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BRUG PRODUCTS CONTAINING DIPYRONE_';
thdrawal of Appmval of New Drug

e

Applications i
- Food and Drug admxmstra—
ON Notice. T,

Y. This notice withdraws ap-
drug applications

... The drug producrs have been
ettt

but they are not
hshowntobesaferoruse.

OATE: Effective June 27, 1977.

ﬁ;n::ss Requests for opinion of the
bility of this notice to a specific
-product should be directed to the Divi-
adonx of Drug Labeling Compliance (EZFDC—
‘810), Bureau of Drugs., Food and Drug.
Acknmwtration, 5600 Fishers Lane, Roc.k~ :
’vme MD 20857.

tron F’U’RT‘“"‘.-HR INFCRMATION CON—

L. Wilson, Bureau of Dmgs
(HFD-32), Food and Drug "Adminis-
tration, Dena.rr.ment of Health, Educa~'
: ‘Hon, and Welfare, 5600 Fishers Lane,
s Roekville, MD 20857, (301-443-3650%.

MENTARY INFORMATION: In
i--trotice (FDA Docket No. T6N-0311>
published in the FEDERAL R=GISTER of
Septe:nbev 3. 1976 (41 FR 37386), the
" Director of the Bureau of Drugs oﬂered
fan opportunity for a hearing on a pro-.
- posal to issue an order withdrawirg ap-"
= proval of the ND#'s for the drug prod-
~ et “Jescribed beldw. The basis of the
wmopoaed action was that the drugs are:
ﬂotshcwn tobesatefo:use. .
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30821 NOTICES
NDA No. Drug name Firm naoe
¢ 16-13%  uzone clipyrone! taviets. . ... UTmnc Pharmacal Co., 1100 Harmon P, Minneapolis, Mlno
oK.
. 18- 57 Pyeigin clpyYrone e oen ~w \=o Luborotoriea, Inc., F.0. Bor 00, Missouri City, Tes
16-017  Prraain clipyrones ceenott..- it “\aurry Dlologieat Co., Ine., 510 Jouth Western Ave.,

[m Angnlea, Calil.
Sueaen Laborstores, Inc.

Yo,
Do,
""m‘n(h

vlipyrone: .:uvw'hmu
methane dipyopne:

{1en,
treptemp dipytose! K

T

e,

Da.

Peptamp clpyTORN:
ssovaindlint clipyroner

fie L s ok B,

Ttk Luburatnnez, Tnc., ©.0. Dot ond, Greenviiie,

. Do.
Wintlirop Laboratories, 20 Park Ave., New York, N

T IS T

Pavannn Labarntories, ive. Division

Tintdips Rowinne,
Cuintnbuy, Dhio wilis,

5.C.

e o

D 1LY

Novaidia clpyrone Do.
_____ A0 - e e eeemn e e an -mu am Charmaceutical Co.. e, 1310 3¢ Donuld Awva.. Brook-
Y.L
TSRS U [ FUSPNPUSRPRPP RS S Hiverssareer Laboratories. ITne. aubsidicrs of Tliromailoy
Amerienn Corp., 5100 Weat Betniany Lome Hd.. slenduie
Ariz, Sasot.
J L R A IV mm.u.eul ieais Corp., 1 Jearsdale Rd., Tuvi.ice. NUYL
uInT.
16-.%0  Nuarone udipyrone inlectivit. ... T "'h armacal Co. ”

All ¢rug products that are identical. showing there is 2 zenuine and 3UTsan-
related. or similar 20 3 drug producs tial issue of fact requiring a hearing:
named asSove. not the subjecs Of an ap- Therefore. under the Federal Food.
proved naw drug application. are cov-  Drug, and Coe'u-,.c AcT 32C. -JC--p\' E
ered br ne NDA's review ed and are Stac. 1053, as amended (21 U.S.C. 2350e:
subject 0 this notice fas specified in 21 and under authority delegated 0 she

CFR 2.).3%. Any person wvno wiskes
to determine wnether a specific croduct
is coversd by this notice ould write

sf Drug Labeiing Com-

to the =

on

pliance - 10). Bureau of Drugs, at
the adr‘ - above.

Tn res:onse to the Sentember 3, 1978

notice :‘zo drms submitied requests Zor

: requesis ior 2o axrension

ort:h: data. The Focd

nistration ce*‘w'J both

L.E

XL SIOR of uh..e.

oth-:r. Sa
t :o submit
ses that ¢

_00 and. uer e:ore its
Z is Qenles
dled 2 rvric:en ar-

pearar::‘ 3-:‘ el ef‘"on as pro"*der‘ by said
notice. The failure (o fle such an ap-
pearant? constitutes election by such

persons 1ot 0 avail themseives cf the
oppor'f_:“.it:: for a hearing.
Win E ‘oduc.s. though not elect-

ing o a hearing Ior its :)rod..,.
did =« an exiension of tim to £ le
a hea "\.esL and ~\.n'1‘1t*ec a pub-
listied s to demonsiraie e sal I
dipyro:*.e. T'. e requesr. for an ext

as g i 'u*a e s

of tima w
jewas and found ¥ ‘0 be

Jeuw issue Ol “he oasis of

niaining diprs

'e‘e'.'anr.
nich
-one

to the

products cor
:‘*.drn\\ n.

n"t

avalii-

proved.
denc2 &
wera 4l

_‘ro‘.e'.l. the Comuissiondt
Feod Drugs finds that such drugs a
rave not been shown Lo pe safe [OT Usea
upon Site busis of vm(_n Sie aponealions
wers RNrov ed Fu crimore, he has de-
tahoratores has

and

Lo & requireing of 21
. ‘bd vy '\oL sl gaca and
requiest

SN ¢ Qo )L,orf of its heaniny

117 —FRIDAY,
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Commissioner (21 CFR 3.1), the Teques’
for. 2 hearing is de:\;ec apd approval o
the NDA's providing for the druzg 3roc

uets named above. and ail amendment
and suppiemnents n"p-y"v tharero.
withdrawn effective Jur ne 27, 1977,

Shipment in intersiaté commerce 92
the above-listed products or of any iden
tical. related, or similar product, 1oL
subject of an approv ed NDA. will the
he unlawiul.

Dated: June 7, 1977.
- SHERWIN GARDNIA.
Acting Commission
Food and :) Lys.
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