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- Revision of Q&As for the Electronic Submission of Individual Case Study Reports (E2B (R3))
« Revised recommendations on Electronic Transfer of Regulatory Information (ESTRI) (M2)
- eCTD v3.2.2 Q&A and Specification Change Request Document v1.31(M8)
- eCTD v4.0 Implementation Package v1.2 (M8)
- eCTD v4.0 Specification for Submission Formats for CTD v1.2 (M8)
- eCTD v4 Q&A and Specification Change Request Document v1.2 (M8)
- Q&A on Nonclinical Evaluation for Anticancer Pharmaceuticals (S9) : April 2018|ZEF=#&E?
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- Biopharmaceutic Classification System-based Biowaivers (M9)
- Elemental Impurities: Revision to cadmium inhalation Permitted Daily Exposures (Q3D (R1)) : May 2018|c EFH&ER
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- Analytical Procedure Development and Revision of Q2 (R1) Analytical Validation (5 #rERIFEQ2 R1) &/ N F—
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+ Drug Interaction Studies CE¥B E/FFAEER) (BARFHAISX S125RE)
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