NOTICZS

“NDA Drug name Appiicant and

7. Ne. aadress
11-382__ Diaioss Plus Capsuies The Stuars Co.,
{0xypOenisatin Diwision of Atias

acetare. dioctyl Chemicat [ndustries,
soutum sudfosuc-

ainate aod sodium

Inc.. 3360 Eust Foot-
hill 3lva.. Pasadeona,

carporymetnyices- Ca 49109,
- ‘niose).
18-982_ _ Noloc Capsules Dumas-Vilson and
- oxrvpoenisaill Co.. Division bai-
: acetate and dloctyt lincxroat C3emicdl
sodium sulfosuc- Worxs, 3600 Norta
cinate). Second 3t.. 3t
Lows, 30O 8347,
W-732.. Isadoxoi Tablets G. 7. darvey Co.,
.0XIVpnemsaun [ne.. -l 3aw
acetate and dioctyt Mill River Rd..
sodium suifosuc- Younsgers, NY 10701,
cinate),
11-040.. Ocrelan Compound  Don 3axter, [ac..

Tablets (oxypoedl-
satin acetate.
dioety! potassiud
suifosuccinate, and
methyicelduiose).

1015 Grandview
Ave.. Glendaie, CA
21201

* In addition %o the above-isted drugs,
all of which involve oxyphenisatin ace-
tate and are for oral use, the naotice of
September 30. 1971. also included two
rectally administered drugs sontaining
oxyphenisatin Jase (NDA's 11-370 and
12-387). In response w0 the notice, in-
formartion concerning the rectally ad-
ministered drugs aas ceen -eceived and
ig peing reviewed. Upon completion of
shag review. the Commissioner's conciu-
sions concerning rectaily administered
oxyphenisatin base will De published
the F=DERAL REGISTER.

_The Stuart Co.. holder of NDA 11-352,
by lester of November 4, 1971. has waived
the opportunity for a hear:s, advising
that the preparation in question no
‘Ignger ~ontains oxyphenisatin acetate.

Mallinkrodt Chemical Works, by let-
ter of Octopber 7, 1971, has waived the
opportunity for a hearing concerning
NDA 10-382, stating that marketing of
the drug was discontinued in 1968.
~ Neither G. F. Harvey Co.. Inc., holder
-0f NDA 10-732. nor any other interested
“person, has dled a written appearance of
election concerning that NDA as pro-
vided by said notice. The Iailure to dle
such an appearance is construed as an

Y

. _ election by such persons not to avail

.. T10-T33 ete.] i ah .

TAIN DRUGS CONTAININ
XYPHENISATIN ACETATE

S of Withdrawal of Approval of

o

[CER

RENew Drug "Applications -*

: aptember 30, 1971, there was pub-
“Babéd in the FepeRaL REGISTER (36 F.R.
Sgw a notice of opportunity for hear-
%%me 10732) In which the Commis-
:slémer’; of Food and Drugs proposed to
{48 4n order under section 505(e) of
’ “Pederal Food, Drug, and Cosmetic
us.C. 355(e)) withdrawing ap-
of  the following new drug ap-
ons; on the FTounds that the drugs
“Ehown to_be safe for use mnder

‘of us€ WpoL

.

'y

el o
the basis of -

themselves of the opportunity for a
hearing. ’

Approval of NDA 11-040. held by Don
Baxter. Inc., was withdrawn August 8,
1971 (36 F.R. 14493), along with a large
number of others involving drugs which
had been discontinued or never
marketed. )

The Commissioner of Feed and Drugs,
pursuant o the arovisicns of the Federal
Food. Drug, and Cosmetic AcC (sec. 305
(e), 52 Stat. 1053. as amended: 21 U.S.C.
355¢e)) and under 2uthorly delegated
to pim (21 CFR 2.120), fnds that new
evidence of clinical experience, not con-~
tained ‘n the new drug apolications or
pot availaple to the Commissioner until
after the apolications were apoproved,
evaluated Gtogether with the evidence
available to aim vhen the applications
were approved. reveils shot the drugs

_are not shown 20 ve safz {or nse under

.’ the conditions of use upon :he basis of

which he applications vers appraved.
Therefore, pursuant %o the foregoing

<=7 finding, approvai of new-drug applica-

FEDERAL REGISTER, VOL. 37, NO. 21-—TUESDAY, FE3RUARY 1, 1972



