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REVIEW OF RESUBMISSION

ve

DATE COMPLETED: 10-23-73 ANDA #: 33-564
. F.R. DATE: 2-12-73

CO. NAME: Delco Chemical Co., @nc.
7 MacQueston Parkway N,
Mt. Vernon, NY 10550

MAME OF DRUG: Trade: Delcobese Capsules, 5 mg., 10 mg., 15 mg., 20 mg.
Generic: Amphetamines
DATE OF SUBMISSION: 8-15-73 Received for review 10-23-73
TYPE OF SUBMISSION: Resubmission
CLINICAL EVALUATION:
1. Review of Studies: For review by the chemist.
2. Review of Labeling:
a) Container labels: Satisfactory
b) Package insert: Revise in accord with labeling guidelines including
the box warning at the beginning of the insert. Again, we are requesting
that the prometional material at the top of the insert listed as
"Supplied In" must be labeled How Supplied and placed in the proper
format as stated in CFR 3.74 i.e., at the end of the insert,

CONCLUSION:

1. The container labels aee acceptable.

2. The package insert must be revised as noted above before approval can be
granted,

RECOMMENDATIONS: The company is to be so natified.

(K Gar
J.R. Carr, D.D.S.
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