At the time of initial posting on October 29, 2021, individuals using assistive technology may
not be able to fully access the information contained in this document. A fully accessible

version of the document is in preparation and will be posted as soon as it is ready. We regret
any inconvenience that this may cause our readers. For assistance, please send an e-mail to

ocod@fda.hhs.gov and include 508 Accommodation and the title of the document in the subject
line of your e-mail.
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FDA offers this translation as a service to a broad international audience. We hope that you find
this translation useful. While the agency has attempted to obtain a translation that is as faithful
as possible to the English version, we recognize that the translated version may not be as
precise, clear, or complete as the English version. The official version of this document is the
English version.





