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the Tommissioner of Food and Drugs (21
CFR.2.120).
Dated: July 11,1972,
; : Saw U. Five, T
Assovinte Commisitimer
for Compliance.
|FR Doc.72-11720 Filed %-I7-72;8:48 am}

{ DEST 1217T]

COMBINATION DRUG CONTAINING
METHSCOPOLAMINE RESIN AND
METHAQUALONE RESIN

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
has evaluated a report received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the foliowing anticholinergic-
sedative drug:

Dimethacol Capsules containing meth-
scopolamine resin and methaqualone
resin (formerly called Akalon-T ‘5’ Cap-
sules and Akalon-T ‘10" Capsules);
Strasen=uigh  Laboratories, Division
Pennwalt Corn., 755 Jeflerson Road,
Rochesier, N.Y. 14623 (NDA 12-17T).

Such drugs are regarded as new drugs
(21 US.C. 321(p)). The effectiveness
classification and marketing status are
descrited below.

A. Effectiveness classification. The
Food and Drug Administration has con-
sidered the Academsy’s report, as well as
other available evidenee, and concludes
Yat this combination drug is possibly

rertIvR tor ite Inbeled indieaiions,

18, Siarketing starws. Marketing of
such “rug with labelng which recom-
mencs or sureesis its use for indications
for which it has heen classified as possi-
bly efective may ke continued for 6
months as described in paragraphs (d),
(e), and (f) of the notice “Conditions for
Marketing New Drugs Evaluated in Drug
Efficary Study,’” published in the FeprraL
RezcisTER July 14, 1970 (35 P.R. 11273).

A copy of the Academy’s report has
been furnished to the firm referred to
above. Communications forwarded in re-
sponse to this anhouncement should be
icentifled with the reference number

ST 12177, directed to the attention of
the sppropriate office listed below, and
addressed to the Food and Drug Admin-

Md. 20852:
Surplenents (identify with NDA number):

" [FR Doc.12-1172

NOTILES

Commisstoner of Fnod and Druegs (21
CFR 2.120).
Deted: July 11, 1972,
SaM L. FINE,
Assuareie Comiindasinngr
for Conzpliance.
1 Flled 7-27-72:8:48 ain]

[DESI 12383}

COMBINATION PREPARATION CON-
TAINING PROBENECID AND COL-
CHICINE

Drugs for Human Use; Drug Efficacy
Study Implementation

The Fcod and Drug Administration
has evaluated a report received from the
Mational Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, on the following drug:

ColBenemid Tablets contalning pro-
benecid and colchicine; Merck Sharp &

Dohnie, Eest Point, Pa. 19486 ‘(NDA
<12-383).
gs are regarded as new drugs

(21 US.C. 321(p)). Supplemental new-
drug applications are required to revise
the labeling in and to update previously
approved applications providing for such
drugs. A new-drug application is required
Irom any person marketing such drug
without approval.

A, Effectiveness classification,
Food and Drug Administration has con-
sidered the Academy’s report, as well as
other available evidence, and concludes
that brobenecid with colchicine is effec-
tive for ihe.ireatment of chioanic.gouly
arthritis when compiicaied by frequent,
recurrent, acute attacks of gout.

B. Conditions for approvui and mar-
keting. The Food and Drug Administra-
tion is prepared to approve W
gew-drug applications and abbreviat
Supplements 0  previously approved
new-drug applications under conditions
described herein.

1. Form of drug. Probenecid with col-
chicine preparations are in tablet form
suitable for oral administration.

2. Labeling conditions. a. The label
bears the siatement, “Caution: Federal
law prohibits dxspensmg without pre-
scription.”

b. The drug is labeled to comply with

istration, 5600 Fishers Lane, Rockville, |"all requirements of the Act and regula-

" tions, and the labelfnz bears adequate

information for safe and effective use

the appropriate office listed bLclow.

"\
The~

15189

of safetv prioer to Qctober 10, 1652
submission of & suppiement for rovised
labeling and an abbrevisted subplement
for updatine infarmation n< deverined in
paragrapns (2) (1) (1) and u) of oz
notiice of Juiy 14, 1950,

b. For any person who does not hold
an approved or effective new-dirug ap-
plication, the submiscion of an ghbre-

. the

viated new-drug application as described

in paragrapbh (2) (3) d) of that notice.
¢. For any distributor of tire drug, the

use of labeling in accord with this an-
nouncement for any such drug shipred

within the jurisdiction of the Act as ce-
scribed in paraeraph (b) of that notice.
A copy of the Academy’s report has

been furnisiied to the firm referred lo

above. Communications forwarded in re-

sponse to this announcement shouwld be

identified with the refercnce
DESI 12383, directed to ths

number
attention cf
and
addressed to the Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville,
Md. 20852: N

Supplements (identify witk NDA number):
Office of Scientific Evaluation (BD-100),
Bureau of Drugs.

Original abbrevialed new-drug appiicalions
({dentify as such): Drug LEficacy Siudy
Implemnentation Project Ofice (3D-03;,
Bureau of Drugs.

Request for the Academy's report: Drug Ei-
ficacy Study Information Control (BD-G7),
Bureau of Drugs.

All other communications regarding this an-
nouncerment: Druz Efficacy Study Imple-
mentation Project Office (BD-60),.Bureau
of Drugs.

This notice is issued pursuant to p!a-
vistong of the Federal Food, Drug,
Cosmetic ACE (Secs. su2, Luh, Py .
1050-53, as amended; 21 U.S.C. 352, 233)
and under the authority delr -aated fo the
Commissioner of Food and Drugs (21

CFR 2.120),

Dated: July 11, 1972.

SaM D. Frye,
Asscciate Commniissioner
for Comglianc?,
[FR Doc.72-11723 Filed 7-27-72:8:48 am]

[DESI 5207)
PARENTERAL MERCURIAL DIURETICS

Drugs for Human Use; Drug Efficacy

Study Implementation
The Food and Drug Administration

has eveluated reports received from the

) “ i o oy i National Academy of Sciences-Mational
Glsce of Scientific Evalustion (BD-100), of the drug. The “Indications” section is M

e Research Council, Drug Efficacy Study
Bureau of Druzs as {ollows: N Gror the foslamine o] et
Grieinz) paw-dris applications: Ofice of IxprcaToNs roup, on the foilawing mercurinl dt
Scientific Evaluaiion (BD-100), Bureau of For the treatment of chronic gouty arihrt- IC‘\'lloé par en't;,‘; al I"l;" tabl atainine
Drogs. tis when complicated by frequent, recurrent . Cumertilin Injectable, containing

mercumatilin; Endo Laborateries, Inc,.
subsidiary of E. I. du Pont de Nemours &
Co.. Inc., 1000 Stewart Avenue, Garden
City, N.Y, 11530 (NDA 7-519).

2. Thiomerin Injection and Thiomerin
Lyophiized Powder for Injection, con-
taining sodium mercaptom':rm Ww“«
Laboratsries, Division 4 - E
Products Cc"‘. "f?t 0
= le-lc‘phx L1l

. J

Requests for the Academy's report: Drug
Emficacy Study Information Control (BD-
67), Bureau of Drugs.

All other communications regarding this an-
nourcement: Drug Effieacy Study lmple-
mentation Project Ofiee (BD-60), Bureau
of Drugs.

scute atiacks of gout.

3. Marketing status. Marketing of such
drugs may be continued under the con-
ditions described in the notice entitled
“Conditions for Marketing New Drugs
E‘aluated in Drug Efficacy Study.” pub-

Txis nelice is issued pursuant to pro- Lshod in the Frovzar RocisTza, July 14,
visions of the Federal Food, Drug, and x910 35 F.R. 1127, as Joilows:
Co:xeiic Ach isecs. 382, 303, 52 Siat. a. for Loiders of “deemed aPJ‘O‘Ed'
1i50-53, az amended; 21 T.S.C. 252, 353 new-i izesilons e, ga annlica-
nr 3 mder rhie puthonty dejegated 1o the  tion whith hoeame offersive on the basis
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