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Riohnoad, mginu
Gentlemen: - Attention of Wr, ¥, O, Cempbell

We have your epplication dated September 10, addressed
to the Administrator under section 505 of the Food, Drug, send
Commetic Act with respect to the new dmg "Bontulfoid ® which |
you previcusly proposed to eall | Pm‘m
vith respect to Bensulfolid wes tum the Adninistrator on
September 1l.

Consideration of the application has been completed. It
has been concluded that no order will issue under section 505{(d)
of the Act t refuse to permi¥ the applicstion to become effective.

Your attention 1s directed to section 505(e) of the Act,
which provides for the suspemsion of the effectiveness of an ap-
plication if further experience and tests with the article show it
t¢ be unsafe for use or if it is found that the applicetion cone
taine any untrue etatement of & material fact.

Your attention is directed also to section 301{1), prohibite
ing the use on the labeling or in any advertising of any stateuent
to the effect that an epplication with respect to this drug is ef-
feative under section 505 or that the drug complies with the pro-
visions of that section.

‘The effectivensss of this epplication under section 505 in

no way relieves you of the necessity of complying with the require-

wents of all other provisions of the Act espplicable to the prepare~
tion,

Very truly yours,

Jdo Jde Durrett
Acting Commissioner ef
Food and Drugs

cc ED Balt with cy labeling
cec Gen Counsel with cy "

\,C DT"'J{., Div
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8 & Compeny, Ima.
16 K. 22nd Stree

Bichmond, Virginia
Gentlemen:

We have your application dated
the Administrator under section 505 of
Cosmaetic Aet, with regpect to the new drug

—m
In ordnr to aonplets this appuoaﬂou vi.th rupuot to

13, addressed to
and

information has been provided the spplicstion may not be fﬁ.u!
with the Aduinistrstor for copsideration.

xtnxmumoubmuummmoxm- vy

emigg tymtmsmmhmwm
section 502{a) of the Act and the regulatione thersunder.

Atthttluyoumphtethuuwuuﬁenw&thrmth
section 505(b){(4) of the Act, you should sleo submit five copies
of appropriately revised labeling for the preparation.

Very truly yours,

o0 é,—-‘. .-“‘;'.7 ’ J. J- Durrett
PR ek 7y Q Aoting Commissioner of
SRR E G w g Food and Drugs





