COMPETITIVE PROBLEMS IN THE DRUG
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5. Mizpoaition of other items: --

8.

4

The word "emphetenine” i to reploce the
gl-prpnetasive desiminticr in rud Jonbels
and lebeling in Yine with the nomenclature
wsed in the Federzl Begister notices.

"Bitheotacelt containirg amphetarine and
dsxtrosryuctarine as phorphates is to ba
delcied a3 of October 3, 1377 or as nath
before that dzie rs stosks muy te exheusted.
Szles and szles potential of the product nre
oo insignificent to verrant reteniion in

the line,

Injeetitle 'Raphetzzine’ Tnasphale 1% iz noh
an prally e@riunistered smphetamine product
enl therefore not subjech o the August 8,

1970 order. i

Mr. ¥oGrew =nd Pr. Head are o make an
fimediste dotermination and recemmendaticn
with respect to the disncsitlon of :
mathemrhetaning-containing produints in Lhe
line,.i.@,, "Eifran', 'Efroxine’. If
retzined on the wmarkel, the labels end
leboling for these products rust be broughnt
into conformity with the provisien of AL,
found on Page 12579 of the Federal Reglister
notice of.August 8, 197C. The oniy guestlon
t5 be resolved by ithe determination and
recormendation of Mr, McGraw and Dr. Head i3
whather to delete these produchs as of
October 8, 1970 or as of Febauary 8, 1971.

II. Requirel Action #2: —-

By Februvary 8, 1971 the Tharmaceutieal Division must submit
in response to the implementation motice of Auguat & rew,
rreviously unsubmitied data including that "from adequate angd
Well eonirolled eclinieal invesvigetiorz”. In suppord of
effoctivenese elaims for 'Riphetanine’, tBivhetanine-1', and
*{onunin' now ruled as “Fossibly Effective” by the F & DA.

Rezpongibility for Action #2 -~ Dr. Aldo P. Trvont

and staff,
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