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API Name
3.2.S.2.4 Control of Critical Steps and Intermediates


3.2.S.2.4
CONTROL of CRITICAL STEPS AND INTERMEDIATES (API Name; api manufacturer name)
Please refer to drug substance manufacturer, API Manufacturer Name DMF (DMF # XXXX) for Control of Critical Steps and Intermediates of drug substance – API Name.
Please refer to Module 1.4.2. – Appendix 1 for API Manufacturer Name DMF Letter of Authorization (LOA) for API Name.
< If there is no DMF referenced in the section, detailed information should be provided>
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