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® Introduction & Overview of CTD: ASEAN & ICH (o $2T119)
® Pharmaceutical Chemistry Overview (drug substance/ formulation science/ manufacturing/ QA/ QC/
packaging science) (@ ‘l?’ﬂm)
® Application of Quality Part: ASEAN Common Technical Requirements (ACTR) and Related
Guidelines: ICH/'WHO/EMA/US FDA
O Drug Substance
® S| General Information, S2 Manufacture, S3 Characterization (& %Tm)
® 54 Controls of Drug Substance, S5 Reference Standard of Material (o %’ﬂm)
® 56 Container Closure System, S7 Stability (o ‘l?ﬂln)
O Drug Master File (DMF) & Certificate of Suitability (CEP) (0.& ¥139)
O Pharmacopoeias Overview (o0.& %’ﬂm)
O Drug Product
®  P] Description and Composition, P2 Pharmaceutical Development (lo ‘I?’JTJJQ)
B p3 Manufacture (lo ﬂ?’ﬂm)
® P4 Controls of Excipients (o i}'ﬂm)

B p5 Control of Finished Product (lo ‘ﬁ"ﬂm)



B p6 Reference Standard of Material, P7 Container Closure System (@%Tm)
" pg Stability (o %31119)
® P9 Product Interchangeability Equivalence Evidence (lo ‘ﬂ“ﬂm)
® Application of Non-clinical Part: ASEAN Common Technical Requirements (ACTR) and Related
Guidelines: ICH/WHO/EMA/US FDA (o %1113)
® Application of Clinical Part: ASEAN Common Technical Requirements (ACTR) and Related
Guidelines: ICH/WHO/EMA/US FDA (o ¥2T13)
® Development of Package Insert and Patient Information Leaflet (o ‘ﬁ' 1T19)
® Development of Risk Management Plan (lo ‘i;”ﬂm)
® Quality Assurance of CTD and Data Integrity (m‘}"ﬂm)

e CTD Publishing and Submission (o ¥2T119)
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