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Website: https://www.ecfr.gov/current/title-21/chapter-l/subchapter-B/part-111

Accessed: 2026-07-03.
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5. U.S. Food and Drug Administration, “Modernization of Cosmetics Regulation Act of 2022 (MoCRA)”.
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6. European Commission, “EudralLex Volume 4 — Good Manufacturing Practice Guidelines”.

Website: https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
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7. EUR-Lex, “Regulation (EU) 2017/745 on Medical Devices”.
Website: https://eur-lex.europa.eu/eli/reg/2017/745/0oj/eng
Accessed: 2026-07-03.
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8. EUR-Lex, “Regulation (EU) 2019/6 on Veterinary Medicinal Products”.
Website: https://eur-lex.europa.eu/eli/reg/2019/6/0j/eng
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Accessed: 2026-07-03.
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International Council for Harmonisation, “ICH Q7: Good Manufacturing Practice Guide for Active Pharmaceutical
Ingredients”.

Website: https://www.ich.org/page/q7-good-manufacturing-practice-guide-active-pharmaceutical-ingredients
Accessed: 2026-07-14.
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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 _2022_1219.pdf
Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Directive 2001/83/EC on the Community Code Relating to
Medicinal Products for Human Use”.
Website: https://eur-lex.europa.eu/eli/dir/2001/83/0j/eng

© 2026 Bio-Support x KPTEC GMP X| 7|8t ‘4% HEiAH - GMP Knowledge Sharing | HI0|X| 34


https://www.law.go.kr/%EB%B2%95%EB%A0%B9/%EC%95%BD%EC%82%AC%EB%B2%95
https://www.law.go.kr/%EB%B2%95%EB%A0%B9/%EC%9D%98%EC%95%BD%ED%92%88%EB%93%B1%EC%9D%98%EC%95%88%EC%A0%84%EC%97%90%EA%B4%80%ED%95%9C%EA%B7%9C%EC%B9%99
https://www.law.go.kr/%EB%B2%95%EB%A0%B9/%EC%B2%A8%EB%8B%A8%EC%9E%AC%EC%83%9D%EC%9D%98%EB%A3%8C%EB%B0%8F%EC%B2%A8%EB%8B%A8%EB%B0%94%EC%9D%B4%EC%98%A4%EC%9D%98%EC%95%BD%ED%92%88%EC%95%88%EC%A0%84%EB%B0%8F%EC%A7%80%EC%9B%90%EC%97%90%EA%B4%80%ED%95%9C%EB%B2%95%EB%A5%A0
https://www.law.go.kr/%EB%B2%95%EB%A0%B9/%EC%B2%A8%EB%8B%A8%EB%B0%94%EC%9D%B4%EC%98%A4%EC%9D%98%EC%95%BD%ED%92%88%EC%95%88%EC%A0%84%EB%B0%8F%EC%A7%80%EC%9B%90%EC%97%90%EA%B4%80%ED%95%9C%EA%B7%9C%EC%B9%99
https://www.law.go.kr/%ED%96%89%EC%A0%95%EA%B7%9C%EC%B9%99/%EC%9D%B8%EC%B2%B4%EC%84%B8%ED%8F%AC%EB%93%B1%EB%B0%8F%EC%B2%A8%EB%8B%A8%EB%B0%94%EC%9D%B4%EC%98%A4%EC%9D%98%EC%95%BD%ED%92%88%EC%9D%98%ED%97%88%EA%B0%80%EB%B0%8F%EC%95%88%EC%A0%84%EB%93%B1%EC%97%90%EA%B4%80%ED%95%9C%EA%B7%9C%EC%A0%95
https://www.ich.org/page/q7-good-manufacturing-practice-guide-active-pharmaceutical-ingredients
https://database.ich.org/sites/default/files/ICH_Q9%28R1%29_Guideline_Step4_2022_1219.pdf
https://database.ich.org/sites/default/files/Q10%20Guideline.pdf
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European Commission, “Commission Directive (EU) 2017/1572 Supplementing Directive 2001/83/EC as Regards the

Principles and Guidelines of Good Manufacturing Practice for Medicinal Products for Human Use”.

Website: https://eur-lex.europa.eu/eli/dir/2017/1572/0j/eng

Accessed: 2026-07-14.
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European Commission, “EudraLex Volume 4: EU Guidelines for Good Manufacturing Practice for Medicinal Products
for Human Use”.

Website: https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en

Accessed: 2026-07-14.
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European Commission, “EudraLex Volume 4, Annex 1: Manufacture of Sterile Medicinal Products”.
Website: https://health.ec.europa.eu/system/files/2022-08/20220825_gmp-an1_en_0.pdf
Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EC) No 1394/2007 on Advanced Therapy
Medicinal Products”.

Website: https://eur-lex.europa.eu/eli/reg/2007/1394/0j/eng

Accessed: 2026-07-14.
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European Commission, “Guidelines on Good Manufacturing Practice Specific to Advanced Therapy Medicinal
Products”.

Website: https://health.ec.europa.eu/document/download/ad33d9dd-03f0-4bef-af53-21308ce2187d_en
Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EU) No 536/2014 on Clinical Trials on
Medicinal Products for Human Use”.
Website: https://eur-lex.europa.eu/eli/reg/2014/536/0j/eng

Accessed: 2026-07-14.
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European Commission, “Commission Delegated Regulation (EU) 2017/1569 Specifying Principles and Guidelines for
Good Manufacturing Practice for Investigational Medicinal Products for Human Use and Arrangements for
Inspections’.

Website: https://eur-lex.europa.eu/eli/reg_del/2017/1569/0j/eng

Accessed: 2026-07-14.
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Electronic Code of Federal Regulations, “21 CFR Part 210—Current Good Manufacturing Practice in Manufacturing,
Processing, Packing, or Holding of Drugs; General”.
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Website: https://www.ecfr.gov/current/title-21/chapter-l/subchapter-C/part-210
Accessed: 2026-07-14.
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Electronic Code of Federal Regulations, “21 CFR Part 211—Current Good Manufacturing Practice for Finished
Pharmaceuticals”.

Website: https://www.ecfr.gov/current/title-2 1/chapter-l/subchapter-C/part-211

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Federal Food, Drug, and Cosmetic Act (FD&C Act)”.

Website: https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
Accessed: 2026-07-1 4
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U.S. Food and Drug Administration, “Animal & Veterinary”.
Website: https://www.fda.gov/animal-veterinary

Accessed: 2026-07-14.
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Electronic Code of Federal Regulations, “21 CFR Part 225—Current Good Manufacturing Practice for Medicated
Feeds”.

Website: https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-225

Accessed: 2026-07-14.
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Electronic Code of Federal Regulations, “21 CFR Part 226—Current Good Manufacturing Practice for Type A
Medicated Articles”.

Website: https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-226
Accessed: 2026-07-14.
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European Commission, “Commission Implementing Regulation (EU) 2025/2091 Laying Down Good Manufacturing
Practice for Veterinary Medicinal Products in Accordance with Regulation (EU) 2019/6”.

Website: https://eur-lex.europa.eu/eli/reg_impl/2025/2091/0oj/eng

Accessed: 2026-07-14.
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European Commission, “Commission Implementing Regulation (EU) 2025/2154 Laying Down Good Manufacturing
Practice for Active Substances Used as Starting Materials in Veterinary Medicinal Products”.

Website: https://eur-lex.europa.eu/eli/reg_impl/2025/2154/0j/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EU) 2017/746 on In Vitro Diagnostic Medical
Devices”.

Website: https://eur-lex.europa.eu/eli/reg/2017/746/oj/eng

Accessed: 2026-07-14.
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International Organization for Standardization, “ISO 13485:2016—Medical Devices: Quality Management Systems—
Requirements for Regulatory Purposes”.

Website: https://www.iso.org/standard/59752.html

Accessed: 2026-07-14.
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Website: https://www.law.go.kr/$1&/C| X | Ho| 2 4| &

Accessed: 2026-07-14.
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Website: https://www.law.go.kr/$1 & /C| A Eo| 2 2| F BIA| &l 2]
Accessed: 2026-07-14.
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Website: https://www.law.go kr/3§ & F2!/C| 2| Y

Accessed: 2026-07-14.
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Website: https://www.law.go.kr/S &7 2l/CIAHo 2 7|7 | HZLEE 2| 7|&

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Software as a Medical Device (SaMD)”.

Website: https://www.fda.gov/medical-devices/digital-health-center-excellence/software-medical-device-samd
Accessed: 2026-07-14.
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Medical Device Coordination Group, “MDCG 2019-11 Rev.1: Guidance on Qualification and Classification of Software
in Regulation (EU) 2017/745 and Regulation (EU) 2017/746”.

Website: https://health.ec.europa.eu/document/download/b45335¢5-1679-4c71-a91c-fc7a4d37f12b_en

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Cybersecurity in Medical Devices: Quality Management System Considerations
and Content of Premarket Submissions”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-
guality-management-system-considerations-and-content-premarket

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Dietary Supplement Health and Education Act of 1994 (DSHEA)”.

Website: https://www.fda.gov/food/dietary-supplements/dietary-supplement-health-and-education-act-1994
Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “New Dietary Ingredient Notification Process”.
Website: https://www.fda.gov/food/dietary-supplements/new-dietary-ingredient-ndi-notification-process
Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Directive 2002/46/EC Relating to Food Supplements”.
Website: https://eur-lex.europa.eu/eli/dir/2002/46/0oj/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EC) No 178/2002 Laying Down the General
Principles and Requirements of Food Law”.

Website: https://eur-lex.europa.eu/eli/reg/2002/178/0j/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EC) No 852/2004 on the Hygiene of
Foodstuffs”.

Website: https://eur-lex.europa.eu/eli/reg/2004/852/oj/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EC) No 1924/2006 on Nutrition and Health
Claims Made on Foods”.
Website: https://eur-lex.europa.eu/eli/reg/2006/1924/0j/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EU) No 1169/2011 on the Provision of Food
Information to Consumers”.

Website: https://eur-lex.europa.eu/eli/reg/2011/1169/0j/eng

Accessed: 2026-07-14.
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European Parliament and Council of the European Union, “Regulation (EU) 2015/2283 on Novel Foods”.
Website: https://eur-lex.europa.eu/eli/reg/2015/2283/0j/eng
Accessed: 2026-07-14.

2E UE: pHUYM et 222 H2|E 01H0| gle t fRet AFof oty Eot, 57t 2 A 82 AUS BYSt=
ZE3IAL.
31HE GMP 2 0 E2H

IMHPZEME, S5 A2l

Website: https://www.law.go.kr/81 2 /3 2HE - A Sl 2]
Accessed: 2026-07-14.
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Website: https://www.law.go kr/8 & 2/SHAE X7 |2 S AT

Accessed: 2026-07-14.
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International Organization for Standardization, “ISO 22716:2007—Cosmetics: Good Manufacturing Practices—
Guidelines on Good Manufacturing Practices”.

Website: https://www.iso.org/standard/36437.html

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Good Manufacturing Practice Guidelines/Inspection Checklist for Cosmetics”.
Website: https://www.fda.gov/cosmetics/cosmetics-guidance-documents/good-manufacturing-practice-gmp-
guidelinesinspection-checklist-cosmetics

Accessed: 2026-07-14.
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U.S. Food and Drug Administration, “Guidance for Industry: Registration and Listing of Cosmetic Product Facilities and
Products”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-
registration-and-listing-cosmetic-product-facilities-and-products

Accessed: 2026-07-14.
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