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ATTENKION,
T Forward original of pub}jcati nlont roval letter has been issued and the date of
approval has been erfefe
TYPE OF APPLICATION M CATEGORY ]
SUPPLEMENT ABBREVlATEO SUPPLEMENT
[JorteinaLnoa  [J 070 00 RIGINAL noa Jr1o anoa XXHuman ] veETeRINARY

TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME (if any) OF DRUG

(amphetamine sulfats)
shenassripe A 7

tablet

HOW DISPENSED

XX rx

Cldorc

ACTIVE INGREDIENT(S) (as declared on label.
declared on label.)

amphe'tamine sulfate, 5 mg. and 10

List by established or nonproprietary name(s) and include amount(s), if amount is

mg.

(3
NAME OF APPLICANT (Include City and State)
Smith Kline & French Laboratories
Philadelphia, PA 19101
PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY
amphetamine
i COMPLETE FOR VETERINARY ONLY
ANIMAL SPECIES FOR WHICH APPROVED
COMPLETE FOR SUPPLEMENT ONLY
CHANGE APPROVED TO PROVIDE FOR
FORM PREPARED BY
NAME DATE
' - pdjarski )
N~ FORM APPROVED BY
NAaME j]meyer DATE / .
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PREVICUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.




Acting Dlrector - ‘ June 18, 1973
Offlce of Scientiflic Evaluation

Thru: Dlrecter
Divislon of Actlons Implementation, DESH

-

Acting Director
Division of Neuropharmacological Crug Products

Proposal to Transfer Single Entity Amphetamine and Dextroamphitamine
NDAs to DESI: ACTICN MENORANDUM

FACTS

¥é are recommonding the transferring of some 27 single entlty amphetamine
and dextroanphetamine HCAs (List attached) to the Division of Actlons
Irplerentation, DESI, since the 2/12/73 Federal Pealster Announcement
(attached) now requires AiiDAs for these products. All of thase NOAs

have been resubmitted since 2/12/73,

it would appear that for consistency of pollicy DESI should handle all
of these products togather. DES! now has pending 10-12 of these type
products submitted since, 2/12/73, some of which have been submitted

by firms that also have different dosage forms now panding In DNCP.

Yo have talked with Jack tMeyer and he Is agreeable to such a transfer.
The applicants would have to be notified and a new ANDA number assigned
to each.

Barrett Scovllie, M.D.

Concur Honconcur Pate
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