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°r 14y 1979 enc Februery 29, 1980 which anended the suppl ot

- Thé sUpplemental spplication provides for revised container labels
{100's) to include dispensing. information.
 We have comjleted the review of this supplemental spplication and 1t is
epproved. (ur letter of February 26, 1976. oetalled the conditions el
relating to the approval of this application. - S )

The waterial submitted is being retained in ‘our files.

S, my
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o M Brktor Lo~
Division of Gemeric Drug Monogrsphs

Office of Drug Monogrephs -
burea of Drugs .

PHI-DO DUP HFD-616 HFD-530
HBehrens (HFD-530) -
HBehrens/MSeife-
ft/mlb/2/10/81. approved
1042&




z11ade1ph1a PA ]9101

CONCLUSIONS: 1labeling is satisfactory for the safe and effective’us
product. C o R :

RECOMMENDATIONS: Approve .supplement S-009.

“ce:dup
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SKEF

a SmithKhne company

SMITH KLINE 6FRENCH LABORATORIES

1500 Spring Garden St., P.O. Box 7929, Philadelphia, PA 19101 « 215-854-4000 . cable SMITHKLINE PHILADELPHIAPA
telex 83-4487
- February 29, 1980
NDA 83-900

Special new drug application

Supplement - changes being effected NDA NO. ] &5 m ‘_35,7//”;/ f
NOA 3UPPL FOR. vzf;ﬁf;/i_ ; /

FDA, Bureau of Drugs

HFD #530; Document Control Room # 16-72

5600 Fishers Lane

Rockville, Maryland 20857 I‘H/’

Gentlemen:

In accordance with 314.8 (d)(e) and in response to the Federal Register notice
of August 25, 1978 ('Prescription Drug Dispensing Container Requirements"),
have enclosed 12 final printed copies of the immediate container label for:

'Benzedrine' (brand of amphetamine sulfate) Tablets, 10 mg.

revised to add '"'Dispense in a tight, light-resistant container."

This labeling will be placed in use in March, 1980.
Sincerely yours,

T F Coacoin

J.F. Cassin i3, iﬁ}
Manager, Re*u}qgory Affalrs

JFC/s1lh

Enclosures

T




‘Immediate container label
'Benzedrine' (brand of amphetamine sulfate) Tablets
10 mg. (100's)

NDA 83-500 ) -
Labelingx . %,d _
YDA No:  FI T meva. ;(‘/70%

Ravieued by:

100 tablets
NOC 0007-3192-20

CAUTION—Federal law prohibi
dispensing without prescripti

Benzedrmg

brand of
amphetamine su@le
Tablets y

i e b W LSRR Div. "fsm“hmme(?otmﬁula " 19101
SRR R R R .

100 tablets
NDC 0607-3192-20

CAUTION-Federal law prohibits
dispensing without prescription,

Benzedrine®

brand of
amphetamine sulfate

Tablets

Smith Kiine &French Laboratories
Div. of SmithKline Corp., Phila,, Pa. 19101

100 tablets
NOC 0007-3192-20 .

CAUTION—Federal law prohibits
. dispensing without prescription.

Benzedn

‘é___ amphetamme sulf é

i Tablets

Kiine &French Laboratories
D‘m of SmthKme Corp., Phita,, Pa. 19101



