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NOTICES

DEPARTMENT OF HEALTH,
" EDUCATION, AND WELFARE

Food and Drug Adminjstration

[DESI 10866; Docket No. FDC-D-363; NDA
10-866, etc.]

CENTRAL PHARMACAL CO. AND [}

MERRELL-NATIONAL LABORATORIES

Neoparbel Tablets and Tace With
Ergonovine Capsules; Notice of
Withdrawal of Approval of New-
Drug Applications

On October 5, 1971, there was pub-
lished in the FeperaL REGISTER (36 F.R.
18418) a notice of opportunity for hear-
ing (DESI 10866) in which the Commis-
sioner of Food and Drugs. proposed to
issue an order under section 505(e) of
the Federal Food, Drug, and Cosmetic
Act (21 U.8.C. 355(e)) withdrawing ap-
proval of the following new-drug appli-
cations in the absence of substantial evi-
dence that the drugs will have the effect
they purport or are represented to have
under the conditions of use prescribed,
recommended, or suggested in their
labeling:

1. NDA 10-866, Neoparbel Tablets
(pamabrom, pyrilamine maleate, homa-
tropine methylbromide, hyoscyamine sul-
fate, scopolamine hydrobromide, and
methamphetamine hydrochloride) ; Cen-
tral Pharmacal Co., 116-128 East Third
Street, Seymour, Indiana 47274.

2. NDA 11-444: That part of the NDA
providing for TACE with Ergonovine
Capsules (chlorotrianisene and ergono-
vine maleate), Merrell-National Labora-

tories, Div. of Richardson-Merrell Inc.,

110 East Amity Road, Cincinnati, Ohio
45215, formerly the Wm. S. Merrell Co. -

The Merrell-National Co., by letter of
October 26, 1971, voluntarily requested
withdrawal of approval of that portion
of their NDA pertaining to TACE with
Ergonovine, and thereby waived their op-
portunity for a hearing, stating that the
product is no longer marketed.

Neither Central Pharmacal Co., the
holder of NDA 10-866; nor any other in-
terested person has flled a written ap-
pearance of election as provided by said
notice. The failure to file such an appear-
ance is construed as an election by such
persons not to avail themselves of the
opportunity for a hearing. .

The Commissioner of Food and Drugs,
pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 505
(e), 52 Stat. 1053, as amended, 21 US.C.
355(e)) and under authority delegated
to him (21 CFR 2.120), finds on the basis
of new information before him with re-
spect to each of said drugs, evaluated to-
gether with the evidence available to him
when each application. was approved,
that there is a lack of substantial evi-
dence that each of the drugs will have
the effect it purports or is represented to
have under the conditlons of use pre-
seribed, recommended or suggested in the
labeling thereof.
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Therefore, pursuant to the foregoing

findings, approval of NDA 10-866 and
that part of NDA 11-444 pertaining to
TACE with Ergonovine Capsules, and all
amendments and supplements thereto, is
withdrawn effective on the date of pub-
lication hereof in the FEDERAL REGISTER
(3-30-72).

Dated: March 20, 19’1 2.

SAM D. an,
Associate Commisgioner

[FR Doc.72-4829 Filed 3-29-72:8:50 aml

., [Docket No. FDC-D-462]
DIAMOND LABORATORIES, INC.

Penlclﬂmk__s_tgg_p__m:_m,y_gn, Vitamins
Preparations; _Notice of TUgs

Deemed. Adulterated

An announqement concerning the pro-
ductions Vistrepcin and Vistrepcin 56X
was published the FEDERAL REGISTER
of J 23, 1970, (35 F.R. 11825, DESI
018 zl'h anyouncement set forth
the dings of the Food and Drug Ad-
ministration followihg evaluation of re-
ports received’from the National Acad-
emy of ScleRces-Nitional Research
Council, Drug Effcacy Study Group, that
the drugs are probably not effective for
their intended use'as a water dispersible
antibiotic-vitamin powder for enteric in-
fections in calves and swine or for con-
plicated chronic respiratory disease and
blue comb in turkeys aqd clickens. .

Said announcement® informed the
manufacturer and all interested persons
that such drugs to be marketed must be
the subject of approved new:animal drug
applications. Diamond La.boratories, Inc.,
Post Office Box 863, Des Moines Iowa
50304, manufacturer of the above-listed
drugs, did not respond or submit new
animal drug applications for the a,bove-
named ‘drugs.

Based\ on the foregoing, and on the
informatipn befoye him, the Commis-
sioner of Food ayd Drugs concludes that
the above hamed drugs are adulterated
within the meapfiing of section 501(a) (5)
of the Feder: ood, Drug, and Cosmetic
Act, in that tAey are not the subjects of
a.pproved new mal drug applications
pursuant to Sec on 512 of the act. There-
fore, notic
oratories,
sons, that all stole of said drugs within
the jurisdiction ofi\the act are deemed
adulterated within the meaniiig of the
act and are subject td appropriate regu-

iven to Diamond Lab-

. latory action..

This notice is issued pursuant to pro-

c a.nd to all interested per--

visions of the Federal Food, Drug, and

Cosmetic Act (sec. 501(a)(5), 512, 52
Stat. 1049, as amended, 82 Stat 343-51;

121 U.8.C. 351(a) (5),, 360b) and under the

authority delega,ted to the Commissioner
(21 CFR 2.120).

Dated: March 23, 1972,

Sam D. FiINE,
Associate Commissioner
© Jor Compliance.

[FR Doc.72-4833 Filed 8-20-72;8:60 am]
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