of the Sccretary

. X
OFFICE OF HU*AN DEVELOPMENT., RZ.

}T"!I;(‘j)s\{l LITATION SERVICES ADMINISTRA-
!

Statemant of Oraanization, Functions and
Delegations of Authority

vart 1 of the smtcmc}t\of Orzaniza-
v Punctions, and DalesaNons of Au-
city for the Derartinont mf Henlth,
> . and Wcliare i&hcrcb_\'
w revising Subchapter R4, 13

', Rehabilitation Services\ Ad-
Jdon (R3A), Office of Hursan

~ment, by the rcor;;um:atxon\x'

\he

Cny
iclivitles In RS A to [idly attain the pur-

Assistuiit Conunlsstoner (EAC)H

NOTICES

}\c:ses mandated by the Rehabilitation
Axt Amendments of 1974 and. the dele-
tion of oprogram activities from RSA
conkerning Develormentzl Disabilities
whici is now newly established in QHD
as a scparate office. the Cevelopmenral
Disabititiers Office. Therefore, the state-
ment pasliched 1 the Feneaarn REGISTER
on Fehraary 7. 1973, at 0 TR 35807. Is
hereby deteted in irs cntivety and @ new
statement '{s added to read as {ollows:
1R94.00 Xission. Provides leacdership
in the planiing, development. admin-
istration andcoordination of RSA;CHD
nrogra:m :vhiﬂ‘} arovide rarvices for the
handicapped and severely handicapped,
includirg disabivd social security ap-
plicants and bSenefciarics, the blind, and
welfare recipients twho are handicarpad
or disabled. Establishes program goals
and objectives. develops standards, pro-
gram policies. criter}q. cuidelines, and
professional direction‘and consultation
to RSA staff in the administration of
RSA programs. Directs\ RSA regional
office stail in their responsivitities to pro-
vide guldance and leaderzhin to State,
local. and voluntary organiatisns: comn-
ducts research and demonstiration and
related activities for thie pur :c‘s_e of devel-
oping metnods, procedures, and devices
which cculd promote and advance em-
ployment jor handicapred individuals:
directs and promotes a training program
te improve the national manyjower
capaoillty to work with handicanped or
severely disabled individuals; maint":.\ins
relationsiiips with Faderal. State, and
local orzanizations which serve or haze
an impact upon the handicapned: evaly
uates progress 1 meeting the needs o

the hancicapped and takes afirmative {3udzeiing

action to promote improvemsnt. Reviews
and prepares legislative provosals to enf
hance overall program operations, devei-
ops and directs implementaiion of gd-
ministrarive and management actions
affecting agency programs and cergices,
and coordinates its activities and pro-
grams with other OXID organizatigns and
operating compnonents.

1RU4£.10 Organization. The Rehabilita-
tion Services Acministration iy under tne
direction of a Commissioner who reports
to the Assistant Secretary/for Human
Developmeont. RSA consists.5f the follow-
inz orzunizational components which re-
port to the Commissioney:
« A. Exa2cutive Ofice of :2} » Comm!ssioner

B, O™zs of the Aszlitant Commnissioner for
Plannijnrg, Budyget, and /info:::‘...uo:\ Sysiems

C. Oitize of thie Assispint Conumissioner for
the Blind and Visually Hand:icanped

D, Octica of the nasioner for
Research and =

E. O:Bce of
for Trauning and/

F. Cleo of he
for Spezi

Acsistant Commizcioner
tHty Iinprovement
Asststant Commilssioner
AYY J.m!/ Coperative Programs

CG. O:fice o4 thie Awslstant Commilssioner
for State Programs.
A. Executive Office of the Conntiz-

sioner (E2C) . The ZOC {s nnder the su-
pervisiow and direction of The Executive
of RS\
who reports to the RSA Commiicioner.
Supervises and directs the stadls veson-
sibio Zor thie loiddewing activiidies: Re-
glynal otfce operationy; public aifairs;

the Deparsment ard o:zl'éé:‘ orIarirati
a

et

24307

8

!
E
1
:

administrative services: evecutive cor-
respondence: programs for the deaf and
communicatively disabled populations;
medical consultation support servicey;
and. commitice management.

The EOC scrves as the principal séaT
arm to the Commissioner in exercising
leadership and diraction for the Lim-
missioner on maliers rel:\:ing/a e
overzll administration and manyggement
of RSA. Resolves critical issues ond prod-
lams concerning executive maguagemens
cross-cutting RSA programs. Joordinatas
the activities of appropriaie/RSA oilice
in 2! areas of responsibllity. When nec-
ezsary, coordinates these yesponsibilities
with the Cffice of Fumay Develepment.

~Armc

inside and ocutside Goveotnment. Provice
corsultasion and assistance o the R3:
r~gional offices in th+Ze areas of reston
sihillty aiffecting refisnal ofiice orer2
tions. which are of i{iterest to the rezions,
or which requireg/their involvement 2o
particination.

B. Office of Askistant Commissioner fo-
Planning, Budg:t, and Informaticn S
tems (PBIS) .}”:‘ov';L'es leadar=nin and
restion, ungsr the Commissioner,, o
overall program and operational plan-
ning, prozzams and administrative budg-
eting and/Anancial services. rrovision I
informay{on needs. fata analvsis, profec:
grants And contincis policy and techni-
cal asyisziance, legislation and policy
velonwent, and coordination of these 2z-
tivityes as :hey interlock with other ci-
ficeé, Provides consuitation and echnizal
as3isiance to the RSA regional oflice staT
a4 it relates to these activities. The OLi22
{onsists of: Division of Planninzg and

ting, Diviston of Information Sr:-
tems and Dats Analysis. Lagislation and
Eolicy Develcpment Staff. and G2
ard Contrazts Psiicy and Tecihinfeul Az-
sisignce Stadf. -

1.\Divisisn of Plunning and Budgstin:,
This \ Division is composed of
brancNes. one for planning and one
budgeting. In the aren of planning,
Division'provides direction and guidanc?
to RSA in the development of plans anid
ogerationd! objectives to impisment
plans and programs for the handicappsad
and to be reanonsive to DHEW and OFD
gonis. Provides leadership and directicn
in the estxblisment of priority forward
and shcrt-range objcciives and doter-
mines staff and’cthier resources and ro-
sponsinilities fox their achievem:
Works c¢losely witlt, Rasearch and Eviiu-
ation, othiar prograsy ofces and Reziensl
Otlicas to develop mz2asurable goals &
to recommuend alternaiive plans as cangt
tions change or geoais are reagljuslcd
Identifies trends and problems in plan-
ning and program redirection. Recom
mends program inuprovemens, tecihil
assistance and strategies to evolve -
methindolegics and apprenghes to
prove the administrative management
programs for handicapyped .
In terms of S&E and progrim budzes
matiers, the Division asrves as'princa sl
support arm to the Comnd
aresy of budaetary .orvices and ™
arce, and auuniains Jormal hadsen
the OHD Tudygat Glic

b n U

c. With techzicat

\
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~~In TISERAL b4
193 5\\1‘117'":1 :5025) the “DA oroposed
to nronibit the centinued use of tnloro-
form as ingredient 1 auman Arug
and :csmer}gprocuc:' necause of 2 Na-
tional Cancerinstititte report tnat chle-
~oform induces dQACSr N 2ILINALS.
sompanion Zotice ;blished o the s
issue Of he FTIDERALNRICIST
13020y, FDA oroncsed MO 1r3'1._m
use of chiloroliorm in Jumag S0od.
croposals netad iorm
used 1s an active ingredient imer
an ingredient in cosmetics. and 2s
ponent of ood sackaging. Tae ard
cosmetic 3nai regulations were susiise
in the Teo sv_\z. REGIsTER of June 19,
141 TR 26342

The commenis respon
posal to pronibit chioroiorm
cosmesics indicated that m-orczo':n
could become a component oI a dru
either directly as an acded mg:ec.e--.
(direct ingredjenr,) or indirecily as an
ineidental ingradient (Indirect ingTe-
dient) . The presence of cnloroform as an
indirect ingrodient in a drug can result
from its use a5 2 SOIVONT, GIL <XITTacland,
or o starting moterial in the manwlsc-
ture of ingredients used . “':"_:"e" drug
pro“uc or from migraticn W
isned preduct {rom parlnging material
in which it mayv be used. Some of the

SO Pres—

ZGISTER Aprid 3.

[l

thas ool

pres

6

ing 0 the gro-

o~ —

in Armigs znd

the

b )
Pros=

ceal

comments scarad it the soizi removal
of the swmnall guantities of chioroform

which may be prezant as nd
gredients s fechrnizally imprac
The drug and cesmetic dnal regula-
ions probikiting chiloroiorm as 2 direct
ingredient did not sronibit the c
of resi c."ql chioroform in dru7s and cos
metics i it is an indirect mg-e..._nt. As

a
2
re

the CJ..J"USS:.OR’-"' axplain the pre-
ambie 0 the Inral m"ular..on.» (£¢1 TR
26847y, further information {5 peeded

any fnal declsion can
ahout tnie regulation of chiorciormi as
au indirect ingredient of drugs and
cosmeatics.

The National Cancer Instiiule .\C’)/
is in the process of testing various
chemicals, including several nalocarcens.
to determine whather thoy are carcine-
genic. The following halocarbons. as
defined in this notice. are being studisd
by the NCI: /

cefore

oretiane
.-;A\\':‘—- athane

be made .

NOTICES

The Commissioner &
the uses of the

Pyt

S carcuiogens.
iherefgre interestecd o
abcre-named nalocarzons and 2il other
~alocarcons 25 defned) that may ce
aresent in 2 ‘ocd. drugs. diclegical

uman
P 904

R

sredusiI. Sosmenics, anima Tacd. animal
fod gt s ical devices. and pmciiasing
‘or -hese orocucts. -fe (s zarucularly
‘ngereszad 1 nformation. zoout talo-
carsons thas might occur as impuritie
in or '::-'-:'-aduc of -he ingracients ised
o :he manulzcture of FDA-reguiated
ices not, At thl

on about

e >u_..c._nu ..A:c foeteld
~hat onrain r:uoc L ID0NS

L ingredients or
s g as stars-
viractants in

abous e\#\\.e"n o which rsxu\.a:.
amournts of “kalocarbons ars presen 7 in
Anished orocduwls because of mizzdtion

from packaging Mm inished oo ouuc{s reg-

t¥ e

waoted oy FDA. The Com:nissm‘:-: Be-
lieves tnat many haldearbons are widely
usad :n the manufacsurs 7:' products
-egulzted by TDA, He “‘\:rﬂ ore is zesk-
ing technical data and ccA-- 3....“..0'1
apous ail halccartons , ouid be
oresent n f’Da-‘e"u_Iter‘ :roduccs 0.
as3ist aim in she determination M :he
nealth nacsord, i is determal

other Aallcarsons mduce cancer. ACCOIC
~e Commissioner nas ‘isted sev-

Semmrlve

T Al

aral items 2towl which e ::-—_s more
infor ion. and ne requests that inter-
ested sersony ‘respond Wit 'e.:'.'a..ir. in-
formation. 7 .

Thie Commiissioner ce=.:'es to recaive
from .x.-,/.u:c'es 12 persens information
.."‘1 =efpect to tha2 IOL:'-’."A:‘.g matters
about,the use of chioroicrm and other

hal e:.z sons in human food, drugs, blo-
iogical produsis, cosmetics, animal feed,
amimal dinigs, medisal davices, and pack-
:tg‘.:z: shese p:oq--c:S'

1. Diract ingredianis

r

The names of

products coniaining haloc:‘.:acr.s as a
direcs ingrecient and the names and

concen:-ations of tie nalocarbons nres-
no in hieze products.

3. In :i' ect ingrecients. a. The noames
of any ngradisnts used in FDA-regulated]
prcuuc:s in which aalocarbons are used!
as soivents, exiractants, and starting
materials

es of any procducts contain-
x& an indirect ingredi-
colvenis, extractants and

.eg~ tnred ay /‘ha.c wou_d not conta:n haloc

unt of haic-

sacd oroducss

as a result of migration Irom ‘..er ckaz
or pac¥aging muterial. e
3. Methods. A statement,of low -k

,oncemmuon of :moc:.r::uns 23 ngirec
ingredients. IRCIUGInZ JACKREINT res.
dues. (N these procucty ~as dararmne:
or estimated n resgonding <o -tems
2.d. and I agove. and the matic
analysis used n deteciing anc ver.s
the concentrauons m nalocarsons

hese products.
t 3. auosnt“:es a. The names >f :n
cals that coulc Se usad s subsIiTuLas
nalocarpons in FDA-ragulated
.n 'vm!h halocarvens ara a dirs

sy ingredient.
b/...e feasibulizy of raviacin

2

3 oroduc
now corntaining na:ccaroons is dire
st ‘ndirect ingredients with preduc

c. a feas:ibiiizy of r2moving haloea
zons ;rom Sroducts thos centaln e

indirant
mairect

ingredients.

(O HRARY

8. ddverse eg2crs. 1.
the carcinegenuc
obtained Jrom Loxicol
published in the scien

b. Information on cthe
carcons  oobtained
studies not pubdiisheg
liternture.

itarested zersons are
submit relevant
26, 1957 1o the Ilzoring CU
Drug Ac‘u inistration. 2m.
Tisheors ane, Recisiiler MD .‘3
snbmissions .)HOUAQ se ':="“..e: w:-‘“ .
Zxaring Clerk's
wrackets in th

Elafcols

0o ..;o.o;':
.n ¢he scion-

—isrmwelion

i
Ts.

Received m.orm::‘ox. ..._,' be
apove o;._ e Letween tha
and 4 p.mNJfonday

Dated: Aprd

{Docket No. T6N-)134; DESI 383
CR&L REZERPINE COSAGE FORMS <
GREATER THAN 1 MILLIGRAM STRENGT

withdrawal of Approval of Pertinent Par
of New Diug -\pp‘xcax.c‘.s

AGENCY: Foed an
tion, HEW.

ACTION: Notice.

pilg Acminisit

STLIAAR
proval of
anpiicat
;c..“s o:‘

afrengin o

sston of DMrus
(TN

PRI



m

et m e s

|

. sion

s NDA 0-3z2T;

INDa 2-23T:

INDA 291

‘N‘DA 9-372; Riserping tablats:

INDA 2-391: Reserpine

INDA 3-32

FOR © CRTEER SVFORMATION CON-
TACT:

wwiliam 2. Durbin. 2ureau of Druss
(HFD-32). Feed and Drug Admin-
igtrazion, Department of Zealth. =d-
ucation., and Weifare, 3600 Fishers
Lane. Rockvile. MD 20837, 201-+43-
2630.
SUPPLIMENTARY
In a notice of opportt
publishied 2 the FZDERAL DICISTIR of Au-
gust .7, 1076 (3l TR 24805, the Sirector
of the Sureau of Drugs proposed 0 with-
draw approval of thie orai reserpine drug
products lsted beiow, = contain
more han i oI reserpine ner

ZITORMATION:
mity Zor nearinzg

el

milligram
dosage unit. ge announced his conclu-
-haot, although reserpine is effective
for use in hypertension and Ior-psvehf-
atric disorders. In potencies of greater
than 1 muiligtam there 1§ lack of evi-
dence of saféty for these uses. In view of
this, and the availabciiity of reserpine
products in potencies of J.1 muligram (0
1 milligram as well as other products
used for the same indications which have
a wider marzin of safz:y, the Director
cenclucded that the dewn : islk con-

T
i

cr
[}
or
O
]
ls)

bl nie

their con-
requesiée

of reserpine did not justify
tinued markerting. No perscn
a hearing.

«NDA §-il3: 3Zerpasgil tabless; I azd & mIs
Ciha Pharmacetutical Co., DiTision of

-~
(Ba-Ge

mit, NI 0

orTis Sum-

Ave.,

Reserpoid tablets: %
Tpjonn Cs., 7171 Pertage Rd.,
AMI 190002,

mg; The
Xalamoazoo,

d tantiets: 2 and ¢ mel
, Inc., 2.0. Sox 10CO,

Sandml tablews 3 om
& Co.,. 3ox 538, Indiarapolis, IN ¢
Serpanray tadlews: 2, 3.
mg; Pancsar,
Chemicnis, Inc, P.O. 303 150, Zuglewood,
NJ 97531,

.« o=

2,3, 4 and 3
ma Xeith-Victor Phe cal Co., 2503 S
Hanlav Bd., S:. Louds, MC €311+

INDA 3-373; Reserpinie -abie 2, 3.4 2nd 3
mg: U.5.V. Bharmogeutical Céip. 1 Scors-

da.e Rd., Tuckakoe, NT 10707,

tebhlats and capsules:
er Laboruiories, Divi-
% Co., Inc, 233 E. 422

2, 3, 4, and 3 mg: P2

slon of Charles PAzz

St., N7 10017, -

5, Raulen tablets: 2and 4 mg; Lem-
moa Pharztacal Co.. Sellersvilie, PA 18060.

NDA 0-523; Reserpine iablets: 4 mgi Ameri-
csn Poarmacautical Co, P.O. Bex 43,
Pagssic, NJ

Rezerpins tat

naris of the above new drug ab-
i TOT rosernine i po-

TFEDERAL PEGITTIR,
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tencies of I milllgrmm or less are 0¢

afected DYy this notice.

~/DaA 2-520; Zetchum Loberatorics, Izc. 25
Zdison 3%. AmisTrille, NT L1706 lormeriT
Success Chemical Co., was listed 1 error 2
-he Auzust .7, (276 notice =5 approval
<he producss had alreedy neen withdia™
on July 24, 070 {35 T L1029y

Al ‘dantical. related, and simular AT
oroducis. as derfned n Il
the subiact of an approves 2w
olicntion, are covered 2y -ne “applica
tions reviawed and are sudi2ct WO his
notice. ocerson who wishss to deler-
<netier a speciic Jroguet 5 Sov-

5 =otice snould wTie the Tood

AanT

S

g

scémunistrazion, Dhvision of
orug eiing Complianz2 (ErD-310,
S[ureau of Drugs. Neither the noldar of
che azpclications nor any ofhigr Derseh
Sled a —ritien appearance of election 2
proviczd oy said nouice. Taa IaljuTe WO
dle suci AN APPEAraAnce CONSUIIUTRS alec-

L e b

by oo

tion by such tersons net W 2val them
selves of =ite opportunity for a nearing.
Tne Director of the 3ur22u
undar “he Faderal Food Drzg
metic Act (sec. 505, 32 Stat. 1033,
amendad 21 U.S.C. 353)7 :

.

[

o

.

(]

0

©
)

o1

I

and
author:tv delegated to nim (21 CT=
5.87) (recodification publisiied in ne
Tenpzan 2oerstoa of Marea 22, 1977 742

330
contzined
availazie

wera

“t,
et

. finds that new evi
in the ‘applications or
antil after the aponllieaiic
sToroved, evaluated tog
gvidence available when
cations wrerc approved, reveals iz 2
drug oSroducts are not sicw 0 be saie
for use under the conditions of use upsT
the bas's of which the apgplications were
approved. ) N
Therelore. pursuant o tie forego
anding, apzroval of thos2 2aris fe3d
new ¢rig applications providing for
drug oroducis listed atove ard

amenoments and supplements applivic {
therets s withdrawn efdecuve "‘;"‘5 oz}
19%7. e 9,1

Shizment in intersiate commerce O
the apo-e listed producss or of anv iden-
tical, raiated, or similar product, not ke
subiec: of an approved new drug @

cation, will then be unlawiul.
=2: April 19, 1977,
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i addsed T the Food and

isuz frear jhe ma
- impazs on/tbc di

Drug Adofin
the “imndine:
rd” ~lause of section 303{(e) of
Tecenal FTood. Druz, and Cosmelic A
ithe acys -0 remove drug Ifom il
market immediatelr,

trzdion 'FDA) ‘o nvoke
nazard”’

B!
BTy Le

DATZIy The public hewring -
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T2aci ~owT 25 Jactic agidosis ins
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lactic acidosis reporsed Yo FDA T
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drig Wil result i addit :n%de:-.:’;;s i
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26468
" [Docket No. T8N-7154]

ORAL RESERPINE DOSAGE FORMS OF
GREATER THAN 1 MILLIGRAM STRENGTH

Withdrawal of Approval of Pertinent Parts
of New Drug Applications

Correction

In FR Doc. 77-12301 appearing at page
21844 in the issue of Friday, April 29,
1977. on page 21845 In the second column,
the third full paragraph. the date in the
last line should read “May 9, 1977".
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