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Website: https://www.mfds.go.kr/brd/m_211/view.do?seq=14809
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International Council for Harmonisation, “ICH Q10: Pharmaceutical Quality System”.

Website: https://database.ich.org/sites/default/files/Q10_Guideline.pdf
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International Council for Harmonisation, “ICH Q9(R1): Quality Risk Management”.
Website: https://database.ich.org/sites/default/files/ICH_Q9%28R1%29 Guideline _Step4 2025 0115_0.pdf

Accessed: 2026-08-01.
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International Council for Harmonisation, “ICH Q7: Good Manufacturing Practice Guide for Active Pharmaceutical
Ingredients”.

Website: https://database.ich.org/sites/default/files/Q7_Guideline.pdf

Accessed: 2026-08-01.
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Pharmaceutical Inspection Co-operation Scheme, “PE 009-17: Guide to Good Manufacturing Practice for
Medicinal Products, Part I”.

Website: https://picscheme.org/docview/6606

Accessed: 2026-08-01.
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European Commission, “EudraLex Volume 4, Chapter 1: Pharmaceutical Quality System”.
Website: https://health.ec.europa.eu/system/files/2016-11/gmp_pc_chap1_0.pdf
Accessed: 2026-08-01.
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European Commission, “EudralLex Volume 4, Chapter 2: Personnel”.
Website: https://health.ec.europa.eu/system/files/2016-11/2014-03_chapter_2_0.pdf
Accessed: 2026-08-01.
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U.S. Food and Drug Administration, “21 CFR Part 211, Subpart B—Organization and Personnel’.

Website: https://www.ecfr.gov/current/title-21/chapter-l/subchapter-C/part-211/subpart-B

Accessed: 2026-08-01.
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World Health Organization, “WHO Good Manufacturing Practices for Pharmaceutical Products: Main Principles”,
WHO Technical Report Series No. 986, Annex 2.

Website: https://cdn.who.int/media/docs/default-source/medicines/norms-and-
standards/guidelines/inspections/trs986annex2.pdf

Accessed: 2026-08-01.
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U.S. Food and Drug Administration, “Quality Systems Approach to Pharmaceutical Current Good Manufacturing
Practice Regulations”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-systems-
approach-pharmaceutical-current-good-manufacturing-practice-regulations

Accessed: 2026-08-01.
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European Commission, “Eudralex Volume 4, Annex 11: Computerised Systems”.

Website: https://health.ec.europa.eu/document/download/8d305550-dd22-4dad-8463-2ddb4a1345f1 _en
Accessed: 2026-08-01.
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Pharmaceutical Inspection Co-operation Scheme, “PI 041-1: Good Practices for Data Management and Integrity in
Regulated GMP/GDP Environments”.

Website: https://picscheme.org/layout/publication.php?id=588

Accessed: 2026-08-01.
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Medicines and Healthcare products Regulatory Agency, “Guidance on GxP Data Integrity”.
Website: https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity
Accessed: 2026-08-01.
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U.S. Food and Drug Administration, “CDER Quality Management Maturity”.

Website: https://www.fda.gov/drugs/pharmaceutical-quality-resources/cder-quality-management-maturity
Accessed: 2026-08-01.
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European Commission, “Draft EudraLex Volume 4, Annex 22: Artificial Intelligence”.
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