<?xml version="1.0" encoding="UTF-8"2>
<!DOCTYPE fda-regional:fda-regional SYSTEM "../../util/dtd/us-regional-v2-01.dtd">
<?xml-stylesheet href="../../util/style/us-regional.xsl"™ type="text/xsl"?>
<fda-regional:fda-regional dtd-version="2.01"
xmlns: fda-regional="http://www.ich.org/fda"
xmlns:xlink="http://www.w3c.org/1999/x1link">
<admin>
<applicant-info>
<company-name>Mallinckrodt Inc.</company-name>
<date-of-submission>
<date format="yyyymmdd">20140825</date>
</date-of-submission>
</applicant-info>
<product-description>
<application-number>021011</application-number>
<prod-name type="established">RoxicodoneA® (coxycodone hydrochloride)
Tablets, USP 5 mg, 15 mg, and 30 mg</prod-name>
</product-description>
<application-information application-type="nda">
<submission submission-type="other">
<sequence-number>0006</sequence-number>
</submission>
</application-information>
</admin>
<ml-regional>
<ml-l-forms>
<ml-1-2-fda-form-356h>
<leaf ID="ae%a%3a87e7ed%e8c2cl1751092da38711"
checksum="£916b3cc3d567f48ae29745b37b0379%c"
checksum-type="md5" operation="new"
xlink:href="form-356h.pdf" xlink:type="simple"
xmlns:xlink="http://www.w3c.org/1999/x1link">
<title>FDA Form 356h (0006)</title>
</leaf>
</ml-1-2-fda-form-356h>
</ml-1-forms>
<ml-2-cover-letters>
<leaf ID="a78c46f6b3d2515d976873cf311c8e066"
checksum="36e96bd886d54333dac592295586cd4b™
checksum-type="mdb" operation="new"
xlink:href="cover.pdf" xlink:type="simple"
xmlns:xlink="http://www.w3c.org/1999/x1link">
<title>Cover Letter 0006</title>
</leaf>
</ml-2-cover-letters>
</ml-regional>

</fda-regional:fda-regional>

MNKOI 0002326943



