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_-= The Feod and Drug Administratan’is
- withdrawing approval of Profenil Tniec-
"Mon, efective March 28, 1977. .o
In z notice ‘ Docket No. 76N-0029) pub-
Hisned in the Fzperal REcISTER of Febru-
“mry 27,1976 (41 FR 3522). the Director of
"“the Bureau of Drugs offered .an oprdr-
- tunity for hedaring on hais proposal to
... Issue an order withdrawing approval of
.~ ;the foilowing drug product: - ’
/* “*NDA 5-395: that part of the NDA per-
___taining ‘o Profenil Injecticn. containng
- - alverine hydrochlorice as.:he active In-’
<, gredient and urethan as an inactive -
-~ gredient. The product is Do longer
= marketed. The NDA holder is Chemicak
.. Management  Services. Division  of.
+~ Chemetron Corp.. 111 €. Wacker Dr.,
*; Chicago. IL 60601. ‘ e
~The basis of the propesed actict was
“¥hat the drug product has not been shown-
- to. be safe for use because of the car-
“cthogenic nature of urethar. which is one
*_of the product’s inactive components. » -
. ’All drug products that centain urethan
_as either an active or an iractive m-
gredient or that contain an ingredfemt.
related or similar fo urethan are subjeet
#to this notice (21 CFR 310.6). Any per-?
<san who wishes to determine whether 8
“ specific preduct is covered by this notice -
.~ should wTite the Food and Drug Adminis
X tration. Bureau of Drugs,’ Division o
ZzDruz Labeling Cormpliance (EFD-310),
#5800 Fishers Lane, Rockville. MD 20857, *
3 Y'Neither the holder of the application
. Tnor any other person fled a written ap--
“_pearance of election as provided by said
“potice. The failure to file such an ap-’
_pearance constitutes election by such
- persons not to 2avail themselves of the.
. opportunity for nearing. - "
JThe Director of the Bureau of Drugs.
- pursuant to the provisions of the Ped-’
" eral Food. Druz, and Cosmetic Act (sec.
=585. 52 Stat. 1052-1053. as amexnded 21
YU.S.C. 355)) and under authority dele-
‘gated to him (21 CFR 3.31) irecodifca-
tion published in the FE3ERAL REGISTER
of June 15, 1976 41 FR 24262)), finds
that tests oy methods not deemed rea-
sonably applicable when the application
_was approved. evaluated together with
the evidence available when the apph-
_cation was approved, reveal that neither
Zthe drug product nor its inactive com-
“Tponent urethan is shown to be safe for
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