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7 1 : U.S. Food and Drug Administration, 21 CFR Part 111 — Current Good Manufacturing Practice in

Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplements, Electronic Code of Federal
Regulations (eCFR).
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-111

# 2 : U.S. Food and Drug Administration, Current Good Manufacturing Practice in Manufacturing, Packaging,

Labeling, or Holding Operations for Dietary Supplements — Small Entity Compliance Guide, December 2010.
https://downloads.regulations.gov/FDA-2010-D-0605-0002/attachment_1.pdf

£ 3 : U.S. Food and Drug Administration, Warning Letters
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-

activities/warning-letters

7 4 : U.S. Food and Drug Administration, Restorative Botanicals, LLC - 674740 - 08/13/2024 (My GUT Shrooms
Gummies %§)

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/restorative-

botanicals-llc-674740-08132024

7 5 : U.S. Food and Drug Administration, Eniva USA, Inc. - 706565 - 09/10/2025 (Ashwagandha Gummies %)

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eniva-usa-

inc-706565-09102025
7 6 : U.S. Food and Drug Administration, 21 CFR § 111.75 — What must you do to determine whether specifications

are met?, Electronic Code of Federal Regulations (eCFR).
https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-111/subpart-E/section-111.75

£ 7 : European Commission, Food Supplements — Food Safety

https:/food.ec.europa.eu/food-safety/labelling-and-nutrition/food-supplements_en

¥ 8 : ASEAN Alliance of Health Supplement Associations (AAHSA), ASEAN Harmonised Technical Guidelines and
Standards for Health Supplements
httpsi//aahsa.org.sg/asean-technical-guidelines/

£ 9 1 ASEAN, Guidelines on Good Manufacturing Practice for Traditional Medicines and Health Supplements
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guideline-on-GMP-for-TM-Appendices-2-june-2015-with-
disclaimer....pdf

£ 10 : FAO and WHO, General Principles of Food Hygiene (CXC 1-1969), Codex Alimentarius Commission.
https!//www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FStandards%252F
CXC%2B1-1969%252FCXC_001e.pdf
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