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DEP.-'U TENENT OF D ALTH, ECAUCATTINN, AL ‘_"'-’i.[.f—a'\nla
PULLIC HEALTH S8R R )
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KpA  11-53875-004

APR 761971

scransenbursh Laborateries
Division of Penwalr Cozmpany
Attention: W,P, Nead, Jr., 1D,
P.0,Lox 1710

tochester, Hew York 14003

Conllemen:

Reference is mude to vour supplemsntal new drug application of
Qeteber 7, 1370 svinmitted pd1°v:v_ to zection 505 (L) of the
Fedexal Food, Druz, and Coswetiz Act for Biphetamine-T. (d-anphe~
tamine, dl-nmphhtaminc and mcthaqunlonc) caprules,

The supplepenta 1 applicaticn provides for labeling revised in accord
vith the Federal feeister SCatepent of fng —ust &, 1970,

We have coacluded eur vevicw of the subunitted labeling and fivd %t
jnadequate to provide for safe wse of the drug,  Accordingly, ve
recommend that the labeling be reviced substantially as representad
by the following sugpested laboling:

aita

Biphetomina-T: - Proponad Lobaling:

VIEW OF T
DEVtLorr o, 1
CAUTIG! ASD O4LY FOR LIVITED
RI D"C”IO‘ PRDOALS.

VI ET.\l a:-l

ERICDS OF TIME-IK WEIGHT

Piphetanine- ' Biphetamina-
p-12y T-20 _
Eaeh capsule contains caticnic Each copsule contains cationic
resin complexes equivalent to: resin corplexes cquivalent Lo
Zramphctamine 6.25 r*f:fi‘ Ceamaheotomine 10 mgo.
e lanhetanine 6.25 mg.w>  £27 fphecanine 10 g,
Tuazole Tuanole
(ncthagualone) 40 g, {ncthagualone) 40 wg.

The Empirical Formula of methagualone is 2 methyl-3-0-tolyl-
4 (31 ~quanazoline,




