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Completeness Assessments for Type II API DMFs Under GDUFA
Guidance for Industry’

2019315 MONTIE
Checklist Review

GENERAL INFORMATION

NOTE(S)
I. Subject of the DMF is a single | [ Yes [ No For #1: The DMF is limired to: (i)
APT produced by one one APL although mltiple
manufachuing process. manufacturing sites for a single APl
are permitted when the same process
2. For previously submied Oves [INo is used in each of those sites: (ii) one
DMFs, the DMF holder has manufacturing process, although
subinitted a complete update. certain process altematives/changes
may be permissible with sufficient
3. Provides cument Good Oves O supportive imformation provided.
Manufacturing Practice (cGMP) e L Examples include: validared
Statement of Commitment. reprocess/rework procedures:
micronization leading to different
4. Provides complete name, particle sizes (excluding nano
address, and contact information | [ Yes [JNo particles): addition of a stabilifzing
for holder. agent for stability purposes; and
minor process variation that leaves
5. Designates U.S. Agent for the chemical transformation the
non-U7.5. DMF holders, with [ ves [(ONo [Juwa | same. with little risk to the impurity
appropriate designation letter. profile.
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