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Disclaimers?

NSF, in performing its functions in accordance with its objectives, does not assume or undertake to
discharge any responsibility of the manufacturer or any other party. The opinions and findings of NSF
represent its professional judgment. NSF shall not be responsible to anyone for the use of or reliance
upon this Standard by anyone. NSF shall not incur any obligation or liability for damages, including
consequential damages, arising out of or in connection with the use, interpretation of, or reliance upon
this Standard.

NSF Standards provide basic criteria to promote sanitation and protection of the public health. Provisions
for mechanical and electrical safety have not been included in this Standard because governmental
agencies or other national standards-setting organizations provide safety requirements.

Participation in NSF Standards development activities by regulatory agency representatives (federal,
local, state) shall not constitute their agency's endorsement of NSF or any of its Standards.

Preference is given to the use of performance criteria measurable by examination or testing in NSF
Standards development when such performance criteria may reasonably be used in lieu of design,
materials, or construction criteria.

The illustrations, if provided, are intended to assist in understanding their adjacent standard requirements.
However, the illustrations may not include all requirements for a specific product or unit, nor do they show
the only method of fabricating such arrangements. Such partial drawings shall not be used to justify
improper or incomplete design and construction.

Unless otherwise referenced, the annexes are not considered an integral part of NSF Standards. The
annexes are provided as general guidelines to the manufacturer, regulatory agency, user, or certifying
organization.

1 The information contained in this Disclaimer is not part of this American National Standard (ANS) and has not been
processed in accordance with ANSI's requirements for an ANS. Therefore, this Disclaimer may contain material that
has not been subjected to public review or a consensus process. In addition, it does not contain requirements
necessary for conformance to the Standard.
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Foreword?

The purpose of NSF/ANSI 173 is to serve as an evaluation tool for analyzing dietary supplements.
Certification to this Standard serves as a communication tool between manufacturers of ingredients and
finished product, retailers, healthcare practitioners, and consumers. This Standard provides test methods
and evaluation criteria to allow for the determination that a dietary supplement contains the ingredients
claimed on the label, either qualitatively or quantitatively, and that it does not contain specific undeclared
contaminants. In some instances, validated laboratory methods are not yet available for analyzing certain
ingredients. In such cases, new methods will be added to this Standard as they become available.

NSF/ANSI 173 was developed with participation from the dietary supplements industry, public health
regulators, and distributors of dietary supplements. Participation and technical guidance was provided by
representatives of the American Herbal Products Association, the American Pharmaceutical Association,
the Consumer Healthcare Products Association, the Council for Responsible Nutrition, the National
Institutes of Health, and the National Nutritional Foods Association.

This edition of the Standard (NSF/ANSI 173-2017) includes the following revisions, which allow NSF
International increased flexibility in selecting finished product claims for analysis based on the number of
finished product claims and ingredients present on the product label.

Issue 61

Adds the ability to use simulated gastric fluid as a disintegration test method for uncoated, film-coated,
plain-coated, and hard and soft gelatin capsules (section 5.4.1).

Issue 63
Adds labeling requirements and disclosures for caffeine under (section 4.1).
Issue 64

Adds labeling requirements for probiotic products or ingredients: CFUs, storage directions, and strain
identification (section 4.2).

Issues 69 & 74

Revises maximum allowable levels (MAL) for pesticides as contaminants in Dietary Supplements in
Annex D.

Issue 71

Updates AOAC, Official Methods of Analysis, Normative References to the most current edition
(section 2)

Issue 72
- Updates the units from CFU/g to MPN/g or MPN/mL in Table 8.1 and Table 8.3 (section 8).

NSF offers a certification program to this Standard. Products certified by NSF carry the NSF Mark, the
~ leading mark in public health and safety certification around the world. The NSF Mark on a product gives

2 The information contained in this Foreword is not part of this American National Standard (ANS) and has not been
processed in accordance with ANSI’s requirements for an ANS. Therefore, this Foreword may contain material that
has not been subjected to public review or a consensus process. In addition, it does not contain requirements
necessary for conformance to the Standard.
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consumers and retailers assurance that the product meets the requirements of the NSF Standard. For
more information on the NSF certification program, please contact the General Manager of Dietary
Supplements, P.O. Box 130140, Ann Arbor, Michigan 48113-0140 or at 734-769-8010.

Suggestions for improvement of this Standard are welcome. This Standard is maintained on a Continuous
Maintenance schedule and can be opened for comment at any time. Comments should be sent to Chair,
Joint Committee on Dietary Supplements at standards@nsf.org, or c/o NSF International, Standards
Department, P.O. Box 130140, Ann Arbor, Michigan, 48113-0140, USA.

Documents

viii Document Sharing Hub

Copyright NSF International
Provided by IHS Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: NSF 173 2017


mailto:standards@nsf.org
http://www.avadocuments.com/doc/nsf-173-2017
http://www.avadocuments.com/doc/nsf-173-2017

© 2018 NSF NSF/ANSI 173 — 2017

NSF International Standard
for Dietary Supplements —

Dietary supplements

1 General
1.1 Purpose

This Standard provides test methods and evaluation criteria for dietary supplement products to allow for
the determination that the ingredients in the product are accurately identified, that the product contains
the quantity of dietary ingredients and marker constituents declared on the product label, and that the
product does not contain unacceptable quantities of contaminants.

This Standard provides criteria for determining that Good Manufacturing Practices were followed in the
production of dietary supplements.

1.2 Scope

This Standard contains requirements for dietary supplements that contain one or more of the following
dietary ingredients: a vitamin, a mineral, an herb or other botanical, an amino acid, a dietary substance
for use by humans to supplement the diet by increasing the total dietary intake, or a concentrate,
metabolite, constituent, extract, or combinations of these ingredients.

Products and ingredients deemed a hazard to public health or safety by a regulatory agency having
jurisdiction shall be excluded from the scope of this document. Conventional foods are excluded from the
scope of this Standard.

‘Manufacturers shall exercise due diligence to ensure compliance with all applicable regulatory
requirements, but compliance with this Standard in itself does not imply that all regulatory requirements
‘have been met.

-1.3 Formulation submission

The manufacturer shall submit, at a minimum, the following information for each product:

— complete formulation information, which includes the following:

— the composition of the formulation (in percent or parts by weight for each ingredient in the
formulation including excipients);

NOTE — Ranges shall be considered acceptable.
— the reaction process, if applicable;

— the component ID number (if applicable), chemical/material name, trade name and
supplier(s) for each chemical present in the formulation;

— alist of known or suspected impurities associated with the finished product; and
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— when available, an analytical method used to verify the claims listed on the label or certificate
of analysis.

2 Normative references

The following documents contain provisions that, through reference in this text, constitute provisions of
this Standard. At the time this Standard was written, the editions indicated were valid. All documents are
subject to revision, and parties are encouraged to investigate the possibility of applying the most recent
edition of the document indicated below.

21 CFR Chapter 9, Federal Food, Drug and Cosmetic Act (FFDCA)3

21 CFR 101.9. Nutrition Labeling of Food?

21 CFR 101.36. Nutrition Labeling of Dietary Supplements?

21 CFR Chapter 21, Part 111, Current Good Manufacturing Practice in Manufacturing, Packaging,
Labeling, or Holding Operations for Dietary Supplements?®

40 CFR Part 141, National Primary Drinking Water Regulations?®

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Ashwagandha Root, April 20004
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Astragalus Root, August 19994
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Bilberry fruit, 20014

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Black Cohash root, 20024

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Black Haw Bark, June 2000*
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Chaste Tree Fruit, 20014

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Cramp Bark, February 20004
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Cranberry, 20024

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Dang Gui Root, 2003*

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Echinacea purpurea Root, 20044
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Ginkgo Leaf, 20034

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Goldenseal, 20014

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Hawthorn Berry, June 19994

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Hawthorn Leaf with Flower,
February 19994

3 US Government Printing Office, Washington, D. C. 20402 <www.gpo.gov>.
4 American Herbal Pharmacopoeia (AHP), P. O. Box 66809, Scotts Valley, CA 95067 <www.herbal-ahp.org>.
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AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Reishi Mushroom, September
20004

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, St. John’s Wort, July 19974

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Schisandra Berry, October 19994
AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Valerian Root, April 19994

AHP, American Herbal Pharmacopoeia and Therapeutic Compendium, Willow Bark, December 19994
AHPA, Herbs of Commerce, 2nd Edition, 20005

AOAC, Official Methods of Analysis, 20" Edition (2016)¢

AOAC Guidelines for Single Laboratory Validation of Chemical Methods for Dietary Supplements and
Botanicals, 20026

AOAC/FDA, Bacteriological Analytical Manual, (BAM) 8t edition, 19986

AOCS Official Method Cd 18-90, p-Anisidine Value, Sampling and Analysis of Commercial Fats and Oils,
19977

BHMA, British Herbal Pharmacopeia (BHP), 19968

CSl, Analytical Method for the Determination of Quintozene and Its Degradates and Impurities in Ground
Dried Ginseng Root by Gas Chromatography Laboratory validation of analytical method number CSI-023-
01, 1999°

Dietary Supplement Health and Education Act of 1994 (DSHEA), Public Law 103-417111!

EPA, Determination Of Dissolved Hexavalent Chromium In Drinking Water, Groundwater and Industrial
Wastewater Effluents By lon Chromatography, EPA Method 218.6, Revision 3.3, August 199110

EPA, Determination of Metals and Trace Elements in Water and Wastes by Inductively Coupled Plasma-
Atomic Emission Spectrometry, EPA Method 200.7, Revision 4.4, 199410

EPA, Methods for the Determination of Metals in Environmental Samples — Supplement, 1 — EPA/600/R-
94-111 — May 199410

EPA Microwave Assisted Acid Digestion of Sediments, Sludges, Soils and Oils, EPA Method 3510 —
September 199410

FDA, Determination of Aristolochic Acid in Traditional Chinese Medicines and Dietary Supplements?!

5 American Herbal Products Association, 8630 Fenton St., Suite 918, Silver Spring, MD 20910 <www.ahpa.org>.
6 AOAC International, 481 N. Frederick Avenue, Suite 500, Gaithersburg, MD 20877 <www.aoac.org>.

7 American Oil Chemists’ Society, 2710 S. Boulder, Urbana, IL 61802 <www.a0cs.org>.

8 British Herbal Medicine Association, P.O. Box 583, Exeter EXI 96X UK <www.bhma.info>.

9 Compliance Services International, 7501 Bridgeport Way West, Lakewood, WA 98499
<www.complianceservices.com>.

10 Environmental Protection Agency, 1200 Pennsylvania Ave., NW, Washington, DC 20460 <www.epa.gov>.

11 Food and Drug Administration, 10903 New Hampshire Ave., Silver Spring, MD 20993 <www.fda.gov>.
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FDA, Dietary Supplement and Nonprescription Drug Consumer Protection Act, 2006*
FDA, Food Allergen Labeling and Consumer Protection Act of 200411

FDA, Food Code 2001 Recommendations of the United States Public Health Service Food and Drug
Administration!

FDA, A Multiresidue Pesticide Monitoring Procedure for the Determination of 112 Halogenated Pesticides
Using Gas Chromatography with Mass Selective Detection and Selected ion Monitoring. Laboratory
Information Bulletin, 430411

FDA, Pesticide Analytical Manual (PAM) Volume |. Multiresidue Methods, 3 Edition, 199411

FDA, Pesticide Analytical Manual (PAM) Volume I. Updates. 2003%!

FDA, Pesticide Analytical Manual (PAM) Volume Il. Methods for Residues of Individual Pesticides —
19911

FDA, Public Health Security and Bioterrorism Preparedness and Response Act of 2002, H.R.3448.ENR?
Global Organization for EPA and DHA Omega-3s, GOED Voluntary Monograph (v.3)%?

Health Canada, Fish Oil Monograph?3

International Code of Botanical Nomenclature (Vienna Code), 20064

NTIS/IEC 17025: 1999 General requirements for the competence of testing and calibration laboratories?!®
The Merck Index: An Encyclopedia of Chemicals, Drugs and Biologicals'®

NSF International White Book: Listing of Proprietary Substances and Nonfood Compounds

USP, Dietary Supplements Compendium (DSC)Y7

USP, Glycerin Monograph??

USP, United States Pharmacopeia — National Formulary (USP-NF)*7

WHO Guidelines for Drinking-Water Quality'8

WHO Monographs on Selected Medicinal Plants, Volume 1, 2 and 38

12 Global Organization for EPA and DHA Omega-3s (GOED), 1075 Hollywood Ave., Salt Lake City, UT 84105
<www.goedomega3.com>.

13 Health Canada, Address Locator 0900C2, Ottawa, Ontario K1A 0K9 Canada <www.hc.sc.gc.ca >.

14 Koeltz Scientific Books, P.O. Box 1360, D-61453, Koenigstein, Germany <www.koeltz.com>.

15 National Technical Information Service, 5285 Port Royal Rd., Springfield, VA 22161 <www.ntis.gov>.

16 Merck & Company, One Merck Drive, Whitehouse Station, NJ 08889 <www.merck.com>.

17 United States Pharmacopeia (USP), 12601 Twinbrook Parkway, Rockville, Maryland 20852 <www.usp.org>.

18 World Health Organization, 1211 Geneva 27, Switzerland <www.who.int>.
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