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CTA amendment & PAC Procedure

Process to report Master File (MF) change/DMF/ASMF amendments
The infarmation below is as per SME(subject matter expert)

China does have DMF system for AP, excipients and packaging material. Although no specific DMF changes are listed in the regulations, Article 19 of Source 1D 8367 r
approved as part of a drug registration {"active’ DMFs).

Article 19

record before implementation, or report

it. The MAH registrant shall timely update the change information on the registration platform. Before the change is implemented, the API registrant shall prompil
study the degree of risk that the change may affect the pharmaceutical preparation’s quality, file a supplementary application for the change, file it on record, or re
procedures yet, the API registrant may update the relevant information via the registration platform on CDE website anytime

PAC Relevant Procedure
Provisions for Post-approval Changes of Drugs (Trial) Source ID 8367 -Appendix 1

n the case of changes in APIs that have passed review and approval, the API registrant shall first determine the change management category according _
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Source ID : 9977, 9110 T. Fv— bZiLK

Changes in the CTD sections ( 3.2.5.2,3.2.5.3 and 3.2.P.2,3.2.P.3,3.2.P4 and 3.2.P.7T,
Change (C) depends on the risk of changes which impact on quality
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South Korea_PAC Flowchart

Clinical Amendments submission

Step 2: Pay the review fee

Step 1: Application (Validation in 5 days)

Select the Approval of change in Selection of Product Category
clinical trial plan
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Step 3: Check the process approval

Select subcategory (Clinical trial)
1) Permission for change in clinical trial plan
2) Clinical trial plan change approval - researcher (for
academic research)
3) Clinical trial plan approval - Status succession
(administrative)

Step 4. Approval/ Step 5: Pay the regional
Final decision Tax fee

Select the next subcategory
11 Approval of change in clinical trial plan
2) Clinical trial plan change approval - researcher
3) Approval of clinical trial plan change
4) Clinical trial plan change approval
5) addition of clinical trial

Step & : Print the approval notification
letter
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