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1. ICH: Organization of the common technical document for the
registration of pharmaceuticals for human use M4.

2. ICH: The common technical document for the registration of
pharmaceuticals for human use: Quality-M4Q Quality overall summary
of module2 module 3: Quality.

3. FDA: Guidance for industry : Guideline for the format and
content of the chemistry, manufacturing, and controls section of an
application.

4. FDA: Guidance for industry : Format and content for the CMC

section of an annual report.
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