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CERTIFICATE OF ANALYSIS

Purpose: The certified values delivered by this Standard Reference Material (SRM) are intended for validating
methods for determining yohimbine and rauhimbine in yohimbe-containing solid oral dosage form and similar
materials for quality assurance when assigning values to in-house control materials.

Description: A unit of SRM 3383 consists of 5 packets, each containing approximately 1.1 g of material.

Certified Value: The NIST certified value is traceable to the International System of Units (SI) derived unit of mass
fraction, expressed as milligrams per gram. The value is reported on an as-received basis [1].

Table 1. Certified Mass Fraction Value for Yohimbine in SRM 3383

Material Mass Fraction®
(mg/g)
Yohimbine 320 + 0.24

@ Values are expressed as x £ Uose,(x), where x is the certified value and Ussy(x) is the expanded uncertainty of the
certified value. The true value of the analyte lies within the interval as x £ Uose(x) with 95 % confidence. To
propagate this uncertainty, treat the certified value as a normally distributed random variable with mean x and
standard deviation Uyse,(x)/2 [2—6].

Non-Certified Values: A non-certified mass fraction value is provided in Appendix A.

Period of Validity: The certified value delivered by SRM 3383 is valid within the measurement uncertainty specified
until 31 December 2030. The certified value is nullified if the material is stored or used improperly, damaged,
contaminated, or otherwise modified.

Maintenance of Certified Values: NIST will monitor this SRM over the period of its validity. If substantive
technical changes occur that affect the certification, NIST will issue an amended certificate through the NIST SRM
website (https://www.nist.gov/srm) and notify registered users. SRM users can register online from a link available
on the NIST SRM website or fill out the user registration form that is supplied with the SRM. Registration will
facilitate notification. Before making use of any of the values delivered by this material, users should verify they have
the most recent version of this documentation, available through the NIST SRM website (https://www.nist.gov/srm).
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Safety: SRM 3383 is intended for research use only; not for human consumption.

Storage and Handling: The original unopened packages of SRM 3383 should be stored at room temperature
(20 °C £ 5 °C). An open packet can be reused until the material reaches its expiration date, provided that the open
packet is resealed and stored at room temperature (20 °C £ 5 °C).

Use: Before use, the contents of the unopened packet should be mixed thoroughly by inverting and shaking.
Homogeneity of the material has not been evaluated for sample sizes smaller than those used by NIST methods [7].
Therefore, the certified value may not be valid for test portions smaller than 5 mg for determination of yohimbine.

Source and Analysis: Material preparation and measurements used to value assign SRM 3383 were performed at
NIST using multiple analytical techniques [7].

Additional Information: Support for the development of SRM 3383 was provided in part by the National Institutes
of Health Office of Dietary Supplements.
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Certain commercial equipment, instruments, or materials may be identified in this Certificate of Analysis to
adequately specify the experimental procedure. Such identification does not imply recommendation or endorsement
by the National Institute of Standards and Technology, nor does it imply that the materials or equipment identified
are necessarily the best available for the purpose.

Users of this SRM should ensure that the Certificate of Analysis in their possession is current. This can be accomplished

by contacting the Office of Reference Materials 100 Bureau Drive, Stop 2300, Gaithersburg, MD 20899-2300;
telephone (301) 975-2200; e-mail srminfo@nist.gov, or the Internet at https://www.nist.gov/srm.
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APPENDIX A

Non-Certified Values: Non-certified values are suitable for use in method development, method harmonization, and
process control but do not meet the NIST criteria for certification [1] nor provide metrological traceability to the
International System of Units (SI) or other higher-order reference system. A non-certified mass fraction value is
provided below.

Table A1. Non-Certified Mass Fraction Value for Rauhimbine in SRM 3383

Material Mass Fraction®
(mg/g)
Rauhimbine 0.971 + 0.060

@ These values are expressed as x + 2u(x), where x is a mean value and u(x) is its associated standard uncertainty.
While the best estimate of measurand mass fraction lies within the interval x + 2u(x), neither the purity nor the
identity of the calibrants used have been determined by NIST. For purposes of harmonization and process control,
the imprecision and homogeneity components of uncertainty can be propagated as u(x)/x relative standard
deviations.

Maintenance of Non-Certified Values: NIST will monitor this material to the end of its period of validity. If
substantive technical changes occur that affect the non-certified values during this period, NIST will update this
Appendix and notify registered users. SRM users can register online from a link available on the NIST SRM website
or fill out the user registration form that is supplied with the SRM. Registration will facilitate notification. Before
making use of any of the values delivered by this material, users should verify they have the most recent version of
this documentation, available through the NIST SRM website (https://www.nist.gov/srm).

***********EndoprpendiXA***********
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