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Attachment One
PALO-99-03
Clinical & Statistical Study Report: Volume 1.117, page 1
Synopsis: Volume 1.117, page 4
Protocol: Volume 1.118, page 5
List of Investigators: Volume 1.119, page 1
‘Related Publications: Volume 1.120, page 138

Palo-99-04

Clinical & Statistical Study Report: Volume 1.135. page 1
Synopsis: Volume 1.135, page 4

Protocol: Volume 1.136, page 4

List of Investigators: Volume 1.136, page 257

Related Publications: Volume 1.137, page 404

Palo-99-05

Clinical & Statistical Study Report: Volume 1.1536, page 1
Synopsis: Volume 1.156, page 4

Protocol: Volume 1.157, page $

List of Investigators: Volume 1.158, page 1

Related Publications: Volume 1.160, page 146
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Thisis a representatlon of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Brian Strongin
11/1/02 03:52:38 PM
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RESULT OK

f Food and Drug Administration
; Center for Drug Evaluation and Research
Office of Drug Evaluation ITI

FACSIMILE TRANSMITTAL SHEET

DATE: July 25, 2003

To: Craig Lehmann (US Agent) From: Brian Stongin

Company: Heclsmn Healthcare SA Division of Gastroiptestinal & Cozpulation
Drug Products

Fax number: (512) 347-9375 Fax number: (301) 443-9285

Phone number: (512)347-1753 Phone number: (301) 827-7473

Subjent: Approval Lener for NDA 21-372. Enjoy!

Total no. of pages including cover: 16

Comments:

Document to be mailed: OYES BMNO

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED
AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED
FROM DISCLOSURE UNDER APPLICABLE LAW,
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