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Locoid Lipocream

The sponsor has not been requested to submit pediatric studies, but
we are requesting thet the label bear the statement that the safety
and effectiveness in children have not been established, thus
precluding the use in children.
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DEBARMENT CERTIFICATION

The applicant of this New Drug Application certifies that no persons who have been
debarred by the FDA, pursuant to sections 306(a) and (b) of the U.S. Federal Food,
Drug and Cosmetic Act, have been involved in any way with any of the tests (clinical or
nonclinical) described in this Application. No debarred person has been involved in any
way with any of the operations of this Application, nor with the preparation of this
Application.

Dr. A P. Morgenstern
(Signed)

Director Regulatory Affairs
(Title)

Yamanouch Europe B.V.. Trade register Lexden rv. 53775, Estabished at Lexderdorp. The Netherlands



Y amanouchu Europe B.V.
New Drug Application: Locoid Lipocream®

13.0 PATENT INFORMATION

This Section is not applicable to this NDA for Locoid Lipocream®.
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Yamanouchi Europe B.V.
New Drug Application: Locoid Lipocream®

14.0 PATENT CERTIFICATION

This Section is not applicable to this NDA for Locoid Lipocream®.
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