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Continuous Improvement
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Validation of Process
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Quality (Management) System
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Previous Evaluation

Example of Risk Management
Evaluation of API Supplier (1)
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Risk Classification

Evaluation of API Supplier (2)
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Revised Pharmaceutical Affairs Law
and Current GMP

= Communication
= Deviation
= Change Control
= Internal Audits / Self-inspection
= Validation
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Three Responsible Person
INn Revised Pharmaceutical Affair Law

Market Approval Holder

( Marketing Supervisor - General >

Final responsibility on
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Quality Management Organization
and Communication

Market Approval Holder

Marketing Supervisor - QanagemeD
General

Head of Quality UD

Manufacturer

@ufacture Supervisor>
< Quality Unit @nufacturmg UD




Manufacturing & Release Procedures
(Released by Quality Unit in Manufacturer)

( Market Supervisor - General )

(Head of Quality Unit>

Market Approval Holder

< Quality Unit >

Manufacturing and quality control results

Periodical Audit Result of Assignment of person in QU, and PMS information
Product Release Procedures for mfg. And Q. control and product release
Reports of Manufacturer
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and Change
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Change Control System

Processing Step Raw materials

Specification

Support System
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Change control committee
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Change control committee
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Subjects
for Internal Audit / Self-inspection

Market Approval Holder
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Self-inspection

Periodic Audit
(internal Audit)

Manufacturer
Report of Corrective action

< Quality Unit >

Self-inspection




