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topical diomthazole dihydrocnloride.
The produc:s have been used for the

prophylaxiz and treatment of athlete’s
{oot.

DATES: Efective date: Juiy 19, 1977,

ADDRESSES: Request foT npinion con-
cerning applicability of notice 0 a jpe-
cific produce: Division of TTuz Labpeling
Compliance (HFD-310). Bureau of
Drugs. Food and Drug Acministration.
5600 Fishers Lane, Rockville. MD 20857.

FOR FURTHER INFORMATION CON-
TACT:

Ronald L. Wilson., Bureau of Drugs
(EFD-32), Food and Oruz administra-
tion. Department of Health. Education.
and Welfare. 5600 Fishers Line. Rock-
ville, MD 20357, 301—442-3630.

SUPPLEMENTARY TIFORMATION:
In a notice (DESI 78189, Docket No. T6N-
0014) publishied in the FzpERAL REGISTER
of Octcber 29. 1976 {41 TR 47378). the
Director of the Bureau of Drugs offered
an opportunity for a hearing on 2 DI~
posal w0 issue an orcder witadrawing ap-
proval of the new drug applications for
the drug products descriced pelow. The
basis of the proposed acton ¥as that the
drugs are not shown o e safe for use.
s 1. Asterol Powder (NDA 7-321),

< 9. Asterol Ointment (NDA 7-319),
and;

- 3. Asterol Tincture (NDA 7-320), all
-containing dizmthazole dmydrochloride;
formerly marketed oy Eoche Labora-
tories, Division of Hoffrmann-La Rochle.
Inc., 340 Xingsland Ave. Nutley, NJ
07110. . -

All drug products that are identical.
related or similar to a drug product
named above, not the subject of an ap-
proved new 4drug applcation. are covered
by the new drug applicaiions reviewed
and are subject to this —otice (21 CFR
410.6). Any person who wishes to deter-
mine whether a specific sroduct is cov-
ered by this notice shouid =Tite the Divi-
sion of Drug Labeling Compliance
(EFD-310), Bureau of Drugs.

Neither the holder of the applications
por any other person filed a written ap-
pearance of election as orovided by said
notice. The failure to file such an appear-
ance constitutes election 3y such persons
not to avail themselves of the opportif
nity for a hearing. .

The Director of the 3ureau of Drugs,
under the Federal Foed. Drug, 2nd Cos-
metic Act (sec. 505. 52 Stat. 1052-1033,
as amended 121 U.S.C. 1557). and under
authority delegated 0 nim 121 CFR
5.31). Snds that new svidence, not con-
tained in the applications or not avail-
able until after the appiicaticns were
approved. evaluared together win the
evidence available when :he applications
were approved, revenls thot the 4rug is
not shown o be safe sor use under the
conditions of use upon t:e pasis of whileh
the applications were appreved. There-
fore, pursuant to the ‘oresoiny Anding,
approval of new drug aooiic 1 U~
pers 7-319, 7-320, 7-321, and 2 anend-
ments and supplements applying thereto,
is withdrawn edeciive July 19, 1977,
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Shipment in interstate commerce of
the above listed products or of any iden-
tical, related. or similar product not thie
subject of an approved new drug appli-
cation. 13 now unlaswful.

Dated: June 27, 1977.

J. Ricuarp CRrROUT,
Director, Bureau of Drugs.

[FR Doc.77-20580 Filed 7-18-77:8:45 am|
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