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1 INTRODUCTION

This memorandum is written in response to a request from the Division of Cardiovascular and
Renal Products for a proprietary name review of So-Aqueous.

2 DISCUSSION

During the initial steps of this proprietary name review, DMEPA identified concerns that the
proposed proprietary name “So-Aqueous” could be misieading for the following reasons:

-

A

Thus, we object to the use of the proposed proprietary name, So-Aqueous, for this product for the
aforementioned reasons. Our objection to the name was communicated to the Applicant via a
telephone call on May 18, 2009.

3 CONCLUSIONS AND RECOMMENDATIONS

The Division of Medication Error Prevention and Analysis objects to the use of the proposed
proprietary name, So-Aqueous, because it may be misleading and is error-prone. Therefore, we
will not proceed with a full review of this name. The Applicant may submit an alternate proposed
proprietary name for the drug product, Sotalol Hydrochloride Injection, for our review and
comment.

If you have any questions or need clarifications, please contact Sean Bradley, OSE Project
Manager, at 301-796-1332.

' Definition obtained from the MediinePlus: Medical Dictionary at: http://www2.merriamwebster.

com/cgi-bin/mwmednim?book=Medical&va=aqueous. Accessed on F ebruary 3, 2009.
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