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Please ensure the following:

Product dossiers:

1. Dossiers are arranged according to the ACTD format

2. Please adhere to the requirements in the ICH/ASEAN Stability Guidelines
3.    Only Part I and the 8 individual sets of specialist folders are to be provided in hard copy

4.    Part I-IV of the dossier to be submitted in the CD including the full Clinical Study Reports (CSRs) for all trials, in bookmarked format
Additional items to be provided:
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